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Abstract

This doctoral thesis explores the impact and experiences of both therapeutic and
prophylactic mastectomy. The first aim of the thesis was to provide an in-depth
understanding regarding the intrapsychic effects of mastectomy upon the various dimensions
of a woman’s sexuality. Therefore, a literature review of twelve qualitative studies utilising a
meta-synthesis approach was undertaken. Three overarching themes were identified:
‘Changes to femininity, body-image and attractiveness’; ‘The impact of mastectomy upon
desirability within intimate and sexual relationships’; and ‘The changed relationship and the
importance of support in adapting to mastectomy and facilitating acceptance’. The review
highlights how alterations to a woman’s sense of femininity after mastectomy generates
feelings of undesirability and impedes sexual activity within intimate relationships. Clinical

implications and ideas for future research are discussed.

The second aim of the thesis was explore the experiences and decision-making
process of women considered low-to-moderate risk of Contralateral Breast Cancer (CBC)
undergoing Contralateral Prophylactic Mastectomy (CPM). Six interviews with women
considered low-to-moderate risk were conducted and the data were analysed using
Interpretative Phenomenological Analysis. Five themes were derived and highlighted that
women’s decision-making factors were based upon their subjective evaluation of risk and
perceived vulnerability to CBC, cosmetic, pragmatic, and psychological reasons, individual
experiences, familial and age-related circumstances. The research highlights the importance
of interventions that support both women and their families who are challenged by a single
mastectomy, and the need for specific national guidelines for clinicians to ensure equity of

care in the availability of CPM.

The final section of the thesis provides considerations and personal reflections on the

research process, as well as methodological issues that were experienced.
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When poets speak_of death, they call it the place “without breasts”.

Ramon Gomez De La Serna, 1917
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Abstract
It is well established mastectomy affects a woman’s sexual functioning. However, there is
growing recognition that the intrapsychic effects of mastectomy, such as changes to one’s
body-image and physical integrity can threaten embodied experiences and gendered identity.
This is seen to alter how a woman appraises her sense of femininity; influencing her
engagement in sexual activity and impacting upon intimate relationships. Accordingly, the
aim of this review was to explore and elaborate the impact of mastectomy upon a woman’s
sexuality through a synthesis of relevant qualitative literature. A systematic literature search
of five databases (Academic Search Complete, CINAHL, PsychARTICLES, PsychINFO, and
MEDLINE) was undertaken using terms for mastectomy, sexuality, and qualitative data. A
meta-synthesis was conducted on the data from the twelve studies obtained. Three
overarching themes were derived highlighting how mastectomy impacts upon a woman’s
femininity, sense of personal attractiveness and desirability within intimate relationships, and
the importance of an intimate partners support in enabling women to adjust to their altered
bodies. Findings have important practice implications. Particularly, the need for clinicians to
offer interventions that aim to maintain the relationship between a woman, her altered body,

and partner after mastectomy.

Keywords: Femininity, Identity, Intimacy, Mastectomy, Relationship
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The Impact of Mastectomy upon a Woman’s Sexuality: A Qualitative Meta-
synthesis.

Breast cancer is the most widespread cancer in women worldwide and is the second
largest contributor towards cancer death after lung cancer (Gilbert, Ussher, & Perz, 2010).
However, advances in detection methods and effective treatments have decreased mortality
rates, with breast cancer now considered chronic rather than necessarily terminal (Kudel,
Edwards, Raja, Haythornwaite, & Heinberg, 2014).

Despite the advancing techniques in the treatment of breast cancer, such as
chemotherapy and hormone therapy, many women undergo mastectomy (Fallbjork,
Rasmussen, Karlsson, & Salander, 2013). Mastectomy rates have been shown to vary at
hospital, geographical, national and international level (Caldon et al., 2005) with the highest
rates of mastectomy procedures undertaken in Central and Eastern Europe (Roder et al.,
2013). However, mastectomy can cause various physical and psychosocial problems. One
specific area of interest is the impact of mastectomy upon sexuality. Defining sexuality is
complex as it extends beyond material sexual function, can vary between individuals, and is
often a complex interaction between mind, body and spirit (Huber, Ramnarace, & McCaffrey,
2006). Breasts in particular are positioned as ‘sexual’ and considered important in the
expression of sexuality for women (Manderson & Stirling, 2007). Research indicates
mastectomy can cause a loss in personal attractiveness, reduced self-esteem, diminished
body-image, depression, and anxiety, (Andrzejczak, Markcoka-Mackza, & Lewandowski,
2013; Didier et al., 2009; Garrusi & Faezee, 2008). As such, mastectomy causes
psychological distress and impacts upon a woman’s Quality of Life (QoL) (Kalaitzi et al.,

2007; Perry, Kowalski, & Chang, 2007).
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The Material Effects of Mastectomy upon Sexuality

One of the most commonly cited set of difficulties experienced by women after breast
cancer are issues relating to sexuality (Dizon, Suzin, & Mclllvenna, 2014). Studies have
demonstrated the material effects of mastectomy upon sexuality, such as fatigue (Fobair et
al., 2006), reduced sexual stimulation due to the loss of nipple sensation (Kneece, 2003), and
a general decline in libido (Meyerowitz, Desmond, Rowland, Wyatt, & Ganz, 1999). These
difficulties can cause adverse consequences within intimate relationships. For example,
Rowland and Metcalfe (2014) performed a systematic review of men’s experiences towards
their partner’s mastectomy. They found mastectomy led to a reduction in the frequency of
intimacy regardless of the length of time they had been together. This was associated with a
profound sense of loss.

Moreover, many women suffer from low self-esteem and body-image distress (BID)
after mastectomy (Baucom, Porter, Kirby, Gremore, & Keefe, 2006). Negative reactions,
such as distancing and rejection from partners can exacerbate these issues and further impede
sexual intimacy (Figueieredo, Fries, & Ingram, 2004). Accordingly, research suggests
support provided by an intimate partner through providing reassurance and empathy (Wai-
Ming, 2002), emotional involvement (Loaring et al., 2015), and verbal intimacy (Helgeson,
Snyder, & Seltman, 2004), during a woman’s cancer trajectory is associated with improved
psychosexual outcomes and better emotional adjustment.

The Breast: From a Symbol of Womanhood to Diminishing One’s Femininity

The impact of mastectomy upon sexuality is not limited to material dimensions
(Gilbert et al., 2010). Mastectomy alters a woman’s perception of her breasts as it eliminates
the psychological symbols of what women attribute their ‘femininity’ and attractiveness to
(Boehmke & Dickerson, 2005; Parton, Ussher, & Perz, 2015; Skrzypulec, Tobor, Drosdzol,

& Nowosielski, 2008).
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Mastectomy causes a profound loss to a woman’s physical integrity, confidence and
body-image (Fobair et al., 2006; Wilmoth, 2001). These ‘indirect’ and ‘intrapsychic’ effects
of mastectomy are thought to affect sexual functioning and threaten one’s embodied,
gendered, and sexual identity (Gilbert et al., 2010; Loaring, Larkin, Shaw & Flowers, 2015;
Parton et al., 2015; Wimberly, Carver, Laurencaeau, Harris, & Antoni, 2005) leading a
woman to feel less sexually desirable within intimate relationships. Women consider breasts
form an important part of their sense of selves and what constitutes their female identity
(Huber, Ramnarace, & McCaffrey, 2006). Accordingly, mastectomy has been described as
being “half a woman” by those undergoing the procedure (Manderson & Stirling, 2007, p.
82). These experiences and difficulties are associated with emotional challenges which a
woman has to manage on a daily basis (Fallbjork et al., 2013). Even with the use of an
external breast prosthesis which may conceal the mastectomy to others, it does not tackle
issues around a woman’s sense of disfigurement and cannot be integrated into a woman’s
body-image (Al-Ghazal, Fallowfield, & Blamey, 2000).

The Importance of Facilitating Communication and Information-Giving

It is evident from the literature that mastectomy places strain upon intimate
relationships, as well as how a woman construes her femininity. This indicates the need to
discuss and prepare women and their partners for the negative consequences of mastectomy.
However, research suggests healthcare professionals often overlook or avoid discussions
pertaining to sexuality after breast cancer treatment. For example, Kneece (2003) found 87%
of the 126 women within their study reported they were not sufficiently informed of the
sexual changes after treatment. There are a number of barriers that hinder such discussions.
This includes time-constraints within appointments, the uncomfortable nature of these
discussions, as well as a lack of knowledge due to the limited guidelines on the matter

(Hordern & Street, 2007).
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Communication about sexuality is essential as it further allows women to appraise the
information regarding the impact of mastectomy which helps inform treatment choices
(Flynn et al., 2012).

Mastectomy vs. Breast Conserving Surgery

Breast Conserving Surgery (BCS) is proposed as an alternative treatment as it
produces comparable survival rates to mastectomy, and presents as a less disfiguring
procedure, thus having fewer implications upon one’s body-image and sexuality (Al-Ghazal
et al., 2000). A meta-analytic review of the psychosocial outcomes of breast cancer surgery
supports this as the most robust effect size highlighting the benefits of BCS over mastectomy
for body-image was established (Moyer, 1997). Similarly, Arndt, Stegmaier, Ziegler, and
Brenner (2008) found although the benefits of BCS on overall QoL was most apparent after
several years, women reported better satisfaction with their body-image and improved sexual
function within the first year of BCS. Despite this, research suggests BCS is an underused
procedure relative to mastectomy (MacBride et al., 2013).

Research indicates women who place more value on their body-image and consider
mastectomy as more likely to affect their femininity, and assert this to the surgeon, are more
inclined to opt for BCS (Sivell, Elwyn, Edwards, & Manstead, 2013). This highlights the
importance of establishing a woman’s values and attitudes at the pre-surgery consultation.
Specifically, this would indicate that where there are no absolute contraindications to pursue
BCS, this should be considered as a viable treatment option as opposed to mastectomy.
Breast Reconstruction after Mastectomy: To Feel Whole Again?

In response to the disfigurement and loss of a breast after mastectomy, breast
reconstruction has become an increasingly available option for women (Ditsch et al., 2013;
Isern, Tengrup, Loman, Olsson, & Ringberg, 2008). However, the literature regarding breast

reconstruction and its benefits is equivocal. Some research suggests breast reconstruction
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can improve overall QoL and the sexual lives of women after mastectomy. For example,
Neto et al. (2013) compared the sexual function of women who underwent mastectomy alone
with women who underwent breast reconstruction. They found women within the breast
reconstruction group reported improved sexual function relative to the mastectomy alone
group. It is likely that reconstruction increases self-esteem and enhances one’s body-image,
allowing a woman to feel more confident and feminine, which partially explains the results.
Correspondingly, Brandberg, Malm, & Blomqvist (2000) found breast reconstruction
increased women’s confidence within intimate situations and enabled them to feel more
whole.

Contrastingly, other studies suggest mastectomy, with or without breast
reconstruction, can reduce sexual desire (Raggio, Butryn, Arigo, Mikorski, & Palmer, 2014).
Fallbjork et al. (2013) found women who underwent breast reconstruction still reported
feelings of discomfort during sexual intimacy, as well as lower levels of sexual attractiveness.
It is possible that although breast reconstruction gives the appearance of a ‘normal’ body, it
seldom overcomes the psychological impact of the loss of a breast (Fallbjork et al., 2013).
This indicates mastectomy often extends beyond a physical loss; the meaning and
interpretation of which can vary for women which reconstruction may or may not overcome.
Scope of the Current Review

Although quantitative research has identified aspects of a woman’s sexuality that can
be affected after mastectomy, these studies do not adequately explicate a woman’s lived
experience of losing a breast and the meaning of this in relation to her sexuality. Quantitative
research has privileged the positive-realist paradigm, focusing on the material aspects of a
woman’s sexuality, framing women’s sexuality within physical dimensions only. However,
as discussed, mastectomy causes disruption to a woman’s sexual subjectivity and causes

changes at the intrapsychic level as it alters a woman’s sense of self, gendered and sexual
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identity which reconstruction may not always negate. A more detailed understanding
encapsulating women’s own meaning-making is required that outlines the various dimensions
of sexuality that are affected after mastectomy.

