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Abstract 

Introduction 

The Human Transplantation (Wales) Act 2013 (The Act) introduced a ‘soft opt-out’ system of organ 

donation on 1.12.15. Citizens are encouraged to make their organ donation decision known during 

their lifetime. In order to work, the Act and media campaign need to create a context whereby organ 

donation becomes the norm, and create a mechanism for people to behave as intended (formally 

register their decision; consider appointing a representative; convey their donation decision to their 

families and friends, or do nothing – deemed consent). In addition, family members/appointed 

representatives need to be able to put their own views aside to support the decision of their loved 

one.  The aim of this study is to evaluate initial implementation, outcomes, and impact on families 

and appointed representatives who were approached about organ donation during the first 18 

months.   

 

Methods and analysis  

Prospective mixed-method co-productive study undertaken with National Health Service Blood and 

Transplant (NHSBT), and multiple patient/public representatives. The study is designed to collect 
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information on all cases who meet specified criteria (≥18 yrs, deceased person normally resident in 

Wales and died in Wales or England) whose family were approached between 1/12/15-31/6/17).   

Data for analysis includes:  NHSBT routinely collected anonymised audit data on all cases; 

Specialist Nurse in Organ Donation (SNOD) completed anonymised form for all cases documenting 

their perception of the families’ understanding of the Act, media campaign, and outcome of the 

donation approach; Questionnaires and depth interviews with any family member or appointed 

representative (minimum 50 cases).  Additional focus groups and interviews with SNODs. 

Anonymised donation outcomes and registration activity reports for Wales provide additional 

context.   

  

Ethics and dissemination 

The study is informed by an ethical framework for undertaking research in this context. CRUSE 

Bereavement Care Cymru are suppling information for bereaved families. Multiple dissemination 

strategies will be employed.  

 

Registration 

The protocol is registered on the Health and Care Research Wales Clinical Research Portfolio. 

Study ID number 34396, www.ukctg.nihr.ac.uk 

 

Key Words: Law, Organ Donation, Implementation, Mixed-method evaluation, Deemed Consent, 

Wales  

 

Word count 4726 

 

Strengths and limitations of this study 

 

• The study is a large scale prospective mixed-method evaluation of the immediate impact of 

the Act using multiple data sources. 

• NHS Blood and Transplant is an equal partners in this co-productive study. 

• Many Patient and Public representatives and organisations are supporting the study. 

• CRUSE Bereavement Care Cymru is supplying bereavement support information for 

bereaved families who participate in the study. 

• Numerous strategies will be used to disseminate findings. 
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Family attitudes, actions, decisions and experiences following implementation of deemed 

consent and the Human Transplantation (Wales) Act 2013: Mixed-method study protocol 

 

INTRODUCTION  

 

 

The Human Transplantation (Wales) Act 2013 introduced a ‘soft opt-out’ system of organ donation.1 

The purpose of the Act is to make it easier for people to donate their organs to benefit patients. The 

Act is central to the Wales Action Plan2, which sets out a programme of continuous improvement on 

all aspects of organ donation and transplantation to deliver the NHS Blood and Transplant (NHSBT) 

strategy ‘Taking Organ Transplantation to 2020’.3 NHSBT is a Special Health Authority in England 

and Wales (accountable to the Department of Health) that is responsible for promoting tissue and 

organ donation to the public and managing organ donation and transplantation. The overall target of 

the strategy is to increase United Kingdom (UK) consent rates to 80% by 2020. Under the former 

‘opt-in’ system, in 2012/13, 2013/14 and 2014/15 only 50.3%, 53.6% and 48.5% of families 

consented to deceased donation in Wales.4 In contrast the consent rate in Spain, which operates an 

‘opt-out’ system in which all citizens are automatically registered for organ donation unless they 

choose to state otherwise, ranged between 80-85%.3,5.   

 

The Act constitutes one of the biggest changes to the partnership and social contract between the 

Welsh Government and the people of Wales. The Act is however controversial and not everyone 

consulted agreed with the ‘soft opt-out’ system and its principle of deemed consent.6-7 Potential 

donor families are considered to be most affected by the Act as, unlike the old ‘opt-in’ system, their 

role in the ‘soft opt-out’ system remains essential but changed by deemed consent.8 Under the 

previous ‘opt-in’ system, which came under the Human Tissue Act 20049, if the individual’s consent 

had not been indicated by the deceased person or a nominated representative, consent was sought 

from the person who was in a ‘qualifying relationship' with the deceased person immediately before 

their death (usually a family member). If the decision regarding donation was unknown then families 

were less likely to give consent.8,10 If those close to the deceased person objected to organ 

donation, for whatever purpose, when the deceased person (or their nominated representative) had 

explicitly consented, they did not have the legal right to revoke the consent, however the existence 

of appropriate, valid consent permitted donation to proceed, but did not mandate that it must. The 

final decision about whether to proceed rested with the medical team when family members did not 

support donation.  
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How the intervention is intended to work 

In a research context the Act and implementation strategy is conceptualised as a complex 

behaviour change intervention.11   The Act changes the principles of consent to deceased organ 

donation from one of 'opt-in’ to a ‘soft opt-out’ for adults who are 18 years or over; voluntarily 

resident for 12 months or more in Wales; who has not made an express decision regarding organ 

donation; and is competent to understand the notion of deemed consent. The individual must also 

die in Wales for the Act to apply.  

 

NHSBT employ teams of Specialist Nurses in Organ Donation (SNODs) who work across regions to 

support the organ donation process.  The choices individuals now have in either expressing their 

organ donation decision or choosing to do nothing and having their consent deemed (criteria apply) 

have impacted on the approach to the family by the SNODs. Once the SNODs have ascertained 

that the individual has not recorded their organ donation decision on the Organ Donor Register 

(ODR) and has not appointed a representative to make the decision on their behalf, the 

conversation with the family is presumptive in favour of organ donation, informing them if applicable 

their relatives consent will be deemed to have been given. During the conversation the family are 

able to inform the SNODs that their relative did not want to be an organ donor. In this circumstance 

the family are required to produce clear evidence that the person did not want to be an organ donor.  

The Act is permissive in the sense that it allows for consent to be deemed in certain circumstances, 

however it does not mandate that organ donation goes ahead in such cases. If an individual has 

registered a decision or informed someone that they did not want to donate organs prior to their 

death, their decision will be respected unless the family is able to produce clear evidence that the 

individual had changed their mind.  

 

 

Intended behaviour change  

The success of the Act depends on behaviour change (public and professional) to work as intended. 

The theory is that the neutral media campaigns supporting implementation will facilitate five 

behaviours:  

(1) People will register to ‘opt-in’ on the organ donor register and appoint a patient representative,  

(2) or they register to ‘opt-out’; 

(3) People will discuss their donation decision with families and friends;  

(4) People can do nothing and it will be assumed that they do not object to organ donation (deemed 

consent) 

(5) in making the donation decision, families will put aside their own views on donation and respect 

the decision of the deceased person. 
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Overall this complex intervention addresses four components of behaviour change as outlined in the 

Nuffield Council of Bioethics ladder of intervention (Figure 1).12 The Act and implementation strategy 

were designed to change the default position so that organ donation became the norm.  The 

Government-led media campaign was however presented in a neutral way to provide people with 

information to make an informed choice. Nudge theory was also used to underpin behaviour change 

– such as exposing the population of Wales to a series ‘nudge alerts’ via email, Royal Mail, and the 

media to do specific things such as making their organ donation decision known and ‘opting in’ or 

‘out’ on the organ donation register.12 The media did however generally present organ donation as 

having positive benefits (eg: giving the gift of life).   

 

In addition to the public media campaign, there was an accompanying implementation strategy for 

NHS and NHSBT staff, which required amending clinical protocols and procedures and retraining 

large numbers of staff and all SNODs covering Wales. The multiple elements of this complex 

intervention are shown visually in Figures 2,3,4.  

 

 

 

 

 

 

Figure 1. Redrawn from original. Nuffield Council of Bioethics ladder of intervention.
12
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Figure 2. Intervention implementation: Multi-facetted media-based strategy to inform the public of the Act and 

changes to consenting to organ donation.  
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Figure 3. Intervention: Required behaviours of the public following introduction of the Act.  
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Figure 4. Intervention implementation: Additional training for Specialist Nurses in Organ Donation when 

approaching families following the implementation of deemed consent. See also Figure 1. 

 

 

 

Modifications to the approach conversation under the Act. 

The SNOD facilitates an approach conversation with the family at the point indicated in Figure 5.  
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Figure 5.  Wales potential organ donor population and identification of the ‘donation request’ stage in the 

process.  

 

After the 1st December 2015, for deceased people who have not registered to ‘opt-out’ on the ODR, 

the approach to families will be a presumptive conversation in favour of organ donation.  The 

sequence of obtaining consent for deceased organ donation when the patient has not recorded their 

decision t on the ODR is shown in Figure 6. Irrespective of whether the deceased person is 

registered on the ODR or not - the assumption is that family members will put aside their own beliefs 

if different to the deceased person and support the express decision to donate or by choosing not to 

register a decision by any means support their relative’s deemed consent.    
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If not

If not 
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If not

 

Figure 6. Sequence of obtaining consent when the patient is NOT on the Organ Donor Register (ODR) after 

1.12.15. Image reporduced from NHSBT document using ‘Fair use’ clause.  

 

Prudent healthcare principles 

The Act is conceived as a Prudent healthcare policy. Any Prudent health service or intervention is 

based on the following 4 principles:13-14  

• Achieve health and wellbeing with the public, patients and professionals as equal partners through 

co-production.  Patient and public contribution is essential to create a patient-centred system for 

both potential donors and transplant recipients.13-14The soft opt-out system has been developed in 

close consultation with the people of Wales.15-18 

• Care for those with the greatest health need first, making the most effective use of all skills and 

resources. The principles underpinning organ transplantation decisions are founded on caring for 

those with the greatest health need first, irrespective of ability to pay. There is good evidence that all 

transplants are cost-effective. For example, the cost benefit of kidney transplantation compared to 

dialysis over a period of ten years (the median transplant survival time) is £241,000 or £24,100 per 

year for each year that the patient has a functioning transplanted kidney.19 Although the Act covers 

all organs and tissues from which patients may benefit from cost-effective transplants; the case for 

economic renewal and regeneration is best made in Wales by increasing the number of kidney 

transplants. Kidney transplants are highly cost-effective particularly in relation to NHS spend, and is 

the treatment of choice for many patients with end-stage renal failure. Recipients can often engage 

more productively in the economy once they no longer need dialysis.  
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• Do only what is needed, no more, no less; and do no harm. The ‘soft opt-out’ is designed to make it 

easier for the people of Wales to become organ donors. Transplantation is designed to offer 

patients more options for their treatment with increased benefits that outweigh the risks. 

• Reduce inappropriate variation using evidence based practices consistently and transparently. 

Attitudes to organ donation vary across Wales and across social gradients and cultures.18 The 

purpose of the neutral media campaign is to reduce this variation by providing the public with high 

quality accessible information. 

 

 

Rationale for the study  

There is evidence from a UK context describing the multiple converging factors that appear to 

influence donation decisions under the ‘opt-in’ system, such as knowledge of the deceased’s wishes 

and the view of families that the deceased person had suffered enough.13-18 We want to specifically 

explore the perspectives of organ donor registration and deemed consent with families and close 

friends who were involved in an organ donation decision.  

 

This study is designed to address a critical gap in understanding by exploring if the Act has changed 

the views and decisions of families. The research is needed to understand donor family responses, 

which could have an immediate impact on the design of future interventions to change behaviours. 

Understanding how and why people in reality respond to the ‘soft opt-out’ will be vital to 

contextualising the impact of this Prudent health policy in achieving its aims. We want to explore the 

perspectives and decisions made by individuals who were involved in an organ donation decision, 

and to explore whether the donation decision reflected the patient or family view.   There is also a 

potential benefit to participants as the study provides a confidential independent opportunity to talk 

about their views and experiences, which in turn can be used to benefit future donor families and 

patients.  

 

Findings will fill a critical gap in knowledge to supplement the Welsh Government impact evaluation 

and shed light on the mechanisms that prevent or enhance organ and tissue donation under the 

new ‘soft opt-out’ system. Undertaking research to better understand these mechanisms and how 

they work will be vital for policy makers, healthcare professionals working in NHSBT and the NHS in 

general. It will inform continuous service improvement to realise the intended outcomes of this very 

complex intervention (the Act, media-based behaviour change interventions, retraining of NHS and 

NHSBT staff, and the interventions of NHS and NHSBT teams when requesting consent).   
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Aim 

The aim of the study is to explore the impact of the Act on consent for deceased organ and tissue 

donation in the new ‘soft opt-out’ system. A secondary aim is to further build research capacity in 

NHSBT and Patient and Public Involvement (PPI) representatives in Wales.  

 

 Research questions 

1. What impact and changes has the Act and media campaign had on the views and decisions 

of families of potential organ donors in Wales? 

2. What were the views of the deceased person and how did families take account of the 

deceased person’s view in the decision-making process? 

3.       What are the views of families of the deceased person on the shift in relationship with the 

Government and healthcare services; organ donor registration; deemed consent; express patient 

decision and role of appointed representatives; and the changed role of families in decision-making 

in a ‘soft opt-out’ system? 

 

Objectives 

1. To ascertain a broad overview of retrospectively anonymised recorded family views, actions and 

outcomes from organ donation conversations in Wales for an 18 month period following 

implementation of the Act. 

2. To explore in greater depth the perspectives and experiences of families who were involved in a 

donation conversation.  

3. To explore the perspectives of SNODs and their managers covering Wales to contextualise 

potential donor family views, experiences and decisions. 

4. To contextualise findings with publicly available quarterly activity reports on organ donor 

registration and organ donation in Wales. 

5. To further develop research capacity and capability in NHSBT and patient and public 

representatives in Wales. 

 

METHODS AND ANALYSIS  

 

We consulted widely and extensively with multiple key stakeholders to design an ethically defensible 

and sensitive study that respects the vulnerability and confidentiality of bereaved potential donor 

families and the dignity of the deceased family member. The four phase design (Figure 7) combines 

use of routinely collected and publicly available potential donor audit activity as context to a primary 

study using shared anonymised and routinely collected NHSBT information on decision-making 

processes and outcomes of the donation consent process, and interviews with Welsh potential 

deceased donor families/appointed representatives/close friends and organ donation professionals 
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covering Wales. 