Although a review has been undertaken exploring the impact of breast cancer
treatment more generally upon sexuality (see Gilbert et al., 2010), an in-depth understanding
regarding the impact of mastectomy specifically upon sexuality is required. Breasts are
considered a crucial aspect of a woman’s sexual-self, identity, and body-image; with
mastectomy presenting unique characteristics due to the disfigurement it causes as compared
to other breast cancer treatments, which warrants a specific review.

Meta-syntheses aim to amalgamate individual qualitative studies and provide new
perspectives, making them greater than the sum of its parts (Walsh & Downe, 2004). No
meta-synthesis currently exists in the area of mastectomy and sexuality. Therefore, the
current review is timely and will contribute additional knowledge to the evidence base.
Individual qualitative studies are of value, however aggregating the findings are essential in
order to provide a new higher-order understanding and interpretation (Sandelowski,
Docherty, & Emden, 1997), as opposed to a simple aggregation and description of the
studies. This will elucidate the meaning and impact of mastectomy upon one’s sexuality
producing findings that can identify the clinical implications for the services that attempt to
meet the needs of this population. With these aims in mind, the research question identified
for the current review was “What is the impact of mastectomy upon a woman’s sexuality?

Method
Search and Selection
An exhaustive search in May 2015 was conducted for published studies relating to the

impact of mastectomy upon one’s sexuality. The decision to search and include peer-
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reviewed, full-text articles in English was made prior to searching due to the cost constraints
of the current study and to ensure a minimum threshold of ‘quality’ of the studies reviewed.
A systematic search was conducted using computerised databases Academic Search

Complete (1984-2015), Cinahl (1981-2015), PsychARTICLES (1980-2015), PsychINFO
(1958-2015), and Medline (1977-2015). For all databases, three key search terms were used:
‘Mastectomy’, ‘Sexuality” and *Qualitative’, connected utilising the Boolean operator
‘AND’. Extensive word variants were utilised for the three concepts and were used
interchangeably. The search included the following terms for mastectomy: breast cancer,
breast tumor/tumour, breast neoplasm/s, BRCA1/BRCAZ2, metastatic breast cancer,
contralateral mastectomy, contralateral prophylactic mastectomy, and bilateral mastectomy.
Word variants for sexuality were: sex, body-image, intimacy, relationship/s, femininity,
marriage, attractiveness, and desirability. Word variants for qualitative were: experience,
interviews, thematic analysis, grounded theory, narrative, and interpretative
phenomenological analysis/IPA. The reference sections of the identified papers were also
examined for other relevant studies; although none were identified. This resulted in the
initial identification of 924 papers (see Figure 1). All abstracts were inspected and studies
potentially meeting the inclusion criteria were retrieved and examined more extensively.
INSERT FIGURE 1 HERE

Studies within the present review were all qualitative studies examining the impact of
mastectomy upon a woman’s sexuality. Specific criteria for inclusion were: (a) female
participants only with a diagnosis of breast cancer who had undergone a mastectomy with or
without breast reconstruction (single and double mastectomy/therapeutic and prophylactic
mastectomy); (b) studies interviewing participants individually or within focus groups; (c)
mixed-method studies if the study also met the other inclusion/exclusion criteria; and (d)

peer-reviewed articles available in English.
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Excluded studies were: (a) articles based upon women who had any BCS prior to
mastectomy, or BCS alongside or following mastectomy of the contralateral breast; (b) non-
peer reviewed articles including case studies, editorials, special issues, and forum/boardroom
studies; and (c) couple interviews unless participant and partner views were clearly separated
within the paper. Following this process, 12 studies remained for purposes of the present
review. The details of these studies are outlined in Table 1. Despite the debate regarding the
utility of comparing studies with differing methodologies and epistemological positions, it is
thought this can add to the depth and integrity of the research (Bondas & Hall, 2007).
INSERT TABLE 1 HERE
Study Characteristics

Twelve studies were identified for the current meta-synthesis. All were published
between 2000-2013. Participant ages ranged from 21-69 years. The studies retrieved
recruited women who identified themselves as heterosexual, although this was not part of the
inclusion criteria set for the current review. Nine studies used European samples (three in
Sweden, two in Turkey, two in the UK, one in Spain, one in Norway). Two studies used a
Middle Eastern sample (one in Iran and one in Syria) and one study used a sample in China.
All studies presented a form of thematic analysis of their findings. Six studies used thematic
analysis or a thematically informed approach, three content analysis, two grounded theory,
and one Interpretative Phenomenological Analysis (IPA). Research questions varied from
exploring the psychological reactions and experiences of women who had undergone
mastectomy, the meaning women placed on the loss, the experience and changes in
perception of their selves, identity, and intimate relationships, reflections on reconstruction,
as well the impact of mastectomy upon women’s embodiment and corporality. All the
studies focused on the language used by the participants as denoting their thoughts, opinions

and experiences.
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Quality Assessment

All 12 studies were subject to a quality appraisal utilising the Critical Appraisal Skills
Programme (CASP: 2010) in order to assess the rigour of the studies. Key dimensions of the
CASP upon which the studies were appraised included the appropriateness of the research
design, recruitment strategy, and methodology, as well as the rigour of the analysis process
and consideration of ethical issues. No studies were excluded on the basis of the quality
ratings, as the purpose of the quality appraisal was to evidence that the themes derived as part
of the synthesis were not developed exclusively upon methodologically weaker studies.
Additionally, there is no agreement within the literature regarding the measures of quality
within qualitative research (Dixon-Woods, Booth, & Sutton, 2007), and it is thought
excluding studies can lead to the dismissal of important findings (Sandelowski & Barroso,
2003). The studies were scored using a 3-point Likert scale for each of the domains,
considering whether the research was of weak (1), moderate (2) or strong (3) quality. The
total possible score attainable was 24. Studies within the current review ranged from 15-23
indicating the studies included in the review were of moderate to high quality. (see Table 2).
INSERT TABLE 2 HERE
Data Analysis

The meta-synthesis was conducted in accordance with Noblit and Hare’s (1988)
meta-ethnographic approach which provides a framework for synthesising qualitative
research. Although initially developed for ethnographic studies, the framework can also be
used for other qualitative research (Bondas & Hall, 2007). The process involves
amalgamating the findings of all the studies and considering them as a whole with the aim of
producing higher-order themes, whilst still preserving the original accounts of participants.

Initially, the studies were read repeatedly and thoroughly. Themes and their

associated concepts were extracted and notations were made of the concepts and ideas which
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represented aspects of participants’ experiences. The relationship between the findings of the
studies were considered and combined by comparing the key themes of individual studies and
determining the similarities between them in a process referred to as reciprocal translation.

The researcher remained aware of the possible emergence of new themes.
Throughout this iterative process, a ‘sense’ of each study was retained and a second level of
interpretation was held (Britten et al., 2002). This second level of synthesis allowed for a
more coherent explanation of the impact of mastectomy upon a woman’s sexuality. This
resulted in three overarching themes offering a “new, integrated, and more complete
interpretation of findings that offers greater understanding in depth and breadth than the
findings from individual studies” (Bondas & Hall, 2007, p.115). The synthesis was
expressed in both written and visual form. Table 3 provides an indication of how each of the
original themes within the studies contributed towards the development of themes identified
for the current review.
INSERT TABLE 3 HERE

Findings

Although the aims of the individual studies varied, they all explored some aspect of
the psychosocial impact of mastectomy upon a woman’s body and her sexuality. The
analysis led to the development of three overarching themes: ‘Changes to femininity, body-
image and attractiveness’; “The impact of mastectomy upon desirability within intimate and
sexual relationships’; and ‘The changed relationship and the importance of support in
adapting to mastectomy and facilitating acceptance’. These themes are discussed below.
Theme 1: Changes to Femininity, Body-Image and Attractiveness

This theme encapsulates participants’ altered body-image and femininity; causing a
profound sense of loss, a decline in erotic value, and changes to their sexual-self and identity.

Across the studies, participants described the overwhelming sense of losing their femininity
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and the alteration to their self-perception; impeding their sexuality (Arroyo & Lopez, 2011,
Fallbjork, Salander, & Rasmussen 2012; Fouladi et al., 2013; Hatcher & Fallowfield, 2003;
Karaoz, Aksu, & Kucuk, 2010; Klaeson, Sandell, & Bertero, 2011; Landmark & Wahl, 2002;
Lloyd et al., 2000; Nizamli, Anoosheh, & Mohammadi, 2011; Piot-Ziegler, Sassi, Raffoul, &
Delaloye 2010): “They had removed my femininity and my sexuality, at least a part of it”
(Fallbjork et al., 2012, p. 45). The loss of a breast was inextricably linked to losing one’s
femininity and sexuality: “I miss the sex, | miss the lust; I miss my womanliness” (Klaeson et
al., 2011, p734).

Participants’ altered body-image was described as overcoming their whole personality
and complete self (Arroyo & Lopez, 2011; Klaeson et al., 2011), leading to a critical view of
the body and themselves: “my breast is not worthy, my body is not worthy, | am not worthy”
(Arroyo & Lopez, 2011, p. 3). Additionally, mastectomy impacted upon participants’
identity and how they recognised themselves; describing feelings of abnormality and
estrangement from their bodies (Klaeson et al., 2011; Piot-Ziegler et al., 2010). It was felt
mastectomy induced depersonalisation experiences: “I didn’t recognise myself — it wasn’t me
— it was quite grotesque” (Fallbjork et al., 2012, p. 44), and “I thought 1’d never be the same
anymore. | felt weird, it was an enigma to me where | was or who | was” (Arroyo & Lopez,
2011, p. 5).

Mastectomy was also defined as a form of mutilation and handicap (Landmark &
Wahl, 2002; Piot-Ziegler et al., 2010) where a once cared-for breast was now something to be
disregarded. Participants described the importance of the areola as central to intimacy,
sensuality, and femininity (Piot-Ziegler et al., 2010) with one participant utilising a powerful
metaphor “half-finished cake” (Lloyd et al., 2000, p. 479) to describe her sense of
incompleteness after the loss of her nipples. This was connected to the grief participants

experienced. Despite surviving breast cancer, the alterations to participants’ sexuality and the
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loss associated with this was described as an experience likened to mourning (Fouladi et al.,
2013; Karaoz et al., 2010; Piot-Ziegler et al., 2010). The mutilation to the body and the
changes to participants’ sexuality challenged their sense of belonging to womanhood and
humanity, emphasising the importance of breasts and how they are inextricably linked to a
woman’s identity: “I feel that I’m not a complete woman...I am not sexually aroused. | used
to be, but now I’'m completely dead” (Karaoz et al., 2010, p. 119). Similarly, another
participant stated: “I was lamenting in the way that if you saw me you’d think I had lost a
beloved” (Fouladi et al., 2013, p. 2082). For some participants, mastectomy was appraised
as so body-modifying; it equated to being male, transforming their gendered identities:

I’m not ready to be like a boy. | was born a girl, I grew up as a girl. It’s not that the

breast is the centre of all that, but it’s a whole, it’s my femininity, it’s all organised

around it (Piot-Ziegler, 2010, p. 494).

Accordingly, mastectomy was a constant reminder of a former female-self: “When |
wake up, certainly I’ll bury my past life. For sure, it will change a lot of things” (Piot-Ziegler
etal., 2010, p. 490). Piot-Ziegler et al. (2010, p. 495) considered the sociocultural aspects of
identity within the context of mastectomy, and the parallel between this and participants’ own
reality. They narrated how the idealised feminine image within the media, as well as
negative responses from others were irrelevant in relation to breast cancer itself for some
participants. Therefore, within some of the studies participants resisted the embodied
discourses of femininity; being less concerned with their bodily changes and physical
appearance (Fallbjork et al., 2012; Fouladi et al., 2013; Piot-Ziegler et al., 2010). For
example, older participants within one study considered breasts were not integral to their

female identity and felt insulted that this was even suggested:
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She asked me if | didn’t lose my femininity, and | thought, what on earth is she talking
about! Does she think that this so-called ‘femininity’ is more important than life itself?

(Fallbjork et al., 2012, p. 45).

However, the idealised feminine image within social discourse was seen to highlight
some participants’ physical change and diminished femininity. This was reinforced in the
context of other women:

No it is that what | want — | want to be like all the others, a little. It isn’t me any longer,

this woman with only one breast. She isn’t me; | don’t feel like that. As I said, | feel

that I have left that a little bit behind... (Klaeson et al., 2011, p.734).

Participants also described the difficulty in adjusting to a new self and how mastectomy
provoked a sense of feeling unattractive (Arroyo & Lopez, 2011; Fouladi et al., 2013;
Hatcher & Fallowfield, 2003; Nizamli et al., 2011): “When | see myself, I do not feel | have
any charm, and this is a huge problem for me. | try to accept it, but | cannot” (Arroyo &
Lopez, 2011, p.3). Likewise, participants described the anguish when confronting their
altered body at both a visual and sensual level (Fouladi et al., 2013; Lloyd et al., 2000; Piot-
Ziegler et al., 2010): “I cannot really explain how you feel, but I must admit a certain
aversion. It seems as though it [the body] was not yours, because first of all you have no
sensations anymore” (Piot-Ziegler et al., 2010, p. 491). Accordingly, some participants
avoided looking at themselves due to the humiliation and shame they experienced (Arroyo &
Lopez, 2011; Fallbjork et al., 2012; Fouladi et al., 2013; Hatcher & Fallowfield, 2003),
hindering the process of acceptance (Fallbjork et al., 2012).

In order reconcile the shame and sense of disfigurement some participants concealed

their mastectomy by dressing modestly or through aesthetic techniques. Participants
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considered breast reconstruction was a necessary pre-requisite (Fallbjork et al., 2012; Fouladi
et al., 2013; Landmark & Wahl, 2002) for being reinstated as a woman and a person: “I
would die without breasts; | could never live without breasts” (Fallbjork et al., 2012, p. 45).
The use of prosthesis, reconstruction and bra-filling was utilised as a means to restore the
ideal feminine appearance (Fallbjork et al., 2012; Fouladi et al., 2013; Klaeson et al., 2011;
Landmark & Wahl, 2002; Piot-Ziegler et al., 2010). Participants viewed prosthesis and
reconstruction as integral in the adaptation to breast cancer and the reorganisation to one’s
body-image after mastectomy (Fallbjork et al., 2012; Fouladi et al., 2013; Landmark & Wahl,
2002; Piot-Ziegler, et al., 2010). Strikingly, for one participant breast reconstruction was
associated with the successful treatment of breast cancer: “I have never thought about getting
my breast reconstructed until now. Getting better is the most important goal” (Landmark &
Wahl, 2002, p. 117), alluding to the importance of breasts in regaining the self as a person
and one’s sexual identity. However, other participants considered breast reconstruction
would be difficult to integrate into their sense of self and body-image (Arroyo & Lopez,
2011; Hatcher & Fallowfield, 2003; Piot-Ziegler et al., 2010). Participants explained
reconstructed breasts would feel foreign: “Like they’re not me” (Hatcher & Fallowfield,
2003, p.4), ‘strange’ and “different’: “Yes, but your breast won’t be there anymore” (Piot-
Ziegler et al., 2010, p. 499).
Theme 2: The Impact of Mastectomy upon Desirability within Intimate and Sexual
Relationships

This theme refers to participants’ reduced sense of desirability within intimate and
sexual relationships. All studies reported on the sexual dysfunction after mastectomy, for
example: “until my wounds were healed and following chemotherapy, we did not have sexual
activity...” (Cebeci, Yangin & Tekeli, 2010, p. 259). However, in a broader sense the sexual

problems experienced were linked to the alterations in body-image which participants’
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appeared overwhelmed and self-critical of. This impeded their ability to engage intimately
with their partners: “Breast cancer treatment changed the way | looked and | constantly catch
myself having critical thoughts about my looks. Our sex life has totally died” (Nizamli et al.,
2011, p.483).

Participants commented on how mastectomy appeared to not only undermine the
aesthetic of the body but also undermined their sense of self; leading to inwardness,
insecurity (Hatcher & Fallowfield, 2003; Klaeson et al., 2011) and detachment from oneself
due to the physical transformation that had taken place: “One part of my uneasiness was that |
was feeling like a monster, Frankenstein”. (Piot-Ziegler et al., 2010, p. 493). Arroyo and
Lopez (2011, p. 5) state this form of detachment from oneself can deter women from
engaging intimately; referring to this as “asexuality”. Participants described how undesirable
they felt which related to how desire was reciprocated: “If I’m desirable, then | feel desire...1
desire him because he desires me” (Arroyo & Lopez, 2011, p.4). Accordingly, participants
actively avoided intimacy (Cebeci et al., 2010) in order to avoid possible humiliation and
rejection within intimate relationships: “Well, as for me, | don’t dramatise [I hide] the
situation, also to protect myself...and to protect others” (Piot-Ziegler et al., 2010, p.496).
Arroyo and Lopez (2011) state that this can be understood as a way to circumvent receiving a
negative image from others and avoiding a “mirror” (p. 3) of themselves, which would make
difficult the gaze of their partners (Piot-Ziegler et al., 2010). This was associated with the
diminished sense of womanliness experienced by participants: “But it’s not him that’s got the
problem, it’s me. | don’t feel as if I’'m a woman, or attractive anymore...” (Lloyd et al.,
2000, p. 479). Similarly, one participant stated: “Now | have a feeling of losing something
on one side of my chest. | feel uncomfortable if my husband touches my chest. It has

considerably influenced my interest in sexual activity” (Wang et al., 2013, p. 4).
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For many participants, how they perceived themselves related to others’ interpretation
of them (Arroyo & Lopez, 2011; Piot-Ziegler et al., 2010). Specifically, participants’
appraisal of themselves was directly associated to inter-subjectivity: “I felt people had
changed their perception of me” (Arroyo & Lopez, 2011, p. 4). Participants felt their body-
image was reflected within their surroundings, with their appearance being described through
the evaluation of others (Klaeson et al., 2011). This induced feelings of degradation in
relation to others: “You are caught. When you don’t like and can’t stand yourself, you can’t
imagine that others can stand you either. 1 feel rotten” (Landmark & Wahl, 2002, p.116).
One participant commented on the sense of repulsion she felt from her partner: “There is a
difference between my love life before and today...My husband can’t seem to touch me
above the waist — that’s how | feel, but he says that he doesn’t touch me because he’s afraid
of hurting me” (Karaoz et al., 2010, p. 119).

Participants considered breasts were pivotal in the “games of attraction between men
and women” (Arroyo & Lopez, 2011, p.6). As such, mastectomy altered the dynamics and
interactions with other men and felt “less flirtatious’ as sexual attraction and participants’
capacity to seduce was impeded (Arroyo & Lopez, 2011; Klaeson et al., 2010). Accordingly
participants felt certain this would disadvantage them in pursuing relationships: “You can’t
help but imagine staying alone for the rest of your life...1 felt disadvantaged compared to
other women, It gives me a certain feeling of insecurity for my life in the future (Piot-Ziegler
etal., 2010, p. 497). Equally, another participant stated: “But | felt that if it would go to hell
with my husband — who else would want me? Nobody wants someone like me” (Klaeson et
al., 2011, p.734).

In light of this, some participants felt reconstruction would be the only way they
would remain intimate (Fouladi et al., 2013; Landmark & Wahl, 2002; Fallbjork et al., 2012):

“[If reconstruction were not possible] | would certainly have nobody in my bed anymore”
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(Piot-Ziegler et al., 2010, p. 497). However, this was not a shared experience amongst all
(Fallbjork et al., 2012) with some participants considering reconstruction or prosthesis as a
form of deception:

I was walking down the street and several men were looking at my breasts, | thought |

was wearing the prosthesis. A man looks at two boobs as it’s feminine. They look at

you but you know they’re looking at something inexistent; it’s a lie and you feel bad

(Arroyo & Lopez, 2011, p.5).

Theme 3: The Changed Relationship and the Importance of Support in Adapting to
Mastectomy and Facilitating Acceptance.

This theme refers to the ensuing difficulties and changes within intimate relationships,
as well as the role of a supportive partner in facilitating adaptation to mastectomy and
participants’ altered body-image. Participants were very self-aware and sensitive within
intimate relationships, fearing “not being able to attract him” (Arroyo & Lopez, 2011, p. 4).
Mastectomy placed challenges during intimacy where participants were less spontaneous or
would ‘keep the room dark’ (Cebeci et al., 2010; Fallbjork et al., 2012). Participants were
also reluctant to expose themselves: “I had sex with my husband wearing a shirt and a bra. |
could not allow him to see so. I did not like me” (Arroyo & Lopez, 2011, p.4; Lloyd et al.,
2000). For many participants, an altered body-image and changes in sexual well-being
caused conflict and breakdown within relationships (Fallbjork et al., 2012; Klaeson et al.,
2011; Wang et al., 2013). Within one study, partners refused to touch participants’
reconstructed breasts, or discuss their emotions and thoughts with them which interfered with
their sex life (Hatcher & Fallowfield, 2003). One participant stated:

Well for my part...I suppose it was less and less lust from my side. And then Alan said

one evening: Why do I have to seduce you? Why is it up to me to turn you on?
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Probably it is a thing you must accept, that if you get turned on, you must turn me on. |

don’t get turned on by myself (Klaeson et al., 2011, p. 733).

Within two studies it appeared breasts were integral in maintaining a marriage, as well
as the prospect of marriage (Cebeci et al., 2010; Nizamli et al., 2011), thus generating
feelings of failure in their feminine role. This even led some participants to encourage their
partners to consider extra-marital relations: “I was telling my husband that he could do that

with another woman at the times when | was very sick” (Cebeci et al., 2010, p.259).

Across many studies (Arroyo & Lopez, 2011; Fallbjork et al., 2012; Fouladi et al.,
2013; Hatcher & Fallowfield, 2003; Klaeson et al., 2011; Lloyd et al., 2000; Piot-Ziegler et
al., 2010), the response of an intimate partner was pivotal in how participants adjusted to their
altered bodies. Specifically, the role of a supportive partner through providing emotional
support and affirming responses validated participants’ femininity and sense of attractiveness
(Fallbjork et al., 2012; Lloyd et al., 2000): “I’m still a woman, and | guess that’s very much
thanks to my husband...He likes me despite what I’ve been through...He loves me as | am and
looks upon me as a woman though I have only one breast left (Fallbjork et al., 2012, p. 45).
This was seen to facilitate the reorganisation to one’s sense of self after mastectomy and
participants adjustment to their altered bodies: “My husband supported me well that I could
find myself sooner than you can imagine” (Fouladi et al., 2013, p. 2083). This led to a
change in the way participants expressed intimacy with their partners after mastectomy
(Fouladi et al., 2013; Hatcher & Fallowfield, 2003; Klaeson et al., 2011; Landmark & Wahl,
2002; Piot-Ziegler et al., 2010) and appeared accepting of this: “I have felt we have lived life
as retired people now (laughs). We are laying, holding hands, hugging and yes, yes it has

been improved” (Klaeson et al., 2011, p. 734).
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Contrastingly, disapproving responses from partners were seen to further contribute
towards a vulnerable self-image: “But when [husband] saw it, it was like, he just couldn’t
believe it. You know, he sort of, ‘Oh my God, what have you done, it’s awful, it looks
terrible’, blah, blah” Lloyd et al., 2000, p. 479). This was seen to devalue participants’ sense
of self (Arroyo & Lopez, 2011).