 

 

Figure 7. The four phase design.  Key: NHSBT: NHS Blood and Transplant. OD: Organ Donation. SNOD(s): 

Specialist Nurse(s) in Organ Donation. 
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Phase 1 – Primary study to gain a high level understanding of the impact on donor family 

responses (accepting the patient’s decision, or consenting to, or not consenting to donation) 

for 18 months from 1st December 2015.    

 

SNODs will complete an anonymised electronic 1 page form [Appendix.1: Form B] that will be filled 

out as soon as possible after they have disengaged from speaking with the potential donor family. 

No participant or patient identifiable information will be recorded. SNODs will complete the form 

(electronic or paper) using information gathered from their routine conversations with potential donor 

families.  

 

Phase 2:  Primary study with potential deceased donor families/appointed representatives 

and close friends to ascertain a deeper understanding of their thoughts, experiences and 

responses to the Act and their decision-making.  

 

Family members/appointed representatives and close friends, directly or indirectly involved in the 

donation process, will be invited to self-complete an anonymised questionnaire [Appendix 2: Form 

C] that requires no contact with the research team. There is no restriction on the number of 

questionnaires per family and the questionnaire will take around 20 minutes to complete. 

Accompanying the questionnaire will be an invitation to participate in an interview to discuss their 

views and experiences in greater depth and a contact form to send back to the independent 

research team to arrange a mutually convenient interview. For those wanting also to participate in 

an interview, several options will be offered that best suit the individual, such as face to face, 

telephone or via social media. Mindful that participants have been bereaved, they can select the 

time that is right for them to be interviewed up until the end of the period of data collection.   

 

Family/close friend/appointed representative recruitment  

We will use a range of methods to recruit participants that are sensitive and individually tailored. 

SNODs will use their discretion and knowledge of the family to select the most appropriate options 

and times to share information about the study with families/appointed representatives. Recruitment 

options include via direct contact with families by SNODs (with the option to using consent to 

contact form), and sharing study information in person; and by sending out a study invitation with 

information attached to routine follow-up communication by NHSBT; by direct mailing of study 

invitation and information by NHSBT; via adverts in the media, and through snowball sampling.  

 

If an individual receives more than one letter of invitation we will include a sentence to explain that, 

if they have already made their decision whether to participate in the study or not, they can ignore 
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the letter or pass the invitation onto another family member or close friend of the deceased person, 

because NHSBT only have one contact name for each family.  For participants who would prefer to 

be interviewed in their first language (Welsh or other language) we have employed a Welsh medium 

research officer and have built in interpreter costs.  

 

Phase 3: Primary Study with qualitative 1:1 or small or focus group interviews with NHSBT 

organ donation teams covering Wales (SNODs and managers in our co-productive project) to 

contextualise potential donor family decision making, reactions and responses to the Act. 

 

SNODs and their managers will be invited by letter with accompanying study information to 

participate in 1:1 and small or focus group interviews at the end of the study to contextualise the 

findings. Interviews will be at the end of the study and last approximately 60 minutes. 

 

Inclusion criteria for ‘family’ participant recruitment 

• Any person over 16 years with mental capacity who was involved, either directly or indirectly, in a 

deceased organ donation conversation or decision in Wales after 1st December 2015. 

• Any person over 16 years with mental capacity who was involved, either directly or indirectly, in a 

deceased organ donation conversation or decision of a Welsh resident who died in a hospital in 

England after 1st December 2015 and was managed by the NHBT organ donation teams covering 

North or South Wales. 

• Any close friends of the deceased person who may want to share their perspectives on the donation 

process and outcome 

• Any NHSBT SNODs and managers covering Wales. 

 

Exclusion criteria for participant recruitment  

• Under 16 years 

• Lacking mental capacity 

• Welsh resident over 18 years who died in an English hospital not covered by participating SNODs 

Sample 

Recruitment targets, data capture targets and anticipated samples for each phase are shown in 

Figure 7. 

 

Phase 4: Comparative analysis and overarching synthesis of stages 1-3. 

 

Study data will be analysed and findings contextualised with data from NHSBT routinely collected 

audit reports and organ donor registration (opt-in or opt-out).  These reports are publicly available 
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on the NHSBT website. Anonymised reports pending publication will be obtained directly from 

NHSBT.  

 

Data Analysis 

The Framework approach for analysis of applied policy research will be used for narrative textual 

data (questionnaires and interviews).20  The Framework approach will be developed for each 

separate stream of data (questionnaires, interviews) and to accommodate the separate analysis of 

Welsh and English data, and then brought together in an overall analysis. First, the initial 5 available 

verbatim free text in questionnaires and transcripts will be read and reread and key themes and 

categories will be identified. The definitions and boundaries of each of the emerging themes for 

each type of evidence (questionnaires and transcripts) will then be discussed to see how these can 

be developed to form an a priori framework tailored for either questionnaires or transcripts in Welsh 

and English. Searching for additional themes will continue until all questionnaires and transcripts 

have been analysed and no new themes are discerned. Following analysis of Welsh language text, 

themes and relevant quotes will then be translated into English and back translated. 

 

The final themes and their dimensions for questionnaires and interviews will then be further refined 

and used as the basis of charts (or matrices), which allows for themes to be compared and 

displayed for questionnaires and interviews, and for variations and deviant cases to be highlighted 

within each dataset. These charts will be overlaid with key information to preserve the original 

context. Secondly, these charts will undergo several revisions and further refinements, in an 

iterative process moving between the charts and the themes identified from questionnaires and 

interviews, until it is possible to synthesise the key findings across the datasets in a set of overall 

themes or categories. This stage will involve what is sometimes called the translation of themes 

from one data source to another. In the process of comparing the themes, we will look for explicit 

differences in relation to a range of factors that impact on decision-making including gender, 

relationship of the person to the deceased, age, ethnicity, and whether consent for donation was 

given or not and whether registration as an organ donor was viewed positively or negatively. 

 

Anonymised record of ‘approach conversation’ 

Completed form Bs will contain some structured options (such as the Yes, No, Uncertain), which will 

be collated in SPSS version 22 and analysed using descriptive statistics.20 Narrative statements will 

be extracted and subject to thematic analysis using the Framework approach for applied policy 

analysis.21 
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Bilingual questionnaires 

Data from questionnaire C will be entered into SPSS version 22 20 and analysed using descriptive 

statistics. Open ended questions containing narrative text will be extracted in Welsh and analysed in 

English. Original and translated participant quotes to illustrate themes will be used to illustrate 

findings.21 

 

Bilingual Interviews 

With consent, interviews will be digitally recorded, transcribed verbatim and translated from Welsh 

to English.   

 

Comparative analysis and overarching synthesis  

We will use Oliver’s approach for juxtaposing evidence across phases 1-3 with publicly available 

activity reports on donor activity and donor register numbers during the 2 year course of the study.22 

This will involve juxtaposing evidence to look for patterns, explanations and disconfirming cases.  

 

Ethics and dissemination 

This protocol was approved October 2015 by NHSBT Research, Innovation and Technology 

Advisory Group (RINTAG).  The study was approved by an NHS research ethics committee (IRAS 

number 190066; Rec Reference 15/WA/0414) and the NHSBT Research and Development 

Committee (NHSBT ID: AP-15-02).   

 

The design and methods are informed by an ethical framework developed by UK-based researchers 

for undertaking research with family members who are approached about organ donation and draws 

on the experiences of researchers working with the bereaved.23-31 Independent governance will be 

provided by a steering group.  

 

A key component of the ethical nature of the study will be the professional development and training 

elements to support SNODs and research officers to conduct the study in a respectful and sensitive 

way. We will dovetail the bereavement support offered by researchers to participants with the 

bereavement services offered by intensive care units in NHS Health Boards where potential organ 

donors are cared for with their families, and information provided on bereavement support services 

shared by SNODs in NHSBT teams covering Wales. In addition, in any contact with participants we 

will share a bilingual information leaflet on CRUSE Bereavement Care Cymru, in case families 

would prefer to access free support and counselling outside of a NHS context. In appreciation of 

their support, research team members will plan a fundraising activity during the course of the study 

to make a donation to Cruse Bereavement Care Cymru. 
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Additional information concerning the specific ethical and data protection32 issues, proposed 

strategies and data sharing agreement can be found in Appendix 3.  

 

Patient and Public Involvement 

Prior to commencement of the study, contextual baseline engagement with the public has consisted 

of six discussion groups and seven face to face interviews involving fifty-two participants. This 

contextual work was undertaken by the Welsh Government.18  Each group was recruited to include a 

mix of people in terms of awareness of the NHS Organ Donor Register and included some who had 

joined the Register and/or carried a donor card. Black and Minority Ethnic people formed part of the 

sample and included Pakistani, African Caribbean, Nigerian and Chinese participants. Each group 

contained a mix of men and women and the sample was broadly stratified by age and 

socioeconomic grouping. Two groups were conducted in the Welsh language. In addition, 1006 

members of the public responded to a baseline Welsh Omnibus attitudinal survey.7  Patient and 

public involvement representatives were involved in prioritising the question and in deciding to fund 

the study. The leading charities for supporting deceased organ donor families and people with 

kidney failure requiring a transplant have helped shape the design and advised on appropriate 

methods of data collection. 

 

The Welsh Government hosted a conference in September 2015 involving those affected by 

deceased organ donation and health care professionals involved in the donation process to explore 

the implementation and implications of the Act from different perspectives and to explore how best 

to evaluate the Act and what outcomes from different perspectives are important. These 

perspectives have been incorporated into the study design. PPI will continue during the study 

through to dissemination.33-4  

 

 

Building research capacity 

A secondary aim of the study is to increase the confidence and capacity of NHSBT and PPI 

representatives to collaborate in future studies in this field.  

 

In following Prudent healthcare principles,13-14, 34 we will use a co-production approach, which 

means that the research team will work as equal partners and in collaboration with NHSBT who 

have a remit to support relevant research activity, and with a range of key professional stakeholders 

and PPI representatives to conduct the study. The co-production element is critical to the success of 

the study and will involve a strong research training and capacity building component for NHSBT 

teams and PPI representatives working in Wales. We have worked closely with policy and clinical 

leads from Welsh Government and NHSBT to ensure that the proposed co-productive methods of 
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data collection and participant recruitment are feasible, sensitive to the needs of potential donor 

families, and NHS staff, and fulfil the high ethical and data protection requirements for data sharing 

between two organisations.  

 

Three development opportunities will bring NHSBT staff and PPI representatives together.  At the 

beginning of the study we will facilitate professional development meetings with SNODs and 

managers to design the data collection tools. At the end of the first year of data collection, we will 

present initial findings at a professional development meeting with collaborating staff from NHSBT, 

clinical co-applicants, policy makers and PPI representatives to see what shared learning could be 

used to further enhance practice development and support study data collection. We will facilitate 

another meeting at the end of the study to present key findings. 

 

Expected Outcomes 

The most important outcome will be a research-informed and clearer, shared understanding of 

deceased donor consent decisions, and in particular the reasons why people continue to refuse to 

support consent in a ‘soft opt-out’ system, to feed back into further policy and practice development. 

In addition, staff in NHSBT covering Wales and PPI representatives will have developed additional 

confidence and research capacity and capability to undertake further and equally challenging 

studies. 

 

Impact and Dissemination 

The study has potential for high impact as success of this Prudent health policy is dependent on the 

people of Wales engaging with the principles of deemed consent and donor registration and 

honouring the deceased person’s donation decision. If sufficient people agree and change their 

behaviour to favour the principles of the ‘soft opt-out’, then the policy will likely realise the 

anticipated benefits for patients. If sufficient people disagree then nothing will change and the 

anticipated increased number of patients who benefit from cost-effective transplants will not be 

realised.  

 

Understanding why people do not register on the organ donor register or why family/appointed 

representatives still contest the decision to donate made by the deceased person will have an 

impact on the design of future interventions to improve organ and tissue donation rates in Wales. 

 

The main mechanism of dissemination, knowledge transfer and maximising impact is through the 

uptake of project outputs by policy makers, clinicians and the public through a co-productive 

continuous quality improvement approach in line with Prudent healthcare principles.13-14  There are 
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key elements known to affect the resources required for managing a successful co-productive 

dissemination processes and these elements are built into the project design, including: 

• motivating change: creating readiness for change and overcoming resistance; 

• creating a vision: mission, valued outcomes and conditions, midpoint goals and feedback; 

• developing political support: assessing change agent power, identifying key stakeholders, 

influencing stakeholders; 

• feeding back findings and jointly determining their meaning for various stakeholders; 

• sustaining momentum: providing resources for professional development and research capacity 

building, building support systems for change agents, developing new competencies and skills, 

reinforcing new behaviours.35  

 

Other effective elements of knowledge transfer include publication of research results in leading 

journals, and presentations at local, national and international conferences in the field. The research 

team has already demonstrated a high quality publication record, and will continue to do so, 

adopting an open access policy. We will also produce bilingual lay summaries. 
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1. Was a SNOD involved in the donation conversation?

 Yes        No 

2. Did the patient die in hospital in:

  Wales (go to Q3b)  England (go to Q3)

3. For Welsh patients that died in England what was the patient         

    registered decision on ODR?  Opt In  Opt Out 

      Appoint Representative  Not Registered   

Would the patient have fitted deemed consent criteria if they 

had died in Wales?  Yes        No 

Did the family think that deemed consent would apply? 

 Yes        No        Uncertain        Non Applicable (N/A)

Was consent obtained ?  Yes       No       N/A 

 Had the family heard or read about the Act from  
the media campaign (Radio, TV,  newspapers, postal leaflet etc)? 

 Yes        No        Uncertain     N/A

Were the family positive about the new Act? 

 Yes        No        Uncertain       N/A (go to Q.19)

3b. For Welsh patients who died in Wales, what was their registered   

    decision on the ODR?  Opt In   Opt Out    

    Appoint Representative  Not Registered   

4. If patient was under 18 was their decision recorded on ODR?

     Yes       No      Non Applicable (N/A)

5. For patients of any age, did the family know of any other    

    expressed decision?

 Yes       No      Uncertain       N/A

6. Did the family agree with the patient’s expressed donation     

    decision?  Yes        No        Uncertain       N/A

7.  Was there disagreement between one or more family members 
about the patient’s expressed decision? 

      Yes       No         Uncertain      N/A

8. Was the patient’s registered or expressed donation decision    

    supported?  Yes        No       N/A

9.  Only for patients who appointed a representative (AR). 

       Did the AR give consent?   Yes    No       

        Did the AR support new Act?   Yes    No   Uncertain 

       Were the family aware of AR?   Yes     No    Uncertain 

        Did the family agree with the decision of the AR?  

        Yes     No     Uncertain     N/A

10. Did deemed consent apply?   Yes   No  N/A

11. Did the family agree with the deemed consent of the patient? 

        Yes        No        N/A

If no, did you feel able to get the family to support the deemed 

consent?  Yes        No        N/A

12.  Was there disagreement within the family and close friends 
involved in the deemed consent conversation? 

  Yes        No        Uncertain        N/A

 If yes, did you feel able to get the group to support the deemed 

consent?  Yes        No        N/A

13. Was consent obtained?  Yes        No        N/A

14. Who consented?  family member  friend  other N/A

15.  Had the family heard or read about the Act from the media 
campaign (Radio, TV,  newspapers, postal leaflet etc)? 

        Yes        No        Uncertain   N/A

16.  Did the family have a correct understanding of the Act BEFORE 

you spoke to them?   Yes   No   Uncertain  N/A

17.  Did the family have a correct understanding of the Act AFTER 

you spoke to them?  Yes   No   Uncertain  N/A

18. Had the new Act changed the family views of organ donation? 

  Yes        No        Uncertain        N/A

If yes, were they positive about the new Act?  Yes  No 

19.  Did any person suggest that they would register their decision 
in light of your conversation? 

  Yes        No        N/A

If yes, would they:   Opt in  Opt out 

 Appoint Representative  Do nothing 

20.  Has this Act influenced your approach conversation with this 

family?   Yes        No        Uncertain   N/A

Anything else that could be helpful (e.g. Was there a pre-approach, 
a complaint or anything in this case that impacted upon you 
getting consent under the new law?)

Return by email to organdonationstudys@nhsbt.nhs.uk (for South 
Wales team) as soon as possible.

FORM B Organ Donation Study: Questionnaire for SNOD to document outcome of all approach conversations

FORM B Questionnaire SNOD: 28/01/2016                                                                                                                      Version  3                               

Record of conversation with (tick all that apply): spouse or partner  parent or child  brother or sister  grandparent 
or grandchild  niece or nephew  stepfather or stepmother  half-brother or half-sister   friend of long standing  
appointed representative  (referred to as ‘family’ hereafter)  

Age range of deceased person:   0-18        19-35       36-50        51-70       >71

What region in Wales did family members/friends come from (tick all that apply):  Isle of Anglesey    Conwy    Gwynedd  
 Denbighshire    Flintshire    Wrexham    Powys    Ceredigion    Pembrokeshire    Carmarthenshire    Swansea   

Neath Port Talbot    Bridgend    Rhondda Cynon Taff    Merthyr Tydfil    Blaenau    Torfaen    Monmouthshire 
   Caerphilly    Newport     Cardiff     Vale of Glamorgan    Outside of Wales  
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Questionnaire Families/ Appointed Representative/Close Friends  23/11/2015                                                                                       Version 2                       

 FORM C: Organ Donation: Questionnaire for Family/ Close Friends/ Appointed Representatives

Thank you for agreeing to fill out this questionnaire. Anybody involved in the donation decision can 
choose to fill out a questionnaire. The questions are quite short but feel free to add more details at the 
bottom. There is an option complete this online if you prefer: https://bangor.onlinesurveys.ac.uk/organ-

donation-project-questionnaire. There is no limit to the number of questionnaires per family. By returning 
the completed questionnaire to the research team at Bangor University, it will be assumed that you have 

given your consent for the researchers to analyse and use the data.

1. Are you: spouse or partner  parent or child   brother or sister   grandparent or  
    grandchild    niece or nephew    stepfather or stepmother   half-brother or half-
    sister    friend of long standing   Appointed Representative  
(An appointed representative is a person appointed by your loved one or close friend during their lifetime to 
convey their organ donation decision after their death.)
                                                        
2. Did your loved one or close friend pass away in a hospital in: 
    Wales    (go to Q.4) England   (go to Q.3)

3. Did you know that the changes to consenting to organ donation in Wales did not apply in 
    England? Yes  No  Uncertain  

4. On the organ donor register, did your loved one or close friend:
    Opt In   Opt Out   Appoint a Representative   Do Nothing      

5. Did you know about your loved one or close friend’s decision on the organ donor register?  
    Yes  No  Uncertain   Non Applicable  

6. Did your loved one or close friend ever discuss their donation decision with you? 
     Yes  No  Uncertain   Non Applicable  

7. Did you support your loved one or close friend’s organ donation decision after they passed     
    away?
    Yes  No  Uncertain   Non Applicable  

8. Did you feel able to support the deemed consent of your loved one or close friend when the    
     changes to consenting to organ donation in Wales were explained by a specialist nurse in   
     organ donation? 
     Yes  No  Uncertain  Non Applicable 

9. Do you consider yourself the decision maker on behalf of your loved one or friend who  
     passed away?  Yes  No  (go toQ.11)

10. As the decision maker, did the changes to consenting to organ donation in Wales help you at 
      this difficult time? 
      Yes  No  Uncertain  

Please turn over the page now
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11. Was there any form of disagreement between anybody involved in the donation discussion?   
       Yes  No  Uncertain  Non Applicable 

  If yes, did the changes to consenting to organ donation in Wales help to reach agreement? 
  Yes  No  Uncertain  Non Applicable 

12. When somebody sadly passes away and they meet very specific criteria in Wales, if they 
       have NOT registered a decision on the organ donor register or have NOT discussed their 
       organ donation decision with family and friends, it means that their consent to organ 
       donation can be deemed. 
       On a scale of 1 to 10 (1 = not at all and 10 = fully understood)

       How well would you say you understood the changes to consenting to organ donation in 
       Wales BEFORE you spoke to a specialist nurse in organ donation?
       1  2  3  4  5  6  7  8 9 10 

       How well would you say you understood the changes to consenting to organ donation in 
       Wales AFTER you spoke to a specialist nurse in organ donation? 
       1  2  3  4  5  6  7  8 9 10 

13. Had you heard or read about the changes to consenting to organ donation in Wales from 
       the media campaign (Radio, TV, newspapers, postal leaflet etc.)?
       Yes  No  Uncertain  

14. Have the changes to consenting to organ donation encouraged you to register your 
       decision on the organ donation register? 
       Yes  No  Uncertain  Non Applicable 

_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
___________________________________________________________________________

Thank you kindly for your responses at this difficult time. If you would like to share your 
stories with us in more detail,  please fill out Form D (consent to be contacted for interview)  
and return with this questionnaire in the pre-paid envelope. We look forward to hearing 
from you.

Other comments Please tell us anything else that you think is important.
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Appendix 3.  Ethical issues and strategies 
 

Undertaking research with vulnerable participants: Grieving families, close friends and 

appointed representatives are vulnerable and considered to be most affected by the Act. It 

appears appropriate, with the right support and safeguards in place, to provide an 

opportunity for them to participate in a study to elicit their perspectives. Our patient 

representatives have written a letter of support indicating that families will want the option to 

be able to talk to someone outside of the NHSBT Team, to share their positive or negative 

views about how their role has changed under the new Act and whether they agreed with the 

decision of the deceased person or not.  

 

Although they have been recently bereaved, potential donor families, close friends and 

appointed representatives may want an opportunity and may benefit from expressing their 

views, which in turn may inform development of practice in a continuous improvement cycle. 

To ensure that an appropriate approach is made to potential participants at an appropriate 

time, we will ask the Specialist Nurses in Organ Donation (SNODs) to use their judgement 

as to the most appropriate time to share information on the study. SNODs will have spent a 

lot of time with the people involved in the donation conversation and can use their 

professional judgement to select from a range of methods to recruit participants that are 

individually tailored for each situation, including: via direct contact with families by SNODs; 

by sending study invitation and information attached to routine follow up communication by 

SNODs; by direct mailing of study invitation and information by NHS Blood and Transplant. 

In addition we will place three adverts in the national media at staged intervals and recruit 

through snowball sampling. If a family member, close friend or appointed representative 

knows of another person involved in the organ donation process who may want to be 

interviewed, we will ask them to share a letter of invitation and study information with them 

and ask the person to contact us directly. 

 

We will follow the sensitive ethical framework2 and practical strategies shown in Table 1. 

Participants who return self complete anonymised questionnaires and who wish to 

themselves remain anonymous will be made aware that returning a completed questionnaire 

to the research team will constitute consent to use the data. For all other research 

procedures such as interviews informed written consent will be required. All participants will 

be over 16 years with mental capacity to consent. Participants can choose to be interviewed 

at any point that is appropriate and convenient for them after their bereavement up until the 

end point of data collection. If an individual receives more than one letter of invitation we will 

include a sentence to explain that, if they have already made their decision whether to 

participate in the study or not, to ignore the letter or to pass the invitation on to another 

family member or close friend of the deceased person, because NHSBT only have one 

contact name for each case. Researchers will follow a ‘Distress Protocol’ (see below) when 

conducting interviews and if participants become unduly distressed they will use the three 

step approach in the protocol to safeguard the wellbeing of participants.  

 

CRUSE Bereavement Care Cymru aim to reach out and support all bereaved people in 

Wales. We will share their client information with participants and the contact numbers for 

CRUSE bereavement care and support. If the research officer has any serious concerns 
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about the safety of any participant in the study, they will follow the standard protocol of 

NHSBT for Safeguarding Vulnerable People. 

 

Anonymity of Professionals: Interviews with professionals will be conducted at a venue of 

their choice, and they will be assigned a code. Where there is only one role in the 

organisation care will be taken not to identify participants by using their quotes without 

permission. Participants will be offered a choice of 1:1 or small group or focus group 

interviews if they do not wish their experiences to be shared with colleagues. 

 

Support for researchers undertaking sensitive interviews: The research team is large (5 

core members) to provide a mutually supportive context and debriefing will be offered after 

interviews. Researchers have been recruited with skills and experience of undertaking 

interviews on sensitive topics with vulnerable people. The research team is also working in 

partnership with NHSBT teams who provide an additional supportive environment and peer 

to peer support and mentorship concerning sensitive issues, should research team members 

need it. We have built in three joint professional development opportunities for support, 

shared learning and reflection. Researchers can also contact CRUSE bereavement care for 

additional confidential and independent support. 

 

Good clinical practice. Core research team members have undertaken Good Clinical 

Practice in research training and those who will have contact with family members have 

been subject to screening under the Disclosure and Barring Service. 

  

Data Protection and Data Sharing Agreement 

 

The research requires anonymised data to be collected and shared between NHSBT and 

Bangor University. Bangor University has entered into a standard data sharing agreement 

with NHSBT. Data collected directly by the research team will be recorded on encrypted 

digital recorders, regularly downloaded, assigned a unique code and transcribed, 

anonymised and stored securely on password protected university servers and laptops. Data 

on digital recorders will then be deleted. Any paper based patient identifiable information will 

be stored under lock in a secure place with access controlled by the research team.  

 

The following process has been previously adopted in other studies to share non-patient 

identifiable information. The process is designed to enable the research team at Bangor 

University to have access to anonymised information recorded by SNODs that sheds light on 

decision-making by families/appointed representative(s) (especially when they say no to 

organ donation). Patient and Public representatives from partner non-government 

organisations who support bereaved families have been consulted and support this 

approach.  The structured communication process used by SNODs during the donation 

request stage will be amended for introduction of the new Act and documented in NHSBT 

Standard Operating Procedures and Management Process Descriptions. The ‘approach’ 

conversation is highly structured and follows a ladder of issues for families to think about, 

consider and discuss. The SNOD is trained to explore and clarify any issues or questions 

that are raised and to facilitate and listen to reasons and concerns when considering giving 

or declining consent to donation. To capture this information in a structured and anonymised 

way that falls outside of the Data Protection Act, we have agreed a plan with the two NHSBT 

donor teams covering Wales, to jointly develop a standard proforma for SNODs to record 
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key anonymised information from the ‘approach’ conversation for research purposes as soon 

as practical after it has concluded and once they have disengaged from the family. The 

anonymised information recorded on the proforma will be returned electronically to the 

researchers in batches so that it is not possible to link any single proforma with any specific 

death. We will also be respectful of professional anonymity and the proformas will be 

designed in such a way that the identity of the hospital or person who completed it will not be 

known to researchers. 

 

Table 1. Study framework for ethical decision-making.
2
  

 
 

Ethical 
considerations 

Practical strategies 

  

Participant identification and recruitment 
 

Access, 
confidentiality 
Regard 

Formally obtain the support of a key person to undertake the role of identifying potential 
participants and disseminating pre-prepared recruitment packs on behalf of the research 
team. 
Recruit potential participants in a serial manner, for example, send out a maximum of five 
recruitment packs at any one time so that participants are not kept waiting for long periods 
before the research interview. 

Respect, 
relevance 
 

Consider participant inclusion criteria of bereaved no less than 3 months and no more than 
12 months at the time of recruitment to the study. * We will ask Specialist Nurses in Organ 
Donation to share study information at the time of bereavement and will offer the option of 
a self-complete questionnaire that involves no face to face contact with researchers and an 
interview at a time when the participant feels that it is appropriate for them. We have built 
in a 3 month time lag to collect data after the last participant has been contacted.  

Compassion Include a covering letter that introduces the study in a personalised way by taking 
familiarity into consideration. 

Informed choice Provide clear written and web-based information about the researchers and the study. 
Include an invitation to contact the researcher.  
Demonstrate timely responsiveness to any potential questions or queries. 

Non-coercion  Provide a minimum of 10 days for participants to decide about joining the study. 

 
The research interview 

 

Choice, respect Agree a convenient date, time and venue for the research interview. Avoid dates that 
coincide with any significant family events or anniversaries. 