However, the greatest lack of support experienced appeared in relation to health
professionals (Karaoz et al., 2010; Landmark & Wahl, 2002; Lloyd et al., 2000; Wang et al.,
2013). Some participants stated they were unaware of how mastectomy would affect their
sexuality and felt unprepared. Participants also described the isolation they encountered and
felt professionals avoided discussions pertaining to sexuality: “When we visit the clinics,
neither doctors nor nurses actively give suggestions on sex to us...we are ashamed to talk
about sex with other people as we are afraid they will laugh at us” (Wang et al., 2013, p. 5).

Discussion

The aim of the current meta-synthesis was to understand and provide a comprehensive
understanding regarding the impact of mastectomy upon a woman’s sexuality. This
understanding was achieved through the higher-order interpretations of twelve qualitative
studies from which three overarching themes were obtained. These themes captured the
impact of mastectomy upon a woman’s physical integrity, the meaning of this in relation to
her sense of self, as well as how mastectomy poses a challenge to one’s gendered identity and
sense of femininity. Moreover, the themes also described the undesirability and diminished
feelings of attractiveness women experienced due to their altered body-image, leading to
inwardness and insecurity and adverse consequences upon intimate relationships. The
themes also encapsulate how a woman appraises her sexuality both intrapersonally and
interpersonally after mastectomy. Overall, the findings of the current review highlight how

sexual functioning is affected by the indirect experiences a woman undergoes after
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mastectomy and has demonstrated the importance of an intimate partner’s support and
acceptance of a woman’s altered body after mastectomy. Moreover, the meaning and
experience of mastectomy upon one’s sexuality appeared inseparable from what it means to
be identified as a woman.

Despite the apparent consequences of mastectomy on the material aspects of
sexuality, the findings of the current synthesis emphasise the erotic value of breasts and how
integral they are in validating ‘the female position’, sexuality and womanhood. The meaning
associated with the body after mastectomy altered (which was once considered ‘sexual’),
triggering experiences of repulsion. Specifically, the findings suggest that the disruption to a
woman’s sense of self and femininity leads to a successive cycle of thoughts regarding her
undesirability and unworthiness; hindering her ability to remain intimate. That is, how a
woman perceives and appraises herself after mastectomy facilitates intimacy. The findings
indicate an intimate partner can facilitate this process of adaptation to an altered body
positively through support and understanding. This can assist the reorganisation to a
woman’s identity and confirm her attractiveness and sense of femininity after mastectomy, as
well as exploration of changes to ways in expressing sexuality.

Research suggests alterations to one’s body-image after breast cancer poses as one
of the most difficult challenges after mastectomy (Al-Ghazal et al., 2000). The profound
sense of loss, the challenge to a woman’s physical integrity and femininity, self-esteem and
confidence considerably affected women’s body-image within the current review. This
highlighted how a woman’s body-image is fundamentally associated with self-appraisal and
self-concept. The loss women experienced within the current review resulted in them
devaluing themselves as a whole. A reduction in self-esteem led to introversion and personal
discomfort, thus negatively altering a woman’s experience of and conflict within sexual

relationships.
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Furthermore, literature indicates gender-role socialisation can influence the
construction of body-image which is then integrated into self-concept (Carlock, 1999).
Gender-role socialisation refers to the ‘standards’ of beauty and behaviour. Overt and covert
sources of information influence societal ideals regarding what constitutes ‘beauty’ in order
to gain approval and instil feelings of worth within women (Boquiren, Esplen, Wong, Toner,
& Warner, 2013). Within the current review, this appeared to be quite salient with some
women appraising and constructing their body-image around the evaluation of others and
hegemonic discourses. As such, they reported their altered bodies challenged the hegemonic
discourses that prevailed in society regarding femininity and sexuality which resulted in
avoiding the male gaze and feeling devalued. For these women, reconstruction was integral
in restoring the ideal feminine image. Additionally, a woman’s mental image of her body
was directly associated with inter-subjectivity. This supports social psychology literature,
which proposes self-concept and one’s own perspective is often positioned within the other
person (Decety & Sommerville, 2003). Conversely, others (namely older participants)
resisted the societal ideals of femininity by positioning survival over bodily appearance. It is
possible this finding reflects cultural and medical discourses pertaining to the ageing female
body which positions older age as a time of sexual inactivity and a loss of femininity (Ussher,
Perz, & Parton, 2015).

Despite this, many women within the current review viewed mastectomy as an
attack on their femininity. It was apparent that the ‘intact’ body was pivotal in the disposition
of the body in relation to feeling attractive, feeling connected to humanity and women’s sense
of belonging. These interpretations were thought to be crucial in feeling confident and
desirable towards a man. The body destruction following mastectomy was considered to
provoke negative feelings and identity transformation in women; disrupting the view of

themselves and causing a breakdown within relationships.
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In addition, the concept of identity was associated with a woman’s physical
integrity. Similarly, the body and self are thought be closely intertwined, as one feminist
theorist states: “to be present in the world implies strictly that there exists a body which is at
once a material thing in the world and a point of view towards the world” (Beauvoir, 1949, as
cited in Moi, 2008, p. 180). The body is considered to represent one to the world and is
therefore subject to meanings, symbols and messages (Gilleard & Higgs, 2013). This
compelled women within the current review to question various dimensions of their identities
at the physical, relational, social and symbolic level (Piot-Ziegler et al., 2010).

Erikson (1968) proposed a model of female identity development which suggests a
woman’s identity is attained through intimacy which is integral in feeling worthy and
complete. Therefore, a woman’s identity is based upon her relationship with her partner.
However, the ramification of this is that a woman’s sense of self and worth is reliant upon
this intimate relationship. Within the current review, women placed their sense of
desirability in the context of the “other’ (her partner) supporting this and highlighted the role
of an intimate partner in validating a women’s sense of self.

The cultural context of the current findings appears to place great importance upon
the female body and sexuality, overriding other aspects of femininity (Parton et al., 2015).
This again reflects the societal discourses in which women in the current study placed their
experiences within casting themselves as ‘asexual’ (Arroyo & Lopez, 2011). These
discourses create obstacles for women socially which are often difficult to negotiate (Perz &
Ussher, 2008) and further complicates how a woman adjusts to her altered body after
mastectomy.

Clinical Implications
The findings of the current review provide important information in facilitating

clinicians and healthcare professionals to understand the needs of this population. Breast
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cancer services should remain aware of the couple as a mutual system upon which
mastectomy can have adverse effects. Services should ensure the routine provision of
information regarding the adverse effects of mastectomy upon a woman’s sexuality to better
prepare couples for these changes, as this is considered helpful in facilitating one’s
psychological adjustment to cancer (Gotcher, 1995). Clinicians need to enquire and probe
cautiously for sexual concerns with women (Schover, 2008). Critical to this is the
importance of clinicians in maintaining their clinical skills in matters concerning the
discussion of sexuality within consultations sensitively. Moreover, it is important for
professionals to establish a woman’s values prior to surgery which can help inform treatment
choices; considering more conservative procedures which are considered to preserve a
woman’s femininity and sexuality.

The findings also highlight the importance of an intimate partner in validating a
woman’s sexual desirability and femininity. Access to therapeutic support and recognising
where specialist psychosexual therapy and services may be warranted is also vital which
would enable couples to maintain interpersonal discussions and also encourage dialogue
between a woman, her altered body, and her partner (Loaring et al., 2015). Equally, referring
couples to sexual discovery courses (forums that explore the expression of human sexuality)
to explore alternative ways of engaging in sexual activity after mastectomy should also be
considered. Specific advice on how to resume intimacy would be useful, including how
couples feel regarding nudity after mastectomy, or how to disguise mastectomy with breast
prosthesis or lingerie.

Moreover, psychological interventions should also include approaches that target
altered body-image and feelings of estrangement for women after mastectomy. Interventions
that aid women to redefine standards of attractiveness and feminine ideals that are achievable

within the context of mastectomy, and less focused on hegemonic discourses may reduce the
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negative self-concept women may assume after surgery. This could promote identity
reorganisation after mastectomy. Providing a forum for women to express their concerns and
distress can also enhance their ability to cope with sexual changes (Carlick & Biley, 2004).

The current findings also emphasise the need to consider the option of
reconstruction at an individual level, based upon a woman’s values, attitudes and the meaning
associated with breasts, as reconstruction was not consistently shown to overcome a woman’s
sense of loss within the current review. It is equally vital to manage the expectations of
reconstruction as the results can often be less than optimum.

Study Limitations and Recommendations for Future Research

Within the current review, three studies were conducted within the Middle East
(Cebeci et al., 2010; Karaoz et al., 2010; Nizamli et al., 2011). Interestingly, these studies
focused predominantly on the lack of sexual activity as opposed to the personal impact of
mastectomy upon women’s femininity. This may reflect the cultural discourses that pervade
within these cultures where women may conceptualise their sexuality and breasts within the
‘female duty’ and fertility/motherhood frameworks. Moreover, within the Cebeci et al.
(2010) study women reported on how they would refrain from initiating sexual activity.
However, the cultural constraints these women live amongst consider women should remain
reserved and modest with their sexuality. Therefore, it is possible that even in the absence of
mastectomy; these women would not initiate sexual activity.

Additionally, the studies reviewed included women who had undergone other
treatments after mastectomy (chemotherapy or radiation therapy) and did not take into
consideration the length of time post-mastectomy. In relation to the latter, it is possible the
women interviewed soon after the procedure may not have adjusted to the reorganisation that
ensues after mastectomy. Therefore the results may be time-specific and not accurate of

women’s experiences over a longer period of adjustment and acceptance. With regard to the
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former, it is possible that additional treatments can further complicate how and if a woman
engages in sexual activity.

The relatively small sample of studies included within this review can be considered
as a limitation, however, Sandelowski, Docherty and Emden (1997) argue that considering a
larger sample size can prevent the depth of analysis required within qualitative research.
Therefore, the sample has been considered as suitable in allowing the researcher to immerse
herself within the data to produce a sufficiently rich level of analysis.

Future researchers may wish to explore the sexual experiences of women who
undergo bilateral/contralateral prophylactic mastectomy. In the context of a genetic
disposition it is possible that these women are better prepared for the changes after
mastectomy. Moreover, research in this area focuses predominantly upon heterosexual
women and couples, however there is a growing national health interest to understand the
impact of mastectomy upon one’s sexuality within sexual minority women (lesbian and
bisexual). Female sexuality should be understood outside of the heterosexual view.
Conclusions

The current meta-synthesis has explored beyond the physical implications of sexuality
after mastectomy. The review provides a higher-order understanding which elucidates the
impact of mastectomy upon one’s gendered identity, the personal meaning and experience of
this, as well as the impact of this upon intimate relationships. It is the impact upon the loss of
a woman’s femininity which is seen to generate feelings of undesirability in women and
impede sexual activity. The review highlights the importance of an intimate partner’s support

and the value of breasts in maintaining intimacy and confirming a woman’s sense of self.