Safety  Implement a study site policy for researchers working alone in advance of the interview 
encounter. 

Safety, support  Competent researcher with experience of conducting sensitive research interviews and 
supporting the bereaved. 

Choice, privacy  Provide the option of an interview face to face or remotely, for example, via telephone. 

Informed 
consent 
 

Provide an overview of the study and present opportunity for participants to ask questions. 
Explain how the interview will proceed. Obtain written agreement to audio-record the 
interview and to use anonymous quotes in any presentation of the research. Provide 
participants with a copy of the signed consent form to keep. 

Support  
 

Discuss and agree avenues of post-interview support prior to the interview commencing  
Observe/listen for signs of distress during the interview.  
Discuss the option of pausing the 
recording or stopping the interview. Plan a natural break for refreshments. 

Confidentiality, 
anonymity 

Ensure audio-recordings and transcripts are securely stored and electronic data are 
password 
protected. Assign a study code at the point of transcription. 

 
Post-interview follow-up care 
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Support Arrange a convenient time to telephone the participant (normally in 24–48 h) to check on 
any issues the interview may have raised and to answer any questions.  
Compile information about local support organisations. Offer this to participants if they 
consider it helpful and/or direct them to appropriate professionals to discuss any issues of 
concern. 
Establish if participants wish their general practitioner (GP) to be informed about their 
participation in the study and obtain written consent to proceed. Provide GP with 
information about the study at the time of notification. 

Appreciation Send participants a personal thank-you letter and offer an executive summary of the 
research findings. 

Involvement Provide participants with an opportunity to evaluate their experience of participating in 
bereavement research. 

Researcher 
Support  

Determine support for the researcher from an individual with whom they feel comfortable 
and who is suitably qualified to provide support. Plan a debriefing session after each 
interview encounter. Utilise reflexive notes to guide the discussion. 

 

 

 

 

Distress Protocol 
 

 

During instances of bereaved participants becoming distressed 

during the interview process, the subsequent protocol will be 

followed. 

 

Identifying Distress 

 

The interviewer will be mindful of signs of distress in the 

participants throughout the interviews. Signs of distress to 

look out for will include: 

 

• Exhibition of behaviours that indicate that the discussion has 

become too upsetting for them, including crying and an inability to 

continue for example. 

• The participant verbally communicating that they are 

experiencing distress during the interview. 

 

Response Stage 1 
 

• The interview will be stopped. 

• The participant will be offered a break, have a drink of water/ tea 

etc. 
• The participant will then be asked if they would like to 
continue the interview or if they would prefer to discontinue. 
Should they wish to go on, the interview will resume. 
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Response Stage 2 
 

If the participant elects to discontinue the interview,  

• The interview will not continue.  

• The interviewer will signpost where support can be obtained such 

as from the SNOD or the bereavement support service at the 

hospital where their relative/friend died, or from their GP.  

• The participants will also be reminded again of the contact details 

for Cruse Bereavement Care,’ an organisation which provides 

support for bereaved people.  

Response Stage 3 
 

• At a later date, the interviewer will follow up with the participant 

with a courtesy call (with the participant’s consent).   If the 

participant feels strongly that they would still like to have their 

views and experiences heard – the interviewer will go through 

options (wait a while before rearranging, explore other methods 

rather than face to face etc.  
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Abstract 

Introduction 

The Human Transplantation (Wales) Act 2013 (the Act) introduced a ‘soft opt-out’ system of organ 

donation on 1/12/15. Citizens are encouraged to make their organ donation decision known during 

their lifetime. In order to work, the Act and media campaign need to create a context whereby organ 

donation becomes the norm, and create a mechanism for people to behave as intended (formally 

register their decision; consider appointing a representative; convey their donation decision to their 

families and friends, or do nothing – deemed consent). In addition, family members/appointed 

representatives need to be able to put their own views aside to support the decision of their loved 

one.  The aim of this study is to evaluate initial implementation, outcomes, and impact on families 

and appointed representatives who were approached about organ donation during the first 18 

months.   

 

Methods and analysis  

Prospective mixed-method co-productive study undertaken with National Health Service Blood and 

Transplant (NHSBT), and multiple patient/public representatives. The study is designed to collect 
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information on all cases who meet specified criteria (≥18 yrs, deceased person voluntarily resident 

in Wales and died in Wales or England) whose family were approached between 1/12/15-31/6/17).   

Data for analysis includes:  NHSBT routinely collected anonymised audit data on all cases; 

Specialist Nurse in Organ Donation (SNOD) completed anonymised form for all cases documenting 

their perception of the families’ understanding of the Act, media campaign, and outcome of the 

donation approach; Questionnaires and depth interviews with any family member or appointed 

representative (minimum 50 cases).  Additional focus groups and interviews with SNODs. 

Anonymised donation outcomes and registration activity reports for Wales provide additional 

context.   

  

Ethics and dissemination 

Approved by NHSBT Research, Innovation and Technology Advisory Group (RINTAG) on 23/10/15; 

Wales Research Ethics Committee 5 (IRAS190066; Rec Reference 15/WA/0414) on 25/11/2015, 

and NHSBT R&D Committee (NHSBT ID: AP-15-02) on 24/11/2015.   

 

Registration 

The protocol is registered on the Health and Care Research Wales Clinical Research Portfolio. 

Study ID number 34396, www.ukctg.nihr.ac.uk 

 

Key Words: Law, Organ Donation, Implementation, Mixed-method evaluation, Deemed Consent, 

Wales  

 

 

Strengths and limitations of this study 

 

• The study is a large scale prospective mixed-method evaluation of the immediate impact of 

the Act using multiple data sources. 

• Previous studies have struggled to recruit family members involved in an organ donation 

approach.   

• The success of this study is dependent on the multiple recruitment strategies and the 

engagement of NHS Blood and Transplant staff who will primarily recruit participants 

• NHS Blood and Transplant is an equal partner in this co-productive study. 

• Many Patient and Public representatives and organisations are supporting the study. 

• CRUSE Bereavement Care Cymru is supplying bereavement support information for 

bereaved families who participate in the study. 
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Family attitudes, actions, decisions and experiences following implementation of deemed 

consent and the Human Transplantation (Wales) Act 2013: Mixed-method study protocol 

 

INTRODUCTION  

 

 

The Human Transplantation (Wales) Act 2013 introduced a ‘soft opt-out’ system of organ donation.1 

In an ‘opt-out’ system presumed consent means that unless the deceased person has expressed a 

wish in life not to be an organ donor then consent will be assumed (or deemed in Wales).  There are 

two types of ‘opt-out’ system:  a ‘hard opt-out’ where the family are not consulted or a ‘soft opt-out’ 

where the family are consulted.2
  

 

The purpose of the Act is to make it easier for people to donate their organs to benefit patients. The 

Act is central to the Wales Action Plan3, which sets out a programme of continuous improvement on 

all aspects of organ donation and transplantation to deliver the NHS Blood and Transplant (NHSBT) 

strategy ‘Taking Organ Transplantation to 2020’.4 NHSBT is a Special Health Authority in England 

and Wales (accountable to the Department of Health) that is responsible for promoting tissue and 

organ donation to the public and managing organ donation and transplantation. The overall target of 

the strategy is to increase United Kingdom (UK) consent rates to 80% by 2020. Under the former 

‘opt-in’ system, in 2012/13, 2013/14 and 2014/15 only 50.3%, 53.6% and 48.5% of families 

consented to deceased donation in Wales.5 In contrast the consent rate in Spain, which operates an 

‘opt-out’ system in which all citizens are automatically registered for organ donation unless they 

choose to state otherwise, ranged between 80-85%.4,6.   

 

Wales has a devolved parliamentary legislature within the United Kingdom and a population of just 

over three million people. Responsibility for healthcare legislation is devolved to the Welsh 

Government.   The Human Transplantation (Wales) Act 2013 constitutes one of the biggest changes 

to the partnership and social contract between the Welsh Government and the people of Wales. The 

Act is however controversial and not everyone consulted agreed with the ‘soft opt-out’ system and 

its principle of deemed consent.7-8     

 

Potential donor families are considered to be most affected by the Act as, unlike the old ‘opt-in’ 

system, their role in the ‘soft opt-out’ system remains essential but changed by deemed consent.9 

Under the previous ‘opt-in’ system, which came under the Human Tissue Act 200410, if the 

individual’s consent had not been indicated by the deceased person or a nominated representative, 

consent was sought from the person who was in a ‘qualifying relationship' with the deceased person 
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immediately before their death (usually a family member). If the decision regarding donation was 

unknown then families were less likely to give consent.9,11 If those close to the deceased person 

objected to organ donation, for whatever purpose, when the deceased person (or their nominated 

representative) had explicitly consented, they did not have the legal right to revoke the consent, 

however the existence of appropriate, valid consent permitted donation to proceed, but did not 

mandate that it must. The final decision about whether to proceed rested with the medical team 

when family members did not support donation.  

 

 

 

How the intervention is intended to work 

In a research context the Act and implementation strategy is conceptualised as a complex 

behaviour change intervention.12   The Act changes the principles of consent to deceased organ 

donation from one of 'opt-in’ to a ‘soft opt-out’ for adults who are 18 years or over; voluntarily 

resident for 12 months or more in Wales; who have not made an express decision regarding organ 

donation; and is competent to understand the notion of deemed consent. The individual must also 

die in Wales for the Act to apply.  

 

NHSBT employ teams of Specialist Nurses in Organ Donation (SNODs) who work across regions to 

support the organ donation process.13 The choices individuals now have in either expressing their 

organ donation decision or choosing to do nothing and having their consent deemed (criteria apply) 

have impacted on the approach to the family by the SNODs. Once the SNODs have ascertained 

that the individual has not recorded their organ donation decision on the Organ Donor Register 

(ODR) and has not appointed a representative to make the decision on their behalf, the 

conversation with the family is presumptive in favour of organ donation, informing them if applicable 

their relatives’ consent will be deemed to have been given. During the conversation the family are 

able to inform the SNODs that their relative did not want to be an organ donor. In this circumstance 

the family are required to produce clear evidence that the person did not want to be an organ donor.  

The Act is permissive in the sense that it allows for consent to be deemed in certain circumstances, 

however it does not mandate that organ donation goes ahead in such cases. If an individual has 

registered a decision or informed someone that they did not want to donate organs prior to their 

death, their decision will be respected unless the family is able to produce clear evidence that the 

individual had changed their mind.  
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Intended behaviour change  

The success of the Act depends on behaviour change (public and professional) to work as intended. 

The theory is that the neutral media campaigns supporting implementation will facilitate five 

behaviours:  

(1) People will register to ‘opt-in’ on the organ donor register and appoint a patient representative,  

(2) or they register to ‘opt-out’; 

(3) People will discuss their donation decision with families and friends;  

(4) People can do nothing and it will be assumed that they do not object to organ donation (deemed 

consent) 

(5) in making the donation decision, families will put aside their own views on donation and respect 

the decision of the deceased person. 

 

Overall this complex intervention addresses four components of behaviour change as outlined in the 

Nuffield Council of Bioethics ladder of intervention (Figure 1).14 The Act and implementation strategy 

were designed to change the default position so that organ donation became the norm.  The 

Government-led media campaign was however presented in a neutral way to provide people with 

information to make an informed choice. Nudge theory was also used to underpin behaviour change 

– such as exposing the population of Wales to a series of ‘nudge alerts’ via email, Royal Mail, and 

the media to do specific things such as making their organ donation decision known and ‘opting in’ 

or ‘out’ on the organ donation register.14 The media did however generally present organ donation 

as having positive benefits (eg: giving the gift of life).   

 

In addition to the public media campaign, there was an accompanying implementation strategy for 

NHS and NHSBT staff, which required amending clinical protocols and procedures and retraining 

large numbers of staff and all SNODs covering Wales. The multiple elements of this complex 

intervention are shown visually in Figures 2,3,4.  
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Modifications to the approach conversation under the Act. 

The SNOD facilitates an approach conversation with the family at the point indicated in Figure 5.  

After the 1st December 2015, for deceased people who have not registered to ‘opt-out’ on the ODR, 

the approach to families will be a presumptive conversation in favour of organ donation.  The 

sequence of obtaining consent for deceased organ donation when the patient has not recorded their 

decision on the ODR is shown in Figure 6. Irrespective of whether the deceased person is 

registered on the ODR or not - the assumption is that family members will put aside their own beliefs 

if different to the deceased person and support the express decision to donate or by choosing not to 

register a decision by any means support their relative’s deemed consent.    

 

 

 

Prudent healthcare principles 

The Act is conceived as a Prudent healthcare policy. Any Prudent health service or intervention is 

based on the following 4 principles:15-16  

• Achieve health and wellbeing with the public, patients and professionals as equal partners through 

co-production.  Patient and public contribution is essential to create a patient-centred system for 

both potential donors and transplant recipients.15-16 The soft opt-out system has been developed in 

close consultation with the people of Wales.17-20 

• Care for those with the greatest health need first, making the most effective use of all skills and 

resources. The principles underpinning organ transplantation decisions are founded on caring for 

those with the greatest health need first, irrespective of ability to pay. There is good evidence that all 

transplants are cost-effective. For example, the cost benefit of kidney transplantation compared to 

dialysis over a period of ten years (the median transplant survival time) is £241,000 or £24,100 per 

year for each year that the patient has a functioning transplanted kidney.21 Although the Act covers 

all organs and tissues from which patients may benefit from cost-effective transplants; the case for 

economic renewal and regeneration is best made in Wales by increasing the number of kidney 

transplants. Kidney transplants are highly cost-effective particularly in relation to NHS spend, and is 

the treatment of choice for many patients with end-stage renal failure. Recipients can often engage 

more productively in the economy once they no longer need dialysis.  

• Do only what is needed, no more, no less; and do no harm. The ‘soft opt-out’ is designed to make it 

easier for the people of Wales to become organ donors. Transplantation is designed to offer 

patients more options for their treatment with increased benefits that outweigh the risks. 
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• Reduce inappropriate variation using evidence based practices consistently and transparently. 

Attitudes to organ donation vary across Wales and across social gradients and cultures.20 The 

purpose of the neutral media campaign is to reduce this variation by providing the public with high 

quality accessible information. 

 

 

Rationale for the study  

There is evidence from a UK context describing the multiple converging factors that appear to 

influence donation decisions under the ‘opt-in’ system, such as knowledge of the deceased’s wishes 

and the view of families that the deceased person had suffered enough.15-20 We want to specifically 

explore the perspectives of organ donor registration and deemed consent with families and close 

friends who were involved in an organ donation decision.  

 

This study is designed to address a critical gap in understanding by exploring if the Act has changed 

the views and decisions of families. The research is needed to understand donor family responses, 

which could have an immediate impact on the design of future interventions to change behaviours. 

Understanding how and why people in reality respond to the ‘soft opt-out’ will be vital to 

contextualising the impact of this Prudent health policy in achieving its aims. We want to explore 

what happened and ascertain the perspectives and decisions made by individuals who were 

involved in an organ donation decision, and to explore whether the donation decision reflected the 

patient or family view.   There is also a potential benefit to participants as the study provides a 

confidential independent opportunity to talk about their views and experiences, which in turn can be 

used to benefit future donor families and patients.  

 

Findings will fill a critical gap in knowledge to supplement the Welsh Government impact evaluation 

and shed light on the mechanisms that prevent or enhance organ and tissue donation under the 

new ‘soft opt-out’ system. Undertaking research to better understand these mechanisms and how 

they work will be vital for policy makers, healthcare professionals working in NHSBT and the NHS in 

general. It will inform continuous service improvement to realise the intended outcomes of this very 

complex intervention (the Act, media-based behaviour change interventions, retraining of NHS and 

NHSBT staff, and the interventions of NHS and NHSBT teams when requesting consent).   
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Aim 

The aim of the study is to explore the impact of the Act on consent for deceased organ and tissue 

donation in the new ‘soft opt-out’ system.  A secondary aim is to further build research capacity in 

NHSBT and Patient and Public Involvement (PPI) representatives in Wales.  

 

 Research questions 

1. What impact and changes has the Act and media campaign had on the views and decisions 

of families of potential organ donors in Wales? 

2. What were the views of the deceased person and how did families take account of the 

deceased person’s view in the decision-making process? 

3.       What are the views of families of the deceased person on the shift in relationship with the 

Government and healthcare services; organ donor registration; deemed consent; express patient 

decision and role of appointed representatives; and the changed role of families in decision-making 

in a ‘soft opt-out’ system? 

 

Objectives 

1. To ascertain a broad overview of anonymised family views, actions and outcomes from organ 

donation conversations in Wales for an 18 month period following implementation of the Act. 

2. To explore in greater depth the perspectives and experiences of families who were involved in a 

donation conversation.  

3. To explore the perspectives of SNODs and their managers covering Wales to contextualise 

potential donor family views, experiences and decisions. 

4. To contextualise findings with Welsh Government survey data and contemporaneous and 

pervious NHSBT activity reports on organ donor registration and organ donation in Wales. 

5. To further develop research capacity and capability in NHSBT and patient and public 

representatives in Wales. 

 

METHODS AND ANALYSIS  

 

We consulted widely and extensively with multiple key stakeholders to design an ethically defensible 

and sensitive study that respects the vulnerability and confidentiality of bereaved potential donor 

families and the dignity of the deceased family member. The four phase design (Figure 7) combines 

use of routinely collected donor audit activity and  national attitudinal surveys as context to a primary 

study using shared anonymised and routinely collected NHSBT information on decision-making 

processes and outcomes of the donation consent process, and interviews with Welsh potential 

deceased donor families/appointed representatives/close friends and organ donation professionals 
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covering Wales (See Supplemental File Appendix 1 for a summary of all data sources contributing 

to the analysis).  Recruitment and data capture targets for each phase are shown in Figure 7. 

 

 

Phase 1 – Primary study to gain a high level understanding of the impact on donor family 

responses (accepting the patient’s decision, or consenting to, or not consenting to donation) 

for 18 months from 1st December 2015.    

 

SNODs will complete an anonymised electronic 1 page form [Supplemental File Appendix.2: Form 

B] for every approach conversation that will be filled out as soon as possible after they have 

disengaged from speaking with the potential donor family. No participant or patient identifiable 

information will be recorded. SNODs will complete the form (electronic or paper) using information 

gathered from their routine conversations with potential donor families.  

 

Phase 2:  Primary study with potential deceased donor families/appointed representatives 

and close friends to ascertain a deeper understanding of their thoughts, experiences and 

responses to the Act and their decision-making.  

 

Family members/appointed representatives and close friends, directly or indirectly involved in the 

donation process, will be invited to self-complete an anonymised questionnaire [Supplemental File 

Appendix 3: Form C] that requires no contact with the research team. There is no restriction on the 

number of questionnaires per family and the questionnaire will take around 20 minutes to complete. 

Accompanying the questionnaire will be an invitation to participate in an interview to discuss their 

views and experiences in greater depth and a contact form to send back to the independent 

research team to arrange a mutually convenient interview (Supplemental File Appendix 4: Family 

interview schedule). For those wanting also to participate in an interview, several options will be 

offered that best suit the individual, such as face to face, telephone or via social media. Mindful that 

participants have been bereaved, they can select the time that is right for them to be interviewed up 

until the end of the period of data collection.   

 

Recruitment of family/close friend/appointed representative  

We will use a range of methods that are sensitive and individually tailored to recruit participants 

involved in a minimum of 50 potential organ donation cases, with maximum variation to cover all 

donation pathways and outcomes.  SNODs will use their discretion and knowledge of the family to 

select the most appropriate options and times to share information about the study with 

families/appointed representatives. Recruitment options include via direct contact with families by 

SNODs (with the option to using consent to contact form), and sharing study information in person; 

Page 10 of 47

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 23, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-017287 on 12 O

ctober 2017. D
ow

nloaded from
 

http://bmjopen.bmj.com/


For peer review
 only

11 
 

and by sending out a study invitation with information attached to routine follow-up communication 

by NHSBT; by direct mailing of study invitation and information by NHSBT; via adverts in the media, 

and through snowball sampling.  

 

If an individual receives more than one letter of invitation we will include a sentence to explain that, 

if they have already made their decision whether to participate in the study or not, they can ignore 

the letter or pass the invitation onto another family member or close friend of the deceased person, 

because NHSBT only have one contact name for each family.  For participants who would prefer to 

be interviewed in their first language (Welsh or other language) we have employed a Welsh medium 

research officer and have built in interpreter costs.  

 

Inclusion criteria for ‘family’ participant recruitment 

• Any person over 16 years with mental capacity who was involved, either directly or indirectly, in a 

deceased organ donation conversation or decision in Wales after 1st December 2015. 

• Any person over 16 years with mental capacity who was involved, either directly or indirectly, in a 

deceased organ donation conversation or decision of a Welsh resident who died in a hospital in 

England after 1st December 2015 and was managed by the NHSBT organ donation teams covering 

North or South Wales. 

• Any close friends of the deceased person who may want to share their perspectives on the donation 

process and outcome 

• Any NHSBT SNODs and managers covering Wales. 

 

Exclusion criteria for ‘family’ participant recruitment  

• Under 16 years 

• Lacking mental capacity 

• Potential donor was a Welsh resident over 18 years who died in an English hospital not covered by 

participating SNODs 
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Phase 3: Primary Study with qualitative 1:1 or small or focus group interviews with NHSBT 

organ donation teams covering Wales (SNODs and managers in our co-productive project) to 

contextualise potential donor family decision making, reactions and responses to the Act. 

 

SNODs and their managers will be invited by letter with accompanying study information to 

participate in 1:1 and small or focus group interviews at the end of the study to contextualise the 

findings. Interviews will be at the end of the study and last approximately 60 minutes. 

 

 

Phase 4: Comparative analysis and overarching synthesis of stages 1-3. 

 

Study data will be analysed and findings contextualised with descriptive numerical data and 

additional nattative data shared by NHSBT and Welsh Government (See Supplemental File 

Appendix 1 for a summary of data sources). 

 

Data Analysis 

 

Narrative textual data 

With consent, interviews will be digitally recorded and transcribed verbatim in the original language. 

The Framework approach for analysis of applied policy research will be used for all narrative textual 

data from questionnaires, focus groups and interviews).22 .  We will use NVivo software version 1123 

to facilitate the Framework analysis.22
  First, the initial 5 available verbatim free text in 

questionnaires and interview transcripts will be read and reread and key themes and categories will 

be identified. The definitions and boundaries of each of the emerging themes for each type of 

evidence from questionnaires, focus group and interviews will then be discussed to see how these 

can be developed to form an a priori framework tailored for either questionnaires or transcripts in 

Welsh and English. Searching for additional themes will continue until all text from questionnaires 

and interview transcripts have been analysed and no new themes are discerned. Following analysis 

of Welsh language text, themes and relevant quotes will then be translated into English and back 

translated. 

 

The final themes and their dimensions for text from questionnaires and interviews will then be 

further refined and used as the basis of charts (or matrices), which allows for themes to be 

compared and displayed for questionnaires and interviews, and for variations and deviant cases to 

be highlighted within each dataset. These charts will be overlaid with key information to preserve the 

original context. Secondly, these charts will undergo several revisions and further refinements, in an 

iterative process moving between the charts and the themes identified from questionnaires and 
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interviews, until it is possible to synthesise the key findings across the datasets in a set of overall 

themes or categories. This stage will involve what is sometimes called the translation of themes 

from one data source to another. In the process of comparing the themes, we will look for explicit 

differences in relation to a range of factors that impact on decision-making including gender, 

relationship of the person to the deceased, age, ethnicity, and whether consent for donation was 

given or not and whether registration as an organ donor was viewed positively or negatively. 

 

 

 

Categorical questionnaire data 

Completed form B and Cs will contain structured categorical options (such as the Yes, No, 

Uncertain), which will be collated in SPSS version 22 and analysed using descriptive statistics.24  

Results will be displayed as numbers and percentages.  

 

 

Comparative analysis and overarching synthesis  

We will use Oliver’s synthesis framework for juxtaposing evidence across phases 1-3 with Welsh 

Government omnibus surveys and contemporaneous and previous NHSBT activity reports listed in 

Supplemental File Appendix 1.25     We will organise data by donation decision (opt in opt out on 

organ donation register; expressed decision, deemed consent) mapped against whether families 

supported the donation decision and why.  We will layer the descriptive numerical and narrative 

findings onto the framework to synthesize findings across the different types of evidence, working 

within each of the spheres of influence (the patient decision, family, NHSBT, NHS and clinical care, 

the law, the media campaign, previous comparative data etc).  Juxtaposing different numerical, 

narrative and temporal evidence in this way on the same phenomenon of interest will enable us to 

look for patterns, explanations, mechanisms and disconfirming cases.    

 

As there is not a specific reporting guideline for mixed-method studies, we will draw on new 

guidance for reporting mixed-method syntheses26 and the Consolidated Criteria for Reporting 

Qualitative Research (COREQ) guidelines.27  

 

Ethics and dissemination 

This protocol was approved on 23/10/15 by NHSBT Research, Innovation and Technology Advisory 

Group (RINTAG).  The study was approved by the Wales Research Ethics Committee 5 NHS 

research ethics committee (IRAS number 190066; Rec Reference 15/WA/0414 on 25/11/2015) and 

the NHSBT Research and Development Committee (NHSBT ID: AP-15-02 on 24/11/2015).   
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The design and methods are informed by an ethical framework developed by UK-based researchers 

for undertaking research with family members who are approached about organ donation and draws 

on the experiences of researchers working with the bereaved.28-36 Independent governance will be 

provided by a steering group.  

 

A key component of the ethical nature of the study will be the professional development and training 

elements to support SNODs and research officers to conduct the study in a respectful and sensitive 

way. We will dovetail the bereavement support offered by researchers to participants with the 

bereavement services offered by intensive care units in NHS Health Boards where potential organ 

donors are cared for with their families, and information provided on bereavement support services 

shared by SNODs in NHSBT teams covering Wales. In addition, in any contact with participants we 

will share a bilingual information leaflet on CRUSE Bereavement Care Cymru, in case families 

would prefer to access free support and counselling outside of a NHS context. In appreciation of 

their support, research team members will plan a fundraising activity during the study to make a 

donation to Cruse Bereavement Care Cymru. 

 

Additional information concerning the specific ethical and data protection37 issues, proposed 

strategies and data sharing agreement can be found in Supplemental File Appendix 5.  

 

Patient and Public Involvement 

Prior to commencement of the study, contextual baseline engagement with the public has consisted 

of six discussion groups and seven face to face interviews involving fifty-two participants. This 

contextual work was undertaken by the Welsh Government.19  Each group was recruited to include a 

mix of people in terms of awareness of the NHS Organ Donor Register and included some who had 

joined the Register and/or carried a donor card. Black and Minority Ethnic people formed part of the 

sample and included Pakistani, African Caribbean, Nigerian and Chinese participants. Each group 

contained a mix of men and women and the sample was broadly stratified by age and 

socioeconomic grouping. Two groups were conducted in the Welsh language. In addition, 1006 

members of the public responded to a baseline Welsh Omnibus attitudinal survey.8  Patient and 

public involvement representatives were involved in prioritising the question and in deciding to fund 

the study. The leading charities for supporting deceased organ donor families and people with 

kidney failure requiring a transplant have helped shape the design and advised on appropriate 

methods of data collection. 

 

The Welsh Government hosted a conference in September 2015 involving those affected by 

deceased organ donation and health care professionals involved in the donation process to explore 

the implementation and implications of the Act from different perspectives and to explore how best 
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to evaluate the Act and what outcomes from different perspectives are important. These 

perspectives have been incorporated into the study design. PPI will continue during the study 

through to dissemination.38-9  

 

 

Building research capacity 

A secondary aim of the study is to increase the confidence and capacity of NHSBT and PPI 

representatives to collaborate in future studies in this field.  