MASTECTOMY AND SEXUALITY 1-28

References
* Denotes the studies that have contributed towards the meta-synthesis

Al-Ghazal, S.K., Fallowfield, L., & Blamey, R.W. (2000). Comparison of
psychological aspects and patient satisfaction following breast conserving surgery, simple
mastectomy and breast reconstruction. European Journal of Cancer, 36, 1938-1943. Doi:
10.1016/S0959-804900197-0

Andrezjczak, E., Markocka-Maczka, K., & Lewandowski., A. (2013). Partner
relationships after mastectomy in women not offered breast reconstruction. Psycho-
oncology, 22, 1653-1657. Doi: 10.1002/pon.3197

Arndt, V., Stegmaier, C., Ziegler, H., Brenner, H. (2008). Quality of life over 5 years
in women with breast cancer after breast-conserving therapy versus mastectomy: a
population-based study. Journal of Cancer Research and Clinical Oncology, 134, 1311-
1318. Doi: 10.1007/s00432-008-0418-y

*Arroyo, J.M.G., & Lopez, M.L.D. (2011). Psychological problems derived from
mastectomy: A qualitative study. International Journal of Surgical Oncology, 11, 1-8. Doi:
10.1155/2011/132461

Baucom, D.H., Porter, L.S., Kirby, J.S., Gremore, T.M., & Keefe, F.J. (2006).
Psychosocial issues confronting young women with breast cancer. Breast Disease, 23, 103-
113. Retrieved from: http://www.ncbi.nlm.nih.gov/pubmed/16823173

Boehmke, M.M., & Dickerson, S.S. (2005). Symptom, symptom experiences and
symptom distress encountered by women with breast cancer undergoing current treatment
modalities. Cancer Nursing, 28, 382-389. Doi: 10.1097/00002820-200509000-00008

Bondas, T., & Hall, E.O.C. (2007). Challenges in approaching meta-synthesis

research. Qualitative Health Research, 17, 113-121. Doi: 10.1177/1049732306295879


http://dx.doi.org/10.1097/00002820-200509000-00008

MASTECTOMY AND SEXUALITY 1-29

Boquiren, V.M., Esplen, M.J., Wong, J., Toner, B., & Warner, E. (2013). Exploring
the influence of gender-role socialisation and objectified body consciousness on body image
disturbance in breast cancer survivors. Psycho-Oncology, 22, 2177-2185.
Do0i:10.1002/pon.3271

Brandberg, Y., Malm, M., Blomgvist, L.A. (2000). Prospective and randomised
study, “SVEA”: Comparing effects of three methods for delayed breast reconstruction on
quality of life, patient-defined problem areas of life, and the cosmetic result. Plastic and
Reconstructive Surgery, 105, 66-74. Doi: 10.1097/00006534-200001000-00011

Britten, N., Campbell, R., Pope, C., Donovan, J., Morgan, M., & Pill, R. (2002).
Using meta-ethnography to synthesise qualitative research: a worked example. Journal of
Health Services Research and Policy, 7, 209-215. Doi: 10.1258/135581902320432732

Caldon, L.J.M., Walters, S.J., Reed., J.A., Murphy, A., Worley, A., & Reed, M.W.R.
(2005). Case-mix fails to explain variation in mastectomy rates: management of screen-
detected breast-cancer in a UK region 1997-2003. British Journal of Cancer, 92, 55-59.
Doi: 10.1038/sj.bjc.6602264

Carlick, A., & Biley, F.C. (2004). Thoughts on the therapeutic use of narrative in the
promotion of coping in cancer. European Journal of Cancer Care, 13, 308-317. Doi:
10.1111/j.1365-2354.2004.00466.x

Carlock, C.J. (1999). Enhancing Self-Esteem. Routledge: New York

*Cebeci, F., Yangin, H.B., & Tekeli, A. (2010). Determination of changes in the
sexual lives of young women receiving breast cancer treatment: A qualitative study. Sex
Disability, 28, 255-264. Doi: 10.1007/s11195-010-9169-1

Decety, J., & Sommerville, J.A. (2003). Shared representations between self and
other: a social cognitive neuroscience view. TRENDS in Cognitive Sciences, 7, 527-533.

Doi: 10.1016/j.tics.2003.10.004


http://dx.doi.org/10.1258/135581902320432732

MASTECTOMY AND SEXUALITY

Didier, F., Radice, D., Gandini, S., Bedolis, R., Rotmensz, N., Maldifassi, A.,
Santillo, B., Luini, A...Petit., J.Y. (2009). Does nipple preservation in mastectomy improve
satisfaction with cosmetic results, psychological adjustment, body image and sexuality?
Breast cancer Research and treatment, 118, 623-633. Doi: 10.1007/s10549-008-0238-4

Ditsch, N., Bauerfeind, 1., Vodermaier, A., Tripp, C., Lohrs, B., Toth, B., Himsl, 1.,
Graeser, M., Harbeck, N., & Lenhard, M. (2013). A retrospective investigation of women’s
experience with breast reconstruction after mastectomy. Archives of Gynecology and
Obstetrics, 287, 555-561. Doi: 10.1007/s00404-012-2590-1

Dixon-Woods, M., Booth, A., & Sutton, A.J. (2007). Synthesizing qualitative
research : a review of published reports. Qualitative Research, 7, 375-422. Doi:
10.1177/1468794107078517

Dizon, D.S., Suzin, D., & Mcllvenna, S. (2014). Sexual health as a survivorship issue
for female cancer survivors. The Oncologist, 19, 202-210. Doi: 10.1634/theoncologist.2013-
0302

Erikson, E. H. (1968). Identity: Youth and crisis. New York: Norton

Fallbjork, U., Rasmussen, B.H Karlsson, S., & Salander, P. (2013). Aspects of body
image after mastectomy due to breast cancer — A two-year follow-up study. European
Journal of Oncology Nursing, 17, 340-345 Doi: 10.1016/j.ejon.2012.09.002

*Fallbjork, U., Salander, P., & Rasmussen, B.H. (2012). From "no big deal" to "losing
oneself": different meanings of mastectomy. Cancer Nursing, 35, 41-48. Doi:
10.1097/NCC.0b013e31823528fh.

Figueireedo, M.1., Fries, E., Ingram, K.M. (2004). The role of disclosure patterns and
unsupportive social interactions in the well-being of breast cancer patients. Psycho-oncology,

13, 96-105. Doi: 0.1002/pon.717

1-30


http://dx.doi.org/10.1016/j.ejon.2012.09.002

MASTECTOMY AND SEXUALITY 1-31

Flynn, K.E., Reese, J.B., Jeffery, D.D., Abernethy, A.P., Lin, L., Shelby, R.A., Porter,
L.S., Dombeck, C.B., & Weinfurt, K.P. (2012). Patient experiences with communication
about sex during and after treatment for cancer. Psycho-Oncology, 21, 594-601.
Do0i:10.1002/pon.1947

Fobair, P., Steward, S.L., Chang, S., D’Onofrio, C., Banks, P.J., & Bloom, J.R.
(2006). Body image and sexual problems in young women with breast cancer. Psycho-
oncology, 15, 579-594. Doi: 10.1002/pon.991

*Fouladi, N., Pourfarzi, F., Ali-Mohammadi, H., Masumi, A., Agamohammadi, M., &
Mazaheri, E. (2013). Process of Coping with Mastectomy: a Qualitative Study in Iran. Asian
Pacific Journal of Cancer Prevention, 14, 2079-2084. Doi: 10.7314/APJCP.2013.14.3.2079

Garrusi, B., & Faezee, H. (2008). How do Iranian women with breast cancer
conceptualise sex and body image? Sexuality and Disability, 26, 159-165. Doi:
10.1007/s11195-008-9092

Gilbert, E., Ussher, J.M., & Perz, J. (2010). Sexuality after breast cancer: A review.
Maturitas, 397-407. Doi: 10.1016/j/maturitas.2010.03.027

Gilleard, C., & Higgs, P. (2013). Ageing, Corporeality and Embodiment. London:
Anthem Press

Gotcher, J. (1995). Well-adjusted and maladjusted cancer patients: An examination
of communication variables. Health Communication, 7, 21-33. Doi:
10.1207/s15327027nhc07012

*Hatcher, M.B., & Fallowfield, L.J. (2003). A qualitative study looking at the
psychosocial implications of bilateral prophylactic mastectomy. The Breast, 12, 1-9. Doi:

10.1016/S0960-9776(02)00135-2


http://dx.doi.org/10.1002/pon.991

MASTECTOMY AND SEXUALITY 1-32

Helgeson, V., Snyder, P., & Seltman, H. (2004). Psychological and physical
adjustment to breast cancer over 4 years: ldentifying distinct trajectories of change. Health
Psychology, 23, 3-15. Doi: 10.1037/0278-6133.23.1.3

Hordern, A.J., & Street, A.F. (2007). Let’s talk about sex: Risky business for cancer
and palliative care clinicians. Contemporary Nursing, 27, 49-60. Doi:
10.5172/conu.2007.27.1.49

Huber, C., Ramnarace, T., & McCaffrey, R. (2006). Sexuality and intimacy issues
facing Women with Breast cancer. Oncology Nursing Forum, 33, 1163-1167. Doi:
10.1188/06.0NF.1163-1167

Isern. A. E., Tengrup, I., Loman, N., Olsson, H., & Ringberg, A. (2008). Aesthetic
outcome, patient satisfaction, and health-related quality of life in women at high risk
undergoing prophylactic mastectomy and immediate breast reconstruction. Journal of
Plastic, Reconstructive and Aesthetic Surgery, 61, 1177-1187. Doi:10.1016/j.bjps.2007.08.
006

Kalaitzi, C., Papadopoulos, V.P., Michas, K., Vlasis, K., Skandalakis, P., & Fillippo,
D. (2007). Combined brief psychosexual intervention after mastectomy: Effects on sexuality,
Body image, and Psychological well-being. Journal of Surgical Oncology, 96, 235-240.
Doi: 10.1002/js0.20811

*Karaoz, B., Aksu, H., & Kucuk, M. (2010). A qualitative study of the information
needs of premenopausal women with breast cancer in terms of contraception, sexuality, early
menopause, and fertility. International Journal of Gynaecology and Obstetrics, 108, 118-
120. Doi: 10.1016/j.ijgo0.2009.11.027

*Klaeson, K., Sandell, K., & Bertero, C.M. (2011). To feel like an outsider: focus
group discussions regarding the influence on sexuality caused by breast cancer treatment.

European Journal of Cancer Care, 20, 728-737. Doi: 10.1111/].1365-2354.2011.01239.x


http://dx.doi.org/10.1037/0278-6133.23.1.3

MASTECTOMY AND SEXUALITY

Kneece, J.C. (2003). Helping your mate face breast cancer. Colmbia, SC: Edcare
Publishing.

Kudel, I., Edwards, R., Raja, S., Haythornwaite, J., & Heinberg, L.J. (2014). The
association of perceived partner-related social support with self-reported outcomes in women
post-mastectomy. Journal of Health Psychology, 13, 1030-1039. Doi:
10.1177/1359105308097968

*Landmark, B.T., & Wahl, A. (2002). Living with a newly diagnosed breast cancer: a
qualitative study of ten women with newly diagnosed breast cancer. Blackwell Science
Limited.

*Lloyd, S.M., Watson, M., Oaker, G., Sacks, N., Querci Della Rover, U., & Gui, G.
(2000). Understanding the experience of prophylactic bilateral mastectomy: A qualitative
study of ten women. Psycho-Oncology, 9, 473-485. Doi: 10.1002/1099-1611

Loaring, J.M., Larkin, M., Shaw, R., Flowers, P. (2015). Renegotiating sexual
intimacy in the context of altered embodiment: The experiences of women with breast cancer
and their male partners following mastectomy and reconstruction. Health Psychology, 34,
426-436. Doi: 10.1037/hea0000195

MacBride, M.B., Neal, L., Dilaveri, C.A., Sandhu, N.P., Hieken, T.J., Ghosh, K.,
Wahner-Roedler, D.L. (2013). Factors associated with surgical decision-making in women
with early-stage breast cancer: A literature review. Journal of Women’s Health, 22, 236-242.
Doi: 10.1089/jwh.2012.3969

Manderson, L., & Stirling, L. (2007). The absent breast: speaking of the
mastectomied body. Feminism and Psychology, 17, 75-92. Doi: 10.1177/0959353507072913

Meyerowitz, B.E., Desmond, K.A., Rowland, J.H., Wyatt, G.E., & Ganz, P.A. (1999).
Sexuality following breast cancer. Journal of Sex and Marital therapy, 25, 237-250.

Doi: 10.1080/00926239908403998

1-33


http://dx.doi.org/10.1002/1099-1611(200011/12)9:6%3C473::AID-PON490%3E3.0.CO;2-T
http://dx.doi.org/10.1177/0959353507072913
http://dx.doi.org/10.1080/00926239908403998

MASTECTOMY AND SEXUALITY

Moi, T. (2008). Simone de Beauvoir. The making of an intellectual woman. Oxford
university press.