 

In following Prudent healthcare principles,15-6, 39 we will use a co-production approach, which means 

that the research team will work as equal partners and in collaboration with NHSBT who have a 

remit to support relevant research activity, and with a range of key professional stakeholders and 

PPI representatives to conduct the study. The co-production element is critical to the success of the 

study and will involve a strong research training and capacity building component for NHSBT teams 

and PPI representatives working in Wales. We have worked closely with policy and clinical leads 

from Welsh Government and NHSBT to ensure that the proposed co-productive methods of data 

collection and participant recruitment are feasible, sensitive to the needs of potential donor families, 

and NHS staff, and fulfil the high ethical and data protection requirements for data sharing between 

two organisations.  

 

Three development opportunities will bring NHSBT staff and PPI representatives together.  At the 

beginning of the study we will facilitate professional development meetings with SNODs and 

managers to design the data collection tools. At the end of the first year of data collection, we will 

present initial findings at a professional development meeting with collaborating staff from NHSBT, 

clinical co-applicants, policy makers and PPI representatives to see what shared learning could be 

used to further enhance practice development and support study data collection. We will facilitate 

another meeting at the end of the study to present key findings. 

 

Expected Outcomes 

The most important outcome will be a research-informed and clearer, shared understanding of 

deceased donor consent decisions, and in particular the reasons why people continue to refuse to 

support consent in a ‘soft opt-out’ system, to feed back into further policy and practice development. 

In addition, staff in NHSBT covering Wales and PPI representatives will have developed additional 

confidence and research capacity and capability to undertake further and equally challenging 

studies. 
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Impact and Dissemination 

The study has potential for high impact as success of this Prudent health policy is dependent on the 

people of Wales engaging with the principles of deemed consent and donor registration and 

honouring the deceased person’s donation decision. If sufficient people agree and change their 

behaviour to favour the principles of the ‘soft opt-out’, then the policy will likely realise the 

anticipated benefits for patients. If sufficient people disagree then nothing will change and the 

anticipated increased number of patients who benefit from cost-effective transplants will not be 

realised.  

 

Understanding why people do not register on the organ donor register or why family/appointed 

representatives still contest the decision to donate made by the deceased person will have an 

impact on the design of future interventions to improve organ and tissue donation rates in Wales. 

 

The main mechanism of dissemination, knowledge transfer and maximising impact is through the 

uptake of project outputs by policy makers, clinicians and the public through a co-productive 

continuous quality improvement approach in line with Prudent healthcare principles.15-16  There are 

key elements known to affect the resources required for managing a successful co-productive 

dissemination processes and these elements are built into the project design, including: 

• motivating change: creating readiness for change and overcoming resistance; 

• creating a vision: mission, valued outcomes and conditions, midpoint goals and feedback; 

• developing political support: assessing change agent power, identifying key stakeholders, 

influencing stakeholders; 

• feeding back findings and jointly determining their meaning for various stakeholders; 

• sustaining momentum: providing resources for professional development and research capacity 

building, building support systems for change agents, developing new competencies and skills, 

reinforcing new behaviours.40  

 

Other effective elements of knowledge transfer include publication of research results in leading 

journals, and presentations at local, national and international conferences in the field. The research 

team has already demonstrated a high quality publication record, and will continue to do so, 

adopting an open access policy. We will also produce bilingual lay summaries. 
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Figure 1. Redrawn from original. Nuffield Council of Bioethics ladder of intervention.  
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Figure 2. Multi-faceted media-based implementation strategy.  
 

402x677mm (300 x 300 DPI)  

 

 

Page 23 of 47

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 23, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-017287 on 12 O

ctober 2017. D
ow

nloaded from
 

http://bmjopen.bmj.com/


For peer review
 only

  

 

 

Figure 3. Intervention and required behaviours following introduction of deemed consent.  
 

474x591mm (300 x 300 DPI)  

 

 

Page 24 of 47

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 23, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-017287 on 12 O

ctober 2017. D
ow

nloaded from
 

http://bmjopen.bmj.com/


For peer review
 only

  

 

 

Figure 4. Specialist Nurse in organ Donation additional training.  
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Figure 5.  Wales potential organ donor population and identification of the ‘donation request’ stage in the 
process.  
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Figure 6. Sequence of obtaining consent when the patient is NOT on the Organ Donor Register (ODR) after 
1.12.15. Image reproduced from NHSBT document using ‘Fair use’ clause.  
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Figure 7. The four phase design.  Key: NHSBT: NHS Blood and Transplant. OD: Organ Donation. SNOD(s): 
Specialist Nurse(s) in Organ Donation.  
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Appendix 1.  Summary of datasets and evidence contributing to the 

mixed-method evaluation 

 Dataset/Evidence Content  
 

  Anonymous data shared by NHSBT under data sharing agreement 
 

1 
 

Anonymised 
NHSBT Log.  

The log records details of all approach conversations that Specialist Nurses 
in Organ Donation had with a potential donor family for whom the Act applied 
over the data collection period (18 months) 01/12/15 -31/05/17. It was 
created specially to capture specific details of the consent conversation after 
the law changed in Wales. The log includes:  

1. A record of whether the deceased died via a Donation by Brain Stem 
Death (DBD) or Donation by Circulatory Death (DCD).  

2. The deceased person’s registered status on the Organ Donor Register 
(ODR) – Registered In/out or no registration found.  

3. Type of Consent – Organ Donation Register In/Out, Expressed 
Consent In/Out, Deemed Consent and family consent (for those who 
did not fulfil the criteria to have their consent deemed). 

4. Patients expressed decision – donate all organs, does not want to 
donate, no decision made.  

5. Who the SNOD had the conversation with.  
6. Did the family accept the known decision of the deceased person.  
7. Reason why family objected to the known decision or the deemed 

consent.  
8. If organ donation proceeded – the comments in number 11 will 

document if the donation stood down due to a medical reason or via 
the influences of the family, see number 11.  

9. Who undertook the donation conversation. 
10. Did family know about the Welsh Legislation.  
11. Comments (to include evidence/information provided by families who 

are unable to support known decision/deemed consent). 
12. Feedback/additional training requirements to staff – did this particular 

case highlight any areas for further professional development training.  
 
Descriptive statistics report totals for categorical data.  

2 Summary 
statistics from 
NHSBT for the 18 
month data 
collection 
window for 
Wales only. 

NHSBT summary of descriptive statistics specially prepared for the research 
team to cover the data collection window (01/12/15-31/05/17).  Includes 
summary data on: organ donation registration; consent and deemed consent 
numbers; age range; ethnicity and reasons why donation not proceeded.  

  Routinely collected and publicly available NHSBT data  

3 Publicly 
Available NHSBT 
Audit Data 
(Wales). 

NHSBT annual audit data runs from 01st April – 31st March and is available 
online for current and previous years. Relevant data mapped onto this study 
includes:  Organ Donation Registration data; Number of deceased donors;  
Consent rates and deemed consent rates.  

Page 29 of 47

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 23, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-017287 on 12 O

ctober 2017. D
ow

nloaded from
 

http://bmjopen.bmj.com/


For peer review
 only

Continuous 
annual audit.  

4 Publicly 
Available NHSBT 
Audit Data (UK). 
Continuous 
annual audit.  

As above data also includes UK figures for:  
Reasons why consent not given/decision not supported 
Age, Ethnicity, gender of donors.                                                          

5 Organ Donation 
Register UK.  

A new UK organ donor register was introduced in July 2015. People have the 
opportunity to Opt in, Opt Out and appoint a representative. Registration 
behaviour figures and trends will be used to contextualise study findings. 
   

  Publicly Available Welsh Government Commissioned Research 
 

6 Focus groups 
with SNODS  

Welsh Government commissioned three sequential focus groups with 
SNODS, before, immediately after implementation and a year after the 
changes were introduced.  Final focus group findings shared ahead of 
publication.  

7 Ombudsman 
Surveys 

Welsh Government commissioned 12 sequential public opinion surveys 
undertaken with the Welsh public in the years before and after the law 
changed. Wave 10 of the survey focused on monitoring awareness levels 
and understanding of the change in law and included additional questions to 
measure awareness and recall of publicity campaign material. Wave 11 and 
12 focused on awareness and understanding as well as attitudes and 
behaviour. 
 

8 
 
 

Literature 
reviews 
 

Systematic reviews of the literature on family attitudes to organ donation and 
reasons why donation is declined. 

  Additional data collection by the research team 
 

9 Anonymous 
Family, 
Questionnaire 
FORM C.  

Families are sent a questionnaire capturing basic information on their 
understanding of the changes and their feelings about supporting their loved 
one’s donation decision.  Appendix 3. FORM C: Questionnaire completed by 
family members/close friends. 
 

10 Interviews with 
families  

Depth Interviews with families of a minimum of 50 cases to explore their 
views on organ donation, the Act, the media campaign and their donation 
experience.   Appendix 4. Family interview schedule. 
 

11 Anonymous 
SNOD 
Questionnaire 
Form B. 

SNODS complete a questionnaire after each approach conversation to 
document information on the family’s understanding of their role, their 
attitudes and behaviours and the outcome of the process.  Appendix 1. 
FORM B: Completed by Specialist Nurse in Organ donation. 
 

12 
 
12.1 
 
 
12.2 

Focus Groups 
with SNODS.  
Interviews with 
Specialist 
Requesters. 
Interviews with 

Focus groups with key SNODS, managers and specialist requesters in the 
North West team and South Wales team to explore SNODS experiences of 
implementing the act in practice.  Minimum 23 participants.  
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team and 
regional 
managers 

13 Field Notes from 
interviews  

Researchers and transcribers document their thoughts and views from 
interview.  

14 Interim feedback 
from Patient and 
Public 
representatives, 
(PPI’s), SNOD’s, 
Managers, 
NHSBT, NHS, 
Clinical Leads 
Organ donation, 
and other key 
stakeholders. 

A two day interim findings conference was held in Birmingham on the 9th and 
10th November 2016.  The purpose was to present interim findings to a key 
group of 50 NHSBT staff, NHS staff, Welsh Government representatives and 
PPIs. Feedback was collected on 10 presentations reviewing the various 
datasets thus far.  

15 Research team 
perspectives 

Weekly team meetings and monthly data analysis meetings are recorded to 
capture the ongoing analysis and interpretation of data and to put findings 
into wider context and highlight issues needing further attention. 
 

  Additional contextual data produced by the research team to situate the 
evaluation findings 
 

 
16 
 

 
Update of the 
literature 

 
Update of the systematic reviews in 8. 

17 Discourse 
Analysis of the 
press & media 

The discourse analysis will include the public media campaign, press articles 
and news stories promoting the changes.  
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1. Was a SNOD involved in the donation conversation?

 Yes        No 

2. Did the patient die in hospital in:

  Wales (go to Q3b)  England (go to Q3)

3. For Welsh patients that died in England what was the patient         

    registered decision on ODR?  Opt In  Opt Out 

      Appoint Representative  Not Registered   

Would the patient have fitted deemed consent criteria if they 

had died in Wales?  Yes        No 

Did the family think that deemed consent would apply? 

 Yes        No        Uncertain        Non Applicable (N/A)

Was consent obtained ?  Yes       No       N/A 

 Had the family heard or read about the Act from  
the media campaign (Radio, TV,  newspapers, postal leaflet etc)? 

 Yes        No        Uncertain     N/A

Were the family positive about the new Act? 

 Yes        No        Uncertain       N/A (go to Q.19)

3b. For Welsh patients who died in Wales, what was their registered   

    decision on the ODR?  Opt In   Opt Out    

    Appoint Representative  Not Registered   

4. If patient was under 18 was their decision recorded on ODR?

     Yes       No      Non Applicable (N/A)

5. For patients of any age, did the family know of any other    

    expressed decision?

 Yes       No      Uncertain       N/A

6. Did the family agree with the patient’s expressed donation     

    decision?  Yes        No        Uncertain       N/A

7.  Was there disagreement between one or more family members 
about the patient’s expressed decision? 

      Yes       No         Uncertain      N/A

8. Was the patient’s registered or expressed donation decision    

    supported?  Yes        No       N/A

9.  Only for patients who appointed a representative (AR). 

       Did the AR give consent?   Yes    No       

        Did the AR support new Act?   Yes    No   Uncertain 

       Were the family aware of AR?   Yes     No    Uncertain 

        Did the family agree with the decision of the AR?  

        Yes     No     Uncertain     N/A

10. Did deemed consent apply?   Yes   No  N/A

11. Did the family agree with the deemed consent of the patient? 

        Yes        No        N/A

If no, did you feel able to get the family to support the deemed 

consent?  Yes        No        N/A

12.  Was there disagreement within the family and close friends 
involved in the deemed consent conversation? 

  Yes        No        Uncertain        N/A

 If yes, did you feel able to get the group to support the deemed 

consent?  Yes        No        N/A

13. Was consent obtained?  Yes        No        N/A

14. Who consented?  family member  friend  other N/A

15.  Had the family heard or read about the Act from the media 
campaign (Radio, TV,  newspapers, postal leaflet etc)? 

        Yes        No        Uncertain   N/A

16.  Did the family have a correct understanding of the Act BEFORE 

you spoke to them?   Yes   No   Uncertain  N/A

17.  Did the family have a correct understanding of the Act AFTER 

you spoke to them?  Yes   No   Uncertain  N/A

18. Had the new Act changed the family views of organ donation? 

  Yes        No        Uncertain        N/A

If yes, were they positive about the new Act?  Yes  No 

19.  Did any person suggest that they would register their decision 
in light of your conversation? 

  Yes        No        N/A

If yes, would they:   Opt in  Opt out 

 Appoint Representative  Do nothing 

20.  Has this Act influenced your approach conversation with this 

family?   Yes        No        Uncertain   N/A

Anything else that could be helpful (e.g. Was there a pre-approach, 
a complaint or anything in this case that impacted upon you 
getting consent under the new law?)

Return by email to organdonationstudys@nhsbt.nhs.uk (for South 
Wales team) as soon as possible.

FORM B Organ Donation Study: Questionnaire for SNOD to document outcome of all approach conversations

FORM B Questionnaire SNOD: 28/01/2016                                                                                                                      Version  3                               

Record of conversation with (tick all that apply): spouse or partner  parent or child  brother or sister  grandparent 
or grandchild  niece or nephew  stepfather or stepmother  half-brother or half-sister   friend of long standing  
appointed representative  (referred to as ‘family’ hereafter)  

Age range of deceased person:   0-18        19-35       36-50        51-70       >71

What region in Wales did family members/friends come from (tick all that apply):  Isle of Anglesey    Conwy    Gwynedd  
 Denbighshire    Flintshire    Wrexham    Powys    Ceredigion    Pembrokeshire    Carmarthenshire    Swansea   

Neath Port Talbot    Bridgend    Rhondda Cynon Taff    Merthyr Tydfil    Blaenau    Torfaen    Monmouthshire 
   Caerphilly    Newport     Cardiff     Vale of Glamorgan    Outside of Wales  
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Questionnaire Families/ Appointed Representative/Close Friends  23/11/2015                                                                                       Version 2                       

 FORM C: Organ Donation: Questionnaire for Family/ Close Friends/ Appointed Representatives

Thank you for agreeing to fill out this questionnaire. Anybody involved in the donation decision can 
choose to fill out a questionnaire. The questions are quite short but feel free to add more details at the 
bottom. There is an option complete this online if you prefer: https://bangor.onlinesurveys.ac.uk/organ-

donation-project-questionnaire. There is no limit to the number of questionnaires per family. By returning 
the completed questionnaire to the research team at Bangor University, it will be assumed that you have 

given your consent for the researchers to analyse and use the data.

1. Are you: spouse or partner  parent or child   brother or sister   grandparent or  
    grandchild    niece or nephew    stepfather or stepmother   half-brother or half-
    sister    friend of long standing   Appointed Representative  
(An appointed representative is a person appointed by your loved one or close friend during their lifetime to 
convey their organ donation decision after their death.)
                                                        
2. Did your loved one or close friend pass away in a hospital in: 
    Wales    (go to Q.4) England   (go to Q.3)

3. Did you know that the changes to consenting to organ donation in Wales did not apply in 
    England? Yes  No  Uncertain  

4. On the organ donor register, did your loved one or close friend:
    Opt In   Opt Out   Appoint a Representative   Do Nothing      

5. Did you know about your loved one or close friend’s decision on the organ donor register?  
    Yes  No  Uncertain   Non Applicable  

6. Did your loved one or close friend ever discuss their donation decision with you? 
     Yes  No  Uncertain   Non Applicable  

7. Did you support your loved one or close friend’s organ donation decision after they passed     
    away?
    Yes  No  Uncertain   Non Applicable  

8. Did you feel able to support the deemed consent of your loved one or close friend when the    
     changes to consenting to organ donation in Wales were explained by a specialist nurse in   
     organ donation? 
     Yes  No  Uncertain  Non Applicable 

9. Do you consider yourself the decision maker on behalf of your loved one or friend who  
     passed away?  Yes  No  (go toQ.11)

10. As the decision maker, did the changes to consenting to organ donation in Wales help you at 
      this difficult time? 
      Yes  No  Uncertain  

Please turn over the page now
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11. Was there any form of disagreement between anybody involved in the donation discussion?   
       Yes  No  Uncertain  Non Applicable 

  If yes, did the changes to consenting to organ donation in Wales help to reach agreement? 
  Yes  No  Uncertain  Non Applicable 

12. When somebody sadly passes away and they meet very specific criteria in Wales, if they 
       have NOT registered a decision on the organ donor register or have NOT discussed their 
       organ donation decision with family and friends, it means that their consent to organ 
       donation can be deemed. 
       On a scale of 1 to 10 (1 = not at all and 10 = fully understood)

       How well would you say you understood the changes to consenting to organ donation in 
       Wales BEFORE you spoke to a specialist nurse in organ donation?
       1  2  3  4  5  6  7  8 9 10 

       How well would you say you understood the changes to consenting to organ donation in 
       Wales AFTER you spoke to a specialist nurse in organ donation? 
       1  2  3  4  5  6  7  8 9 10 

13. Had you heard or read about the changes to consenting to organ donation in Wales from 
       the media campaign (Radio, TV, newspapers, postal leaflet etc.)?
       Yes  No  Uncertain  

14. Have the changes to consenting to organ donation encouraged you to register your 
       decision on the organ donation register? 
       Yes  No  Uncertain  Non Applicable 

_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
_____________________________________________________________________________
___________________________________________________________________________

Thank you kindly for your responses at this difficult time. If you would like to share your 
stories with us in more detail,  please fill out Form D (consent to be contacted for interview)  
and return with this questionnaire in the pre-paid envelope. We look forward to hearing 
from you.

Other comments Please tell us anything else that you think is important.
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Interview Protocol 01/08/2016 Version 2 Ref No    
 

Overview of the Interview protocol 
 

The interview provides an opportunity for the ‘family member’ to talk about their decisions and 

experiences of organ donation and deemed consent (if applicable) at a time that suits them after their 

bereavement. 

 
The new way of consenting to organ donation came into law in Wales on the 1st December 2015. 

Families who have experienced a bereavement after 1st of December are the most affected by this 

change. The interview with the family enables greater clarity of the very personal experience of the new 

way of consenting to organ donation. The stories the family provide and the meanings they attribute to 

their beliefs, decisions and actions will support overall understanding of the ways the new Act impacts 

upon organ donation and transplantation in Wales. 

 

Context for interviews 
 
The interview will be semi-structured and available to families in Welsh or English through any 

mechanism the family chooses for example face to face, telephone, skype or social media. 

 
The topic guide (see below) provides a loose structure to anchor the interview on the implementation of 

the Act. Participants will be free to talk in detail about their views, experiences and personal meaning in 

greater depth. This will elicit what the Act and its implications (such as registration on the organ donor 

register) and their behaviours and actions meant for them. 

 
The interview guide will need adapting for each unique situation and the questioning will change 

depending on if the interviewee and others involved in the conversation supported the donation 

decision of their loved one or close friend or not. 

 
Data arising from the interview will support and enrich the data analyzed in the SNOD & family 

questionnaires. Outcomes from the interview will help focus the study as it begins to reach conclusions 

from early analysis of data, and steer the remaining phases and support key findings. 

 
English and Welsh will be analyzed separately and then brought back into the overall analysis. 

 
Interview arrangement process 

 
1. An agreed convenient date, time and venue will be agreed by the family’s preference. 

 
2. The family will choose what format the interview will take for example face to face, telephone, skype. 

 
3. The researchers will follow the distress protocol (in your pack) when interviewing. 

 
4. Check all kit is working prior to interview 

 
Taking consent 

 
5. The researcher will provide an overview of the study to the family using the ‘overview’ above as a 

guide and referring to the study information booklet. 

 
6. The researcher will explain the recording equipment briefly and how it will be used. 

 
7. The researcher will explain how the interview will proceed. 
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8. The participants will be given opportunity to ask questions. 

 
9. The researcher will ask family to fill out two copies of the consent to interview form (in your pack). 

 
10. The researcher will provide participants with a copy of the signed consent form to keep. 

 
11. After the interview, if considered appropriate, the researcher will share a pamphlet of CRUSE 

Bereavement Care Literature and explain who they are and how they can help. 

 
Beginning the interview 

 
12. Following the Distress Protocol - continue to observe for signs of stress before, during and after the 

interview 

 
13. Discuss options of pausing or stopping the interview and remind family of why you are here for 

example ‘I am here to listen to your vitally important stories. My input will be minimal i.e. ‘less talking 

and more listening’. The experience should be informal and relatively relaxed. If it becomes anything 

else than this then it is time to pause and you must let me know.’ 

 
14. Start recording 

 
15. Begin by stating date / time / location / and people present 

 
*For Phone or other remote interviews consent will be obtained through the post ideally before the 

interview or as soon as possible after the interview. We cannot use the data given until written consent 

is obtained. 

 

Introductory conversation: 
 

Researcher should offer their condolences. Ask a bit more about them and ask a bit more about the 
person that died. 

 

Say up front that there are 4 specific areas that you would like to cover in the interview: 
1. General views about organ donation. 
2. The new way of consenting to organ donation in Wales. 
3. The media campaign promoting the new way of consenting to organ donation. 
4. Their personal experiences of the organ donation process. 
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1. Topic area 1, general views about organ donation. 
(contextual questions) 
1.1 - Have you had any previous experiences of organ donation before your loved one or close friend 

recently passed away? 

1.2 - Do you have a personal view about organ donation? 

1.3 - Has your personal view changed over time? 

1.4 - Are you registered on the ODR? If so – what decision is registered? 

1.5 - How do you generally feel about Organ Donation now after your loved one or close friend recently 

passed away? 

 
Prompts: 

Tell me more about..? 

Can we go back to and talk further about? 

 
2. Topic area 2, the new way of consenting to organ donation in Wales. (core questions) 

 
‘Changes to consenting in Wales came in on 1st December 2015. The law has changed to make it easier 
for people to donate their organs.’ 

 
2.1 - Are you normally resident in Wales or England? 

2.2 - Had you heard about the new way of consenting to organ donation before your friend or loved one 

passed away? 

2.3 - Can you explain in your own words what are the new changes to consenting to organ donation in 

Wales? 

 
Probe and prompt as appropriate. 

 
Researcher then follow with gently providing a clear context to facilitate clarification and further 

discussion: 

 
‘The new Law gives the decision about organ donation to the person to make during their lifetime.    

During their lifetime, people normally resident in Wales are asked to opt out or opt in to donation by 
registering a decision on the organ donation register or by discussing it with family and friends, or they    
can do nothing. If they do nothing and they meet specific criteria - it is assumed that they have no  
objection to being an organ donor. Citizens of Wales are actively encouraged to discuss their organ 
donation decisions with their friends and families. They can also appoint a representative to convey their 
decision on their  behalf.’ 

 
2.4 - Is registering a decision on the organ donor register important to you, why? 

2.5 - Did you know that you can register your decision through a conversation with a family member, not 

just by registering on the ODR? 

2.6 - What does ‘doing nothing’ mean to you? 

2.7 - Did you realise that ‘doing nothing’ is actually a choice? That is if you ‘do nothing’ then you 

support organ donation? 

2.8 - What does deemed consent mean to you? 

2.9- How do you feel about these changes to consent to organ donation now? 

2.10 (If the deceased person was a child – did the new Act impact on their views and decision-making? 

If so how?) 

2.11 (If the deceased person was normally resident in Wales and died in England - did the new Act 

impact on their views and decision-making? If so, how?) 

2.12 If appropriate (for example if family are very positive about donation, proactively support donation 
are enthusiastic to express their views on the changes etc…) explore further families understanding 
of decision making especially deemed consent through ‘what if’ scenario. E.g. If you didn’t know  
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the decision of your loved one would you have accepted deemed consent? Having been through the 
donation process would it be easier or harder to go through the donation process if you didn’t know your 
loved ones wishes and consent was deemed, why? In your opinion does deemed consent have an equal 
status with a registered or a verbal opt in decision, why? In your opinion what needs to be improved in    
the changes to  legislation? 

 
Prompts 

Tell me more about that…? 

What was your understanding of…? 

What does that mean for you…? 

How do you feel about….? 

You mentioned…could you tell me a bit more about that? 

 
3. Topic area 3, organ donation media campaigns in Wales (core questions) 

 
‘Thank you, can we move on and focus on hearing more about what you saw in the media about the 
changes to consenting to organ donation in Wales prior to 1st December.’ 

 
3.1 - Had you seen any of the organ donation advertising campaign (television advert, billboards, bus 

campaign, every home in Wales got several letters, emails etc.)? 

3.1(a) - If so which advertising material had you seen? 

3.2 - Can you remember the key messages from the advertising material? 

3.3 - What did you think about the messages? 

3.4 - Did you understand the key messages? 

3.5 - What did you do as a result of seeing the advertising campaign?’ 

 
Prompt 

Focus specifically on their actions to the media: opt in, opt out on ODR, do nothing with assumption 

of agreement to organ donation, discuss donation and donation decision with family, appoint a 

representative. 

 

Following this discussion about what they remembered the researcher should now gently show the 
interviewee some of the organ donation changes advertising materials (from interviewer pack). These 
props may help to further frame this question and further jog memory. Note which one interviewer 
showing to assist transcription). 

 

Focus again specifically on their actions as a result - Opt in, opt out, do nothing, discuss with family, 
appoint a representative. 

 
Prompts: 

Do you remember seeing any of these? 

What did you think when you saw it first? 

What would have made that difference to make you notice it more? 

What do the messages mean to you now? 

Can we go back to and talk further about…? 

 
4. Topic guide 4, their detailed experience of the organ donation process. 

 
Specific questions for family members and close friends involved in the organ donation approach 

conversation with professionals. 

 
4.1 Establish which elements of consent applied in this case: 
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Prompts 

Had your loved one or close friend registered an organ donation decision on the ODR (ask if opt in or opt 

out?) 

OR Did your loved one or close friend ‘do nothing’? 

Had your loved one or close friend expressed an organ donation decision during their lifetime? 

If so what did they say and to whom? 

Did Deemed consent apply? (explain deemed consent again if appropiate) 

 
(Be specific as to what deceased persons donation decision was - Opt in opt out, expressed decision 
during lifetime, do nothing and assume consent, appoint    AR) 

 
4.2 - Do you know if (deceased person’s) view changed over time? 

4.2(a) If yes, explore fully when and why. 

4.3 - What was the organ donation decision? Consent or no consent? 

4.3(a) If decision different to deceased persons decision, 

how did you go about overturning the decision? 

4.4- How well prepared did you feel for how very ill your relative really was? 

4.5 - Did anyone talk to you about palliative or end of life care for your relative or close friend? 

4.6 - When did you realise that they may not survive? 

4.7 - In terms of NHS processes what helped at this time? 

4.8 - Is there anything else that might have helped you? 

 
Prompts 

How did that make you feel? 

Can you tell me more about those moments? 

You mentioned…can you tell me more about it? 

Can we go back to and talk further about…? 

 
4.9 - Can you remember your first thoughts when you were approached about organ donation when 

your loved one was very ill? 

4.10 - Who first approached you about organ donation (doctor, nurse, SNOD)? 

4.11 - How did the organ donation conversation play out in your mind? 

4.12 - Who was involved in the donation discussion (e.g. Family members, friends, others) 

Prompts, focus on role of SNOD, roles of local clinicians. Unpack how many meetings/conversations were 

had and with whom. 

 
4.13 - Did you feel that you could express your views about your loved ones organ donation decision 

during the conversation? 