Moyer, A. (1997). Psychological outcomes of breast-conserving surgery versus
mastectomy: A meta-analytic review. Health Psychology, 16, 284-298. Doi: 10.1037/0278-
6133.16.3.284

Neto, S.M., Menezes, M, V., Moreira, J.R., Garcia, E.B., Abla, L.E.F., & Ferreira,
L.M. (2013). Sexuality after breast reconstruction post mastectomy. Aesthetic Plastic
Surgery, 37, 643-647. Doi: 10.1007/s00266-013-0082-8

*Nizamli, F., Annosheh, M., & Mohammadi, E. (2011). Expereinces of Syrian
women with breast cancer regarding chemotherapy: A qualitative study. Nursing and health
Sciences, 13, 481-487. Doi: 10.1111/j.1442-2018.2011.00644.x

Noblit, G., & Hare, R. (1988). Meta-ethnography: Synthesising qualitative studies.
London: Sage

Parton, C.M., Ussher, J.M., & Perz, J. (2015). Women’s construction of embodiment
and abject sexual body after cancer. Qualitative Health Research, 3, 1-14. Doi:
10.1177/1049732315570130

Perry, S., Kowalski, T.L., Chang, C.H. (2007). Quality of life assessment in women
with breast cancer: benefits, acceptability and utilization. Health and Quality of Life
Outcomes, 5, 1-14. Doi: 10.1186/1477-7525-5-24

Perz, J., & Ussher, J.M. (2008). The horror of this living decay: women’s negotiation
and resistance of medical discourses around menopause and midlife. Women’s Studies
International Forum, 31, 293-299. Doi: 10.1016/j.wsif.2008.05.003

*Piot-Ziegler, C., Sassi, M.L., Raffoul, W., Delaloye, J.F. (2010). Mastectomy, body
deconstruction, and impact on identity: A qualitative study. British Journal of Health

Psychology, 15, 479-510. Doi: 10.1348/1359/135910709X472174

1-34



MASTECTOMY AND SEXUALITY 1-35

Public Health Resource Unit (2006). CASP quality assessment questions. Retrieved
from: http://media.wix.com/ugd/dded87_29c5b002d99342f788c6ac670e49f274.pdf

Raggio, G.A., Butryn, M.L., Arigo, D., Mikorski, R., & Palmer, S.C. (2014).
Prevalence and correlates of sexual morbidity in long-term breast cancer survivors.
Psychology and Health, 29, 632-650. Doi: 1080/08870446.2013.879136

Roder, D., Zorbas, H., Kollias, J., Pyke, C., Walters, D., Campbell, I...Webster, F.
(2013). Factors predictive of treatment by Australian breast surgeons of invasive female
breast cancer by mastectomy rather than breast conserving surgery. Asian Pacific Journal of
Cancer, 14, 539-545. Doi: 10.7314/APJCP.2013.14.1.539

Rowland, E., & Metcalfe, A. (2014). A systematic review of men’s experiences of
their partner’s mastectomy: coping with altered bodies. Psycho-Oncology, 1-12. Doi:
10.1002/pon.3556

Sandelowski, M., & Barroso, J. (2003). Classifying the findings in qualitative studies.
Qualitative Health Research, 13, 905-923. Doi: 10.1177/1049732303253488

Sandelowski, M., Docherty, S., & Emden, C. (1997). Focus on qualitative methods.
Qualitative meta-synthesis: Issues and techniques. Research in Nursing Health, 20, 365-371.
Retrieved from: http://www.researchgate.net/publication/13963089 Focus_on_Qualitative
_Methods_Qualitative_Metasynthesis_Issues_and_Techniques

Schmidt C.E., Bestman B., Kuchler, T., Longo, W.E., & Kremer, B. (2005). Ten-year
historic cohort of quality of life and sexuality in patients with rectal cancer. Diseases of the
Colon and Rectum, 48,483-492. Doi: 10.1007/s10350-004-0822-6

Schover, L.R. (2008). The impact of breast cancer on sexuality, body-image, and
intimate relationships. Cancer Journals for Clinicians, 2, 112-120. Retrieved from:

http://onlinelibrary.wiley.com/doi/10.3322/canjclin.41.2.112/pdf


http://dx.doi.org/10.1177/1049732303253488

MASTECTOMY AND SEXUALITY

Sivell, S., Elwyn, G., Edwards, A., & Manstead, A.S.R. (2013). Factors influencing
the surgery intentions and choices of women with early breast cancer: The predictive utility
of an extended theory of planned behaviour. Medical Informatics and Decision Making, 13,
1-8. Doi: 10.1186/1472-6947-13-92

Skrzypulec. V., Tobor, E., Drosdzol, A., & Nowosielski, K. (2008). Biopsychosocial
functioning of women after mastectomy. Journal of Clinical Nursing, 18, 613-619.
D0i:10.1111/j.1365-2702.2008.02476.x

Ussher, J.M., Perz, J., & Parton, C. (2015). Sex and the menopausal woman; A
critical review and analysis. Feminism and Psychology, 1, 1-20. Doi:
0.1177/0959353515579735

Wai-Ming, V.M. (2002). Psychological predictors of marital adjustment in breast
cancer  patients.  Psychology, Health and Medicine, 7, 37-51. Doi:
10.1080/13548500120101540

Walsh, D., & Downe, S. (2004). Meta-synthesis method for qualitative research: a
literature review. Methodological Issues in Nursing Research, 50, 204-211.
Doi: 10.1111/.1365-2648.2005.03380.x

*Wang, F., Chen, F., Huo, X., Xu, R., Wu, L.,, Wang, J., & Lu, C. (2013). A
neglected issue on sexual well-being following breast cancer diagnosis and Treatment among
Chinese Women. PLOS one, 8, 1-7. Doi: 10.1371/journal.pone.0074473

Wilmoth, M.C. (2001). The aftermath of breast cancer: an altered sexual self.
Cancer Nursing, 24, 278-286. Doi: 10.1097/00002820-200108000-00006

Wimberly, S.R., Carver, C.S., Laurenceau, J.P., Harris, S.D., &Antoni, M.H. (2005).
Perceived partner reactions to diagnosis and treatment of breast cancer: Impact on
psychosocial and psychosexual adjustment. Journal of Consulting and Clinical Psychology,

73, 300-311. Doi: 10.1037/0022-006X.73.2.300

1-36


http://dx.doi.org/10.1186/1472-6947-13-92
http://dx.doi.org/10.1111/j.1365-2648.2005.03380.x
http://dx.doi.org/10.1037/0022-006X.73.2.300

MASTECTOMY AND SEXUALITY

Table 1
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Summary information of the studies selected for the meta-synthesis

Study

Research Question/Aim

Methodology

Participants

Arroyo & Lopez (2011)

To analyse the psychological effects of a
mastectomy.

Face-to face interviews.

An unidentified form of thematic
analysis.

Sample size: n = 46; Age: not stated;
Sex: 46 women. Setting: Spain

Breast cancer treatment
details/reconstructive surgery: All
women underwent mastectomy.

Cebeci, Yangin, & Tekeli (2010)

To identify the changes in the sexual
lives of women after breast cancer
treatment.

Semi-structured face-to-face interviews.

Content Analysis.

Sample Size: n = 8; Age: 33-42; Sex: 8
females. Setting: Turkey

Breast cancer treatment
details/reconstructive surgery: Either
modified, radical, partial, or total
mastectomy. All women receiving some
form of adjuvant therapy (chemotherapy,
radiotherapy, homonotherapy).

Fallbjork, Salander, & Rasmussen
(2012)

Investigate women’s narratives about the
impact of mastectomy on their lives and
their reflections on breast reconstruction.

Face-to-face interviews. Thematic
analysis.

Sample Size: n = 15; Age: 39-69 Sex: 15
females. Setting: Sweden

Breast cancer treatment
details/reconstructive surgery: all
mastectomy; six women underwent
breast reconstruction.

Fouladi et al. (2013)

To investigate the process of coping with
mastectomy in patients with breast
cancer.

Semi-structured face-to-face interviews.

IPA.

Sample Size: n = 20; Age: 33-71; Sex:
20 women. Setting: Iran

Breast cancer treatment details: all
mastectomy.
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Hatcher & Fallowfield (2003)

Explore attitudes and beliefs of women
at high risk of developing breast cancer
who either declined or accepted bilateral
prophylactic mastectomy (BPM).
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Semi-structured face-to-face interviews.

Qualitative Analysis using NU-DIST
Vivo software.

Sample size: n = 80; Age: 28-57; Sex: 80
women, 60 women who accepted BPM
and 20 women who declined BPM.
Setting: UK

Breast cancer treatment
details/reconstructive surgery: all 60
women underwent BPM.

Karaoz, Aksu, & Kucuk (2010)

To evaluate the information needed and
received by Turkish women with breast
cancer regarding contraception, early
menopause, infertility, fertility
preservation, and sexuality.

Face-to-face semi structured interviews.

An unidentified form of thematic
analysis.

Sample size: n = 20; Age: 21-50; Sex: 20
women. Setting: Turkey

Breast cancer treatment
details/reconstructive surgery: all
mastectomy. All women receiving some
form of adjuvant therapy (chemotherapy,
radiation therapy, or, Tamoxifen).

Klaeson, Sandell, & Bertero (2011)

To explore how middle-aged women
treated for a breast cancer

experience their sexual identity
connected to the community norms and
values in the society

Three focus groups.

Qualitative content Analysis

Sample size: n = 12; Age: 39-45; Sex: 12
women. Setting: Sweden

Breast cancer treatment
details/reconstructive surgery: Either
total or partial mastectomy. 2 women
underwent breast reconstruction. All
women receiving some form of adjuvant
therapy (Chemotherapy, Radiation
therapy, or homonotherapy).

Landmark & Wahl ( 2002)

To explore how women living with
breast cancer experience the disease.

Face-to-face in depth interviews

Grounded Theory

Sample size: n = 10; Age: 35-69; Sex: 10
women. Setting: Norway

Breast cancer treatment
details/reconstructive surgery: All
women underwent mastectomy of which
some were receiving hormone treatment
at the time of interview.
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Lloyd et al. (2000)

To obtain a detailed understanding
of the personal experiences of women
undergoing prophylactic mastectomy.
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Face-to-face semi structured interviews.

Grounded theory

Sample size: n = 10; Age: 31-51; Sex: 10
women. Setting: UK

Breast cancer treatment
details/reconstructive surgery: All
women underwent bilateral prophylactic
mastectomy, 9 of which underwent
reconstructive surgery.

Nizamli, Anoosheh, & Mohammadi
(2011)

To explore the experiences of women
with breast cancer regarding
chemotherapy after mastectomy.

Semi-structured face-to-face interviews.

Content analysis.

Sample size: n = 17; Age: 30-45; Sex: 17
women. Setting: Syria

Breast cancer treatment
details/reconstructive surgery: All
women underwent mastectomy and
received chemotherapy.

Piot-Ziegler, Sassi, Raffoul, &
Delaloye (2010)

To understand the consequences of
mastectomy on corporality and identity
in women with breast cancer.

Three semi-structured face-to-face
interviews. One at the time of
mastectomy, one before reconstruction,
and one after reconstruction.

Thematic analysis

Sample size: n = 19; Age: 37-62; Sex: 19
women. Setting: Sweden

Breast cancer treatment
details/reconstructive surgery: All
women underwent mastectomy, of which
9 had breast reconstruction.

Wang et al. (2013)

To evaluate changes to one’s sexual
well-being after breast cancer.

Mixed method study (qualitative and
guantitative). Face-to-face in-depth
interviews

An unidentified form of thematic
analysis.