4.14 - Did anyone or anything influence your view on organ donation and your relative/close friend? 

4.15 - Other than the professionals - who did you talk to in detail about your relative/close friend and 

organ donation? 

 
Prompts 

Unpack other family/friend & other positive and negative influences 

 
4.16 - Was there agreement amongst those involved? 

4.16(a) - If there was disagreement – what was the 

disagreement about? 

4.16(b) - Was the disagreement resolved and how? 

4.17 - In the end, did everyone support the donation decision of your loved one or close friend? 

4.17(a) - If not, whose opinion counted most? 

4.18 - Was it easier just to say no/yes? 

4.19 - Who conveyed the decision to the professionals? 
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4.20 - Is there anything else you think that the professionals could have helped you with in this 

situation? 

 
Prompts 

How did you feel about it? 

Can you tell me more about…? 

Can we go back to where you mentioned and talk further about…? (Unpack if there were any specific 
cultural influences that impacted on the role and influence of the interviewee on the decision-making 
process) 

 

4.21 - If deceased persons decision was changed - 
– ‘For you, was the primary consideration more about making things easier for you and the family 

looking forward, rather than honouring the donation decision of your loved one or close friend?’ 

4.22(a) - Do you think there are any negative consequences and impacts of not supporting the 

deceased person’s decision. 

4.22(b) - Do you think there are any positive consequences and impacts of not supporting the deceased 

person’s decision. 

(unpack if interviewee would act in the same way now as they did then) 
 

Signal disengagement and end of interview coming up. 
 

4.22 - Is there anything else you would like to share that hasn’t been covered? 
4.23 – Finally, would you accept a transplant if you needed one?  

 
‘This has been very valuable’ 
‘Your insights and stories have really helped’ 

 

Leave time for an open discussion. 

Bring discussion back to a positive place to conclude the interview. 

Thank you very much. We have come to the end of the interview. 

Check that you have covered/know the following details 

Record of conversation with: 
spouse or partner parent or child brother or sister grandparent or grandchild niece or 
nephew stepfather or stepmother  half-brother or half-sister friend of long standing 
Age Range of Interviewee 0-18  19-35 36-50  51-70  >71 

Age Range of Deceased Person 0-18 19-35 36-50 51-70 >71 

Number of people present at interview 
Time passed since death 
Was death expected 
Area where interviewee resides 
Area where person died 
Area where deceased person resided 
Was deceased person BME 

 

Post Interview Arrangements 
 
16. Researcher should thank the interviewee for their time 

 
17. Give the interviewee contact details (on the back of the information booklet) should they wish to 

follow anything up. 
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18. Ask if they can follow up the interview with a courtesy phone call in the near future 

 
19. Reintroduce the support literature while preparing to leave. 

 
Uploading and storing data 

 
20. Researcher should upload data to ‘U: Drive’ ASAP after the interview 

21. Ensure data is properly uploaded after the interview before deleting from recording device. 

22. Begin transcribing ASAP after the interview. 

23. Assign a study code at point of transcription. 

 
Follow up protocol 
24. Researcher should follow up with a courtesy call after 6 weeks from date of interview (if permission 

given). 

25. Researcher should assess if family member feels satisfied that they have communicated everything 

they wanted to. 

26 If family member still wants to give their views to researcher, researcher should explore other 

options such as a quick conversation there and then on the phone, or a follow up email correspondence. 

Researcher should also if appropriate direct family member to CRUSE bereavement care for long term 

professional support. 

 
* Researchers should follow protocols where relevant set out in Safety Code of Practice, Lone Working Policy & Field Work 

Safety Documents available from Bangor University and the project folder on University U Drive. 
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Appendix 3.  Ethical issues and strategies 
 

Undertaking research with vulnerable participants: Grieving families, close friends and 

appointed representatives are vulnerable and considered to be most affected by the Act. It 

appears appropriate, with the right support and safeguards in place, to provide an 

opportunity for them to participate in a study to elicit their perspectives. Our patient 

representatives have written a letter of support indicating that families will want the option to 

be able to talk to someone outside of the NHSBT Team, to share their positive or negative 

views about how their role has changed under the new Act and whether they agreed with the 

decision of the deceased person or not.  

 

Although they have been recently bereaved, potential donor families, close friends and 

appointed representatives may want an opportunity and may benefit from expressing their 

views, which in turn may inform development of practice in a continuous improvement cycle. 

To ensure that an appropriate approach is made to potential participants at an appropriate 

time, we will ask the Specialist Nurses in Organ Donation (SNODs) to use their judgement 

as to the most appropriate time to share information on the study. SNODs will have spent a 

lot of time with the people involved in the donation conversation and can use their 

professional judgement to select from a range of methods to recruit participants that are 

individually tailored for each situation, including: via direct contact with families by SNODs; 

by sending study invitation and information attached to routine follow up communication by 

SNODs; by direct mailing of study invitation and information by NHS Blood and Transplant. 

In addition we will place three adverts in the national media at staged intervals and recruit 

through snowball sampling. If a family member, close friend or appointed representative 

knows of another person involved in the organ donation process who may want to be 

interviewed, we will ask them to share a letter of invitation and study information with them 

and ask the person to contact us directly. 

 

We will follow the sensitive ethical framework2 and practical strategies shown in Table 1. 

Participants who return self complete anonymised questionnaires and who wish to 

themselves remain anonymous will be made aware that returning a completed questionnaire 

to the research team will constitute consent to use the data. For all other research 

procedures such as interviews informed written consent will be required. All participants will 

be over 16 years with mental capacity to consent. Participants can choose to be interviewed 

at any point that is appropriate and convenient for them after their bereavement up until the 

end point of data collection. If an individual receives more than one letter of invitation we will 

include a sentence to explain that, if they have already made their decision whether to 

participate in the study or not, to ignore the letter or to pass the invitation on to another 

family member or close friend of the deceased person, because NHSBT only have one 

contact name for each case. Researchers will follow a ‘Distress Protocol’ (see below) when 

conducting interviews and if participants become unduly distressed they will use the three 

step approach in the protocol to safeguard the wellbeing of participants.  

 

CRUSE Bereavement Care Cymru aim to reach out and support all bereaved people in 

Wales. We will share their client information with participants and the contact numbers for 

CRUSE bereavement care and support. If the research officer has any serious concerns 
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about the safety of any participant in the study, they will follow the standard protocol of 

NHSBT for Safeguarding Vulnerable People. 

 

Anonymity of Professionals: Interviews with professionals will be conducted at a venue of 

their choice, and they will be assigned a code. Where there is only one role in the 

organisation care will be taken not to identify participants by using their quotes without 

permission. Participants will be offered a choice of 1:1 or small group or focus group 

interviews if they do not wish their experiences to be shared with colleagues. 

 

Support for researchers undertaking sensitive interviews: The research team is large (5 

core members) to provide a mutually supportive context and debriefing will be offered after 

interviews. Researchers have been recruited with skills and experience of undertaking 

interviews on sensitive topics with vulnerable people. The research team is also working in 

partnership with NHSBT teams who provide an additional supportive environment and peer 

to peer support and mentorship concerning sensitive issues, should research team members 

need it. We have built in three joint professional development opportunities for support, 

shared learning and reflection. Researchers can also contact CRUSE bereavement care for 

additional confidential and independent support. 

 

Good clinical practice. Core research team members have undertaken Good Clinical 

Practice in research training and those who will have contact with family members have 

been subject to screening under the Disclosure and Barring Service. 

  

Data Protection and Data Sharing Agreement 

 

The research requires anonymised data to be collected and shared between NHSBT and 

Bangor University. Bangor University has entered into a standard data sharing agreement 

with NHSBT. Data collected directly by the research team will be recorded on encrypted 

digital recorders, regularly downloaded, assigned a unique code and transcribed, 

anonymised and stored securely on password protected university servers and laptops. Data 

on digital recorders will then be deleted. Any paper based patient identifiable information will 

be stored under lock in a secure place with access controlled by the research team.  

 

The following process has been previously adopted in other studies to share non-patient 

identifiable information. The process is designed to enable the research team at Bangor 

University to have access to anonymised information recorded by SNODs that sheds light on 

decision-making by families/appointed representative(s) (especially when they say no to 

organ donation). Patient and Public representatives from partner non-government 

organisations who support bereaved families have been consulted and support this 

approach.  The structured communication process used by SNODs during the donation 

request stage will be amended for introduction of the new Act and documented in NHSBT 

Standard Operating Procedures and Management Process Descriptions. The ‘approach’ 

conversation is highly structured and follows a ladder of issues for families to think about, 

consider and discuss. The SNOD is trained to explore and clarify any issues or questions 

that are raised and to facilitate and listen to reasons and concerns when considering giving 

or declining consent to donation. To capture this information in a structured and anonymised 

way that falls outside of the Data Protection Act, we have agreed a plan with the two NHSBT 

donor teams covering Wales, to jointly develop a standard proforma for SNODs to record 
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key anonymised information from the ‘approach’ conversation for research purposes as soon 

as practical after it has concluded and once they have disengaged from the family. The 

anonymised information recorded on the proforma will be returned electronically to the 

researchers in batches so that it is not possible to link any single proforma with any specific 

death. We will also be respectful of professional anonymity and the proformas will be 

designed in such a way that the identity of the hospital or person who completed it will not be 

known to researchers. 

 

Table 1. Study framework for ethical decision-making.2  
 
 

Ethical 
considerations 

Practical strategies 

  

Participant identification and recruitment 
 

Access, 
confidentiality 
Regard 

Formally obtain the support of a key person to undertake the role of identifying potential 
participants and disseminating pre-prepared recruitment packs on behalf of the research 
team. 
Recruit potential participants in a serial manner, for example, send out a maximum of five 
recruitment packs at any one time so that participants are not kept waiting for long periods 
before the research interview. 

Respect, 
relevance 
 

Consider participant inclusion criteria of bereaved no less than 3 months and no more than 
12 months at the time of recruitment to the study. * We will ask Specialist Nurses in Organ 
Donation to share study information at the time of bereavement and will offer the option of 
a self-complete questionnaire that involves no face to face contact with researchers and an 
interview at a time when the participant feels that it is appropriate for them. We have built 
in a 3 month time lag to collect data after the last participant has been contacted.  

Compassion Include a covering letter that introduces the study in a personalised way by taking 
familiarity into consideration. 

Informed choice Provide clear written and web-based information about the researchers and the study. 
Include an invitation to contact the researcher.  
Demonstrate timely responsiveness to any potential questions or queries. 

Non-coercion  Provide a minimum of 10 days for participants to decide about joining the study. 

 
The research interview 

 

Choice, respect Agree a convenient date, time and venue for the research interview. Avoid dates that 
coincide with any significant family events or anniversaries. 

Safety  Implement a study site policy for researchers working alone in advance of the interview 
encounter. 

Safety, support  Competent researcher with experience of conducting sensitive research interviews and 
supporting the bereaved. 

Choice, privacy  Provide the option of an interview face to face or remotely, for example, via telephone. 

Informed 
consent 
 

Provide an overview of the study and present opportunity for participants to ask questions. 
Explain how the interview will proceed. Obtain written agreement to audio-record the 
interview and to use anonymous quotes in any presentation of the research. Provide 
participants with a copy of the signed consent form to keep. 

Support  
 

Discuss and agree avenues of post-interview support prior to the interview commencing  
Observe/listen for signs of distress during the interview.  
Discuss the option of pausing the 
recording or stopping the interview. Plan a natural break for refreshments. 

Confidentiality, 
anonymity 

Ensure audio-recordings and transcripts are securely stored and electronic data are 
password 
protected. Assign a study code at the point of transcription. 

 
Post-interview follow-up care 
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Support Arrange a convenient time to telephone the participant (normally in 24–48 h) to check on 
any issues the interview may have raised and to answer any questions.  
Compile information about local support organisations. Offer this to participants if they 
consider it helpful and/or direct them to appropriate professionals to discuss any issues of 
concern. 
Establish if participants wish their general practitioner (GP) to be informed about their 
participation in the study and obtain written consent to proceed. Provide GP with 
information about the study at the time of notification. 

Appreciation Send participants a personal thank-you letter and offer an executive summary of the 
research findings. 

Involvement Provide participants with an opportunity to evaluate their experience of participating in 
bereavement research. 

Researcher 
Support  

Determine support for the researcher from an individual with whom they feel comfortable 
and who is suitably qualified to provide support. Plan a debriefing session after each 
interview encounter. Utilise reflexive notes to guide the discussion. 

 

 

 

 

Distress Protocol 
 

 

During instances of bereaved participants becoming distressed 

during the interview process, the subsequent protocol will be 

followed. 

 

Identifying Distress 

 

The interviewer will be mindful of signs of distress in the 

participants throughout the interviews. Signs of distress to 

look out for will include: 

 

• Exhibition of behaviours that indicate that the discussion has 

become too upsetting for them, including crying and an inability to 

continue for example. 

• The participant verbally communicating that they are 

experiencing distress during the interview. 

 

Response Stage 1 
 

• The interview will be stopped. 

• The participant will be offered a break, have a drink of water/ tea 

etc. 
• The participant will then be asked if they would like to 
continue the interview or if they would prefer to discontinue. 
Should they wish to go on, the interview will resume. 
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Response Stage 2 
 

If the participant elects to discontinue the interview,  

• The interview will not continue.  

• The interviewer will signpost where support can be obtained such 

as from the SNOD or the bereavement support service at the 

hospital where their relative/friend died, or from their GP.  

• The participants will also be reminded again of the contact details 

for Cruse Bereavement Care,’ an organisation which provides 

support for bereaved people.  

Response Stage 3 
 

• At a later date, the interviewer will follow up with the participant 

with a courtesy call (with the participant’s consent).   If the 

participant feels strongly that they would still like to have their 

views and experiences heard – the interviewer will go through 

options (wait a while before rearranging, explore other methods 

rather than face to face etc.  

 

References 
 
1. The Data Protection Act 1998. Reviewed March 2017 

http://www.legislation.gov.uk/ukpga/1998/29/contents (Accessed March 2017). 
2. Sque M. Walker W. and Long-Sutehall T. (2014) Research with bereaved families: A 
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