Sample size: n = 20; Age: 36-50; Sex: 20
women. Setting: China

Breast cancer treatment
details/reconstructive surgery: All
women underwent mastectomy and were
receiving some form of adjuvant therapy
(chemotherapy or hormone therapy).
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Title and abstract (where
provided) reviewed for all
potentially relevant papers
Total: 924 (PsychINFO,
PsychARTICLES, Academic
search complete, Medline,
CINAHL)

A 4

v

Full text copies of remaining
papers were obtained (n = 36)

786 papers excluded due to:
e Duplicates (n = 361)
e Not meeting inclusion
criteria (n = 182)
e Not meeting exclusion
criteria (n = 345)

Figure 1

\ 4

24 papers excluded due to:
e Not meeting inclusion
criteria (n =9)
e Not meeting exclusion
criteria (n = 15)

y

Papers included in the
metasynthesis (n = 12)

Flow diagram for inclusion of papers in the meta-synthesis
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Table 2

Quality assessment of studies included in the meta-synthesis using the Critical Appraisal Skills Programme (CASP, 2006).

Study Research Recruitment Data Reflexivity Ethical Data Findings Value of the Total Score
Design Strategy Collection Issues Analysis Research (out of 24)

Arroyo & 3 2 3 1 1 2 2 3 17
Lopez (2011)
Cebeci et al. 3 2 2 1 3 2 2 3 18
(2010)
Fallbjork et al. 3 3 3 1 2 2 2 2 15
(2012)
Fouladi et al. 3 2 3 1 2 2 2 2 17
(2013)
Hatcher & 3 1 3 1 1 2 3 3 17
Fallowfield
(2003)
Karaoz et al. 3 2 3 1 1 2 2 3 17
(2010)
Klaeson et al. 3 3 3 3 3 3 3 2 23
(2011)
Landmark & 3 3 3 1 3 3 3 3 22
Wahl (2002)
Lloyd et al. 3 3 3 1 1 3 3 3 20
(2000)
Nizamli et al. 3 2 3 1 3 2 3 2 19

(2011)
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Study Research Recruitment Data Reflexivity Ethical Data Findings Value of the Total score
Design Strategy Collection Issues Analysis Research (out of 24)
Piot-Ziegler et 3 3 3 3 2 3 3 3 23
al. (2010)
Wang et al. 3 2 2 1 2 3 3 2 18

(2013)
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Table 3.

Contribution of Studies to Overarching Themes

Theme 1: A Violation to the Integrity
of the Body: The Impact of
Mastectomy upon Femininity, Body-
Image and Attractiveness

1-43

Theme 2: The Impact of Mastectomy
upon Desirability within Intimate and
Sexual Relationships

Theme 3: The Changed Relationship
and the Importance of Support in
Adapting to Mastectomy and
Facilitating Acceptance

Arroyo & Lopez (2011)

Theme: The fracture of the “imaginary
body”

Theme: The problem of ““femininity” in
the masectomised woman

Theme: Mutilation of ““the real” of the
body

Theme: The fracture of the “imaginary
body™

Theme: The problem of “femininity”” in
the masectomised woman

Theme: The fracture of the “imaginary
body”

Cebeci et al. (2010)

No directly observable themes or
comments

Theme: Intermittent penile-vaginal
intercourse

Theme: Sexual dysfunction

Theme: Sexual initiative by the male

Fallbjork et al. (2012)

Theme: Losing a breast is no big deal:
No motives for reconstructive surgery

Theme: Losing a breast means losing
oneself: Reconstructive surgery is a
necessity for being restored as a person

Theme: Losing a breast means a
wounded femininity: reconstructive
surgery will make it easier to look and
feel like a woman

Theme: Losing a breast means losing
oneself: Reconstructive surgery is a
necessity for being restored as a person

Theme: Losing a breast means losing
oneself: Reconstructive surgery is a
necessity for being restored as a person

Fouladi et al. (2013)

Theme: Reactions and problems after
loss

Theme: Reconstruction of evaluation
system

Theme: Reactions and problems after
loss

Theme: Compatibility with changes and
reorganisation

Hatcher & Fallowfield (2003)

Theme: Reconstruction

No directly observable themes or
comments

Theme: Sexual Impact

Theme: Support, Personal
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Karaoz et al. (2010)

Comment: “I feel I’m not a complete
woman...”
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Comment: “But I’m all dry during
intercourse...”

Comment: “they stated that healthcare
personnel did not talk about subjects
such as sexuality...”

Klaeson et al. (2011)

Theme: To feel different
Theme: The unruly body

Theme: Re-evaluating

Theme: Eroticism is not what it used to
be

Theme: Eroticism is not what it used to
be

Landmark & Wahl ( 2002)

Theme: The body broken and torn —
experiences related to bodily, physical
change

Theme: Loss of breast — experiences
related to female identity

Theme: Loss of breast — experiences
related to female identity

Theme: For better and worse —
experiences related to social support

Lloyd et al. (2000)

Theme: Experiencing surgery and
recovering — Maintaining womanliness,
Loss of womanliness, existing construct
of womanliness

Theme: Sexuality

Theme: Showing others
Theme: Isolation and being supported
Theme: Qualities of supportive others

Theme: Moving on: Relationship

Nizamli et al. (2011)

Theme: Psychological discomfort: Body-
image

Theme: Failure in the family role:
Sexual relationship

Theme: Social dysfunction: Lack of
marriage opportunities

Piot-Ziegler et al. (2010)

Theme: Iliness and mastectomy: A
challenge to body integrity and
corporality

Theme: Body deconstruction:
experiencing mutilation

Theme: Body deconstruction: a
challenge to a woman’s identity

Theme: Body deconstruction and
relationship to others

Theme: Body reconstruction: An identity
challenge

Theme: Re-evaluating existential
priorities and re-position one’s identity

Wang et al. (2013)

Theme: Body-image changes

Theme: Lack of sexual interest

Theme: Decrease in sexual frequency

Theme: Marital relationship

Theme: Misconceptions about sex
Theme: The need for professional
consultation



MASTECTOMY AND SEXUALITY 1-45



Running head: EXPERIENCE OF CPM

Section Two: Research Paper
The Experience and Decision-Making Process of Women with Low-to-Moderate
Risk of Contralateral Breast Cancer (CBC) who Have Chosen to Undergo a

Contralateral Prophylactic Mastectomy (CPM)

Fehmida Natha (nee. Patel)
Doctorate in Clinical Psychology

Lancaster University

All correspondence should be sent to:

Fehmida Natha (nee. Patel)

Doctorate in Clinical Psychology

Division of Health Research

Lancaster University, Furness College

Lancaster, LA14YG

email: f.patel@Ilancaster.ac.uk
fahmidanatha@hotmail.co.uk

Prepared for submission to Journal of Qualitative Health Research®

! See Appendix 4-J for ‘Author Guidelines’




EXPERIENCE OF CPM 2-2

Abstract

Rates of contralateral prophylactic mastectomy (CPM) are increasing in women who are
considered low-to-moderate risk of contralateral breast cancer, with little known regarding
the decision-making process. Accordingly, the aim of the current study was to explore the
experiences and decision-making process of women identified as low-to-moderate risk who
have undergone CPM. Six women recruited from two breast units within the UK were
interviewed utilising semi-structured interview schedules and the data were analysed using
Interpretative Phenomenological Analysis (IPA). Five themes were identified and
highlighted that women’s decision-making factors were based upon their subjective
evaluation of risk and perceived vulnerability, cosmetic, pragmatic, and psychological
reasons, embedded within various individual experiences, familial and age-related
circumstances. Clinical implications are discussed, particularly the importance of healthcare
providers considering the roles of the aforementioned factors within assessments to ensure

women’s individual needs are being addressed.

Key Words: Breast Cancer, Contralateral Risk-Reducing Mastectomy, Psychosocial Aspects
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The Experience and Decision-Making Process of Women with Low-to-Moderate Risk of
Contralateral Breast Cancer (CBC) who Have Chosen to Undergo a Contralateral
Prophylactic Mastectomy (CPM)

Breast cancer is the most prevalent form of cancer worldwide, with approximately 13
million women diagnosed annually (Yang, Zhu, & Gu, 2015). Women with unilateral breast
cancer, who present with risk factors such as mutations to the BRCA1/2 genes and have a
significant family history of breast cancer, are considered high-risk of developing
contralateral breast cancer (CBC) (Davies, Canton, & Brewster, 2015; Narod, 2010). To
minimise this risk, contralateral prophylactic mastectomy (CPM), the removal of the non-
cancerous breast after primary breast cancer is proposed as an effective prophylactic
procedure (Rebbeck et al., 2004). A recent Cochrane review (Lostumbo, Carbine, &
Wallace, 2010) supports this stating CPM is only justified for women considered high-risk as
there is no confirmed survival advantage for lower-risk category women.

Advances in medicine, namely the administration of Tamoxifen has decreased CBC
rates (Swain, 2001). However, USA statistics (currently no UK data available) indicate an
increase in CPM as a prophylactic measure across all risk categories (Murphy, Milner, &
O’Donoghue, 2013; Tuttle, Habermann, Grund, Morris, & Virig, 2007). Research suggests
these women, who are considered low-to-moderate risk, overestimate their risk of CBC
(Portschy et al., 2015). In the absence of high-risk factors, CPM appears disproportionate to
women’s treatment needs. Hence, many physicians view CPM as an excessive procedure as
the risk of these women developing CBC is between 0.5-0.7% (Spear, Carter, & Schwarz,
2004; Wood, 2009). CPM is also a controversial procedure, stimulating discussion and
raising ethical concerns regarding the removal of a healthy breast in the absence of high-risk

factors (Wood, 2009).
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There are limited clinical guidelines internationally and nationally (only one recently
published UK site-specific protocol [Basu, Ross, Evans, & Barr, 2015]) and no NICE
guidance in the UK to offer assistance to physicians for women seeking CPM who fall within
the low-to-moderate risk category. This results in a lack of uniformity in care pathways and
referral patterns across hospitals and a rise in CPM rates (Murphy et al., 2013). Additionally,
the ambiguity concerning the criteria for decision-making regarding which women qualify for
the surgery in the absence of high-risk factors, can lead to inequality in the availability of
CPM and places added responsibility onto physicians for the decision (Beesley, Holcombe,
Brown, & Salmon, 2013).

Factors Influencing the Decision to Undergo CPM

The decision to undergo CPM often ensues over an extended period of time, in which
information-seeking, evaluation and various intersecting factors are considered by the women
themselves or collaboratively with the physician. The initial diagnosis of primary breast
cancer may lead to heightened anxiety and prompt an impulsive request to physicians for
CPM (Guth et al., 2012). Women may consider their best chance at survival is by
eliminating the potential threat posed by the contralateral breast (Newman, 2014). Research
highlights a number of reasons which may influence a woman’s decision to undergo CPM.
This includes, reducing the anxiety and fear of developing CBC, perceived risk, uncertainty
about cancer, and anticipated feelings of regret (Brewster & Parker, 2011; van Dijk, van
Roosmalen, Otten, & Stalmeier, 2008). Hallowell (1998) states the decision to undergo CPM
is often made based upon the anticipated consequences upon family members, such as their
death, and the need to contain fear. However, for other women the psychological benefits of
CPM (e.g. reducing anxiety) and aesthetic reasons (e.g. the desire for symmetry) outweigh
the possible risks and fear and are integral to the decision-making process (Beesley et al.,

2013; Chagpar, 2014; Rendle, Halley, May, & Frosch, 2015).
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Psychological factors. Significant psychological benefits of CPM include the
decrease in the chronic anxiety of developing CBC and reducing the distress associated with
surveillance (Bebbington Hatcher, Fallowfield, & A’Hern, 2001; Katz & Morrow, 2013).
The role of anxiety and worry is considered pivotal in prophylactic decision-making
(Schwartz, Peshkin, Tercyak, Taylor, & Valdimarsdottir, 2005). For example, Fisher et al.
(2012) found the most commonly cited reasons motivating women to undergo CPM was the
fear of developing CBC and the belief of improving survival. Moreover, mastery over cancer
and feeling in control can also motivate women to undergo CPM (Covelli et al., 2015).

The affect heuristic in relation to cancer worry provides a useful framework for
understanding the decision-making process (Slovic, Finucane, Peter, & McGregor, 2004).
The theory hypothesises people under duress have limited mental resources and accordingly
rely more heavily on their affective responses, as opposed to reasoned judgment whilst
making decisions. McCaul and Mullens (2003) state worry may accelerate the process of
undertaking health-protective behaviours and can serve to keep an issue more salient. The
emotional arousal of worry can encourage proactive coping and provides a cue to action as
people are naturally averse to worry. Therefore, a woman who is worried about developing
CBC may choose to undertake CPM; reducing negative affect. However, this raises a
contentious debate regarding the use of CPM as a psychological coping strategy (i.e. reducing
anxiety) particularly for women considered low-to-moderate risk (Murphy et al., 2013).

Moreover, research suggests women can experience ongoing interpersonal and
intrapersonal difficulties following CPM (Altshuler et al., 2007; Frost et al., 2005; Patenaude
et al., 2008). For example, Rolnick et al. (2007) found women reported feeling less sexually
desirable and feminine after prophylactic surgery. They suggest women would benefit from
improved understanding of alternative treatment options, as well as better awareness of the

possible consequences of CPM. This includes information regarding the pain, scarring and
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physical changes resulting after the surgery. Although, the literature indicates 86.5% of
women undergoing CPM are generally satisfied with their decision (Geiger et al., 2006; van
Dijk et al., 2008), they report some dissatisfaction due to the negative consequences (e.g.
alterations to body-image, sense of femininity, and complications related to reconstruction)
(Frost et al., 2011).

Patient factors and the availability of breast reconstruction. Research suggests
women who opt for CPM are generally younger, white, and of higher educational and
socioeconomic status (Guth et al., 2012; Yakoub et al., 2015). It is thought this demographic
of women are more body conscious and more aware of the information and awareness of
CBC risk (Rippy et al., 2014). Itis possible being younger and the availability of breast
reconstruction could influence the decision to undergo CPM. Specifically, some women may
be motivated to undergo CPM for prophylactic reasons, as well as their readiness to undergo
breast reconstruction (Newman, 2014). Ashfaq et al. (2014) reviewed the medical records of
over 100,000 women with unilateral breast cancer and found the rise in CPM rates correlated
positively with breast reconstruction rates. Improved reconstructive techniques and the
increasing view of breast reconstruction as a lifestyle choice renders the option of CPM as a
prophylactic measure more acceptable to women (Ashfaq et al., 2014; Guth et al., 2012).
Optimal aesthetic results are achieved when breast reconstruction is performed bilaterally
allowing women to achieve chest wall symmetry (Murphy et al., 2013). CPM with breast
reconstruction is associated with less decision-regret (Isern, Tengrup, Loman, Olsson, &
Ringberg, 2008) and can mitigate some of the negative consequences after CPM by retaining
one’s body-image and sense of femininity (Frost et al., 2005).

Research highlights the importance of managing women’s expectations of CPM and
breast reconstruction as complications can occur post-surgery. This includes chronic pain,

cosmetic issues (e.g. scarring), and numbness and reduced sensitivity to the chest wall or
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nipples (Patenaude et al., 2008; Rosenberg et al., 2013). This indicates the importance of
education and reasoned decision-making when considering CPM.

Media and social networking influences. There is growing interest in explicating
the increasing trend in CPM rates in women considered low-to-moderate risk. High profile
figures within the media have raised the public awareness of prophylactic surgery. This may
have inadvertently led to the overestimation of CBC risk (Portschy & Tuttle, 2013). Guth et
al. (2012) suggest the aggressive advertising of breast cancer within health promotion
campaigns may have instilled fear within women. Additionally, medico-social factors such
as patient-led webpages and forums actively support CPM. This encourages women to form
set opinions about prophylactic surgery which physicians find difficult to alter. However, the
discordance between women’s perceptions regarding their risk of CBC and reality provides
an opportunity for physicians to dispel these perceptions, and facilitate the decision-making
process.

The role of the physician. Although women may feel assured in their decision to
undergo CPM, physicians may not be as certain regarding why they perform the surgery
(Katz & Morrow, 2013). Physicians often act as the gate-keepers to patient-information and
many women confirm their decision to undergo CPM within the consultation (Bedrosian &
Yao, 2015). It is important physicians equip women with information, attend to women’s
individual needs and values, and integrate the assessment of anxiety and cosmesis into their
assessment, whilst empowering women to make an informed choice.

However, physicians may not concur with the decision for women to undergo CPM
but assent to their request due to the implications upon their practice. Potentially, not
accommaodating for a woman’s preferences could compel them to consult with another
physician. This could cause a loss of future practice for the physician if the information was

made public; impeding their ability to meet national cancer targets (Katz & Morrow, 2013).
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Moreover, patient-centered care and granting patients their choices and requests is an
increasing priority within health services to ensure equity of care, enhancing Quality of Life
(QoL), and treatment satisfaction (Caldon et al., 2010). This challenges physicians;
balancing evidence-based practice by avoiding unnecessary surgery whilst managing
women’s preferences/meeting expectations (Covelli et al., 2015; Rosenberg et al., 2013).

The evidence suggests CPM rates have increased across all risk categories, indicating
reducing potential risk for CBC may not be the only influencing factor in the decision-
making process (Brewster & Parker, 2011; Tuttle et al., 2009). It is evident that there is a
need to better understand the motivations and decision-making process of women undergoing
CPM who are considered low-to-moderate risk of CBC who may shed further light on these
factors. Although quantitative research has elucidated some of the factors associated with the
decision, there is a lack of qualitative research in this area. The latter is important in
explicating the meaning, perceptions and experiences of women undergoing CPM and the
impact of the decision on one’s QoL. Undertaking this research will highlight how
physicians can better facilitate the decision-making process and lead to improved
understanding and interventions on how to best advise and support these women. This will
aid the process of forming guidelines regarding the decision-criteria for CPM and devising
helpful information for women within the low-to-moderate risk category of CBC.
Aims of the Current Research

This study aims to investigate the experiences and the decision-making process of
women who have undertaken CPM and are considered low-to moderate risk of CBC. This
includes understanding the impact of CPM on a woman’s QoL, the emotions associated with
this, and its impact upon one’s psychosocial functioning. Understanding which factors are
central to the decision-making process is also crucial. A further aim is to explore how

satisfied/dissatisfied women are with the surgery and their decision to undergo CPM. The
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study will also elucidate the reasons why some women opt for breast reconstruction after
CPM, and others do not.

Method
Design

The current study employed a qualitative design utilising semi-structured interviews.
Prior to data collection the researcher consulted with a local service-user public involvement
network who provided opinions on the overall design of the project. However, decisions
regarding the incorporation of this feedback remained with the researcher.

The data were analysed utilising Interpretative Phenomenological Analysis (IPA); an
inductive process which aims to provide an in-depth understanding of lived experiences
through the process of interpretation (Biggerstaff & Thomson, 2008; Smith, Flower, &
Larkin, 2009). Three concepts: phenomenology, hermeneutics, and idiography underpin IPA.
Phenomenology refers to the lived content of experience and how individuals make sense and
meaning of this (Smith et al., 2009). The “double hermeneutic’ refers to a two-stage
interpretation whereby the researcher interprets the meaning the participant’s place upon their
own experiences (Smith & Osborn, 2008). Idiography refers to the detailed understanding of
a specific sub-set of people, as opposed to generalising across larger populations.
Accordingly, IPA is generally characterised by a smaller sample size to allow the researcher
to identify commonalities as well as divergences across participants within a specific group
(Smith et al., 2009). Ensuring a homogenous sample is important in IPA to enable the
researcher’s interpretation to be representative of the whole sample. Thus, the current study
explored the unique experiences and decision-making process of women considered low-to-
moderate risk of CBC who had undergone a CPM. However, IPA also allows the researcher
to depict variation in experience; therefore participants’ reasons to undergo CPM with or

without reconstruction and age varied.
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Participants

Participants were recruited from two NHS breast cancer services in the North West of
England. Women were considered eligible for inclusion if they were (a) over 18 years old;
(b) had undergone CPM with or without reconstruction and considered low-to-moderate risk
of CBC; and (c) not undergoing any adjuvant treatment e.g. chemotherapy or hormone
therapy. The latter was important to consider as adjuvant treatment is associated with
physiological and psychological side effects (van den Ende, 2012) which could negatively
impact upon women’s experiences and adjustment to CPM. Additionally, it was a
requirement that women were at least over the 12 months post-surgery period. This allowed
the researcher to balance a reasonably protracted period of experience and reflection with the
ability to recall the experiences in sufficient detail. Specific criteria for exclusion were (a)
participants who had developed metastasis at the time of interview or any other major illness;
and (b) participants who did not speak sufficient English to undertake the interview due to the
limited funding available to employ interpreters. Participants’ real names were replaced with
pseudonyms to ensure confidentiality.

In total, six women were recruited and interviewed for the current study. Three
participants underwent CPM at the same time as their therapeutic mastectomy, and was a
delayed procedure for the remaining participants. Four women underwent reconstruction.
Participants were aged between 42-74 (M = 53 years) years and underwent CPM between 2-4
years prior to interview. Additional demographic information is provided in Table 1
(Appendix 2-A).

INSERT TABLE 1 HERE
Procedure
Recruitment. Psychologists working within the oncology department of the respective

sites who routinely assessed women considering CPM conducted a manual file trawl of their
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caseloads. Breast surgeons were also consulted by the psychologists, enquiring whether any
other patients had undergone CPM. Breast cancer nurses facilitated this process by accessing
the patient database to determine eligibility for the current study. A phased approach to
recruitment was employed to widen the participant pool. Stage 1, 2, and 3 involved
recruiting women from the 12-24, 24-36, and 36-48 month post-surgery bracket respectively.
If enough participants were not recruited from Stage 1, women within the following post-
surgery brackets were contacted 4 weeks after the initiation of the previous phase. For all
phases, the following process was followed.

Psychologists and breast cancer nurses identified the women who met the eligibility
criteria and sent out a study information pack containing the participant information sheet
(see Ethics Section: Appendix 4-A) and a contact sheet (Appendix 4-B) via post. If
participants wished to learn more about the study they were invited to return the contact sheet
by post, with their details so that the researcher could contact them to discuss the potential to
participate further. A date and time convenient to the participant was arranged for
participants who were willing to participate. On this date, participants signed the consent
form (Appendix 4-C) highlighting their participation was voluntary and ensuring their
anonymity.

Interviews. A semi-structured interview schedule was used to guide the interviews;
however, this was tailored according to the specific responses of participants (Appendix 4-D).
Questions focused on the decision-making process, the factors contributing towards the
decision, as well as the psychosocial impact of CPM. Interviews were conducted in either the
respective NHS site (N =1) from which participants were recruited, or at the participant’s
home (N = 5) if they preferred this. The researcher adhered to relevant lone worker policies.

All interviews were recorded using a digital audio device. Following the interviews,
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participants were provided with a debrief sheet (Appendix 4-E) together with a conversation
regarding the support they could seek if required.

Reflexivity. In order to maintain a reflective stance, a reflective diary was kept by the
researcher (Appendix 2-D) to enable thoughts and document the process, reflections and
acknowledge the researchers own influences on the data and the themes derived. Whilst the
researcher does not have a diagnosis of breast cancer, she has a first-hand family experience
of breast cancer. This was not shared with participants, however it was important to note the
impact of this upon ensuing interviews with participants.

Data Analysis

Interviews were transcribed verbatim and analysed using IPA. The researcher
undertook an iterative process by reading and re-reading the individual transcripts to
familiarise herself with each individual’s experience. Initial notations were made reflecting
the researcher’s immediate thoughts and observations which informed emerging themes.
This process was repeated across all transcripts and emergent themes were considered across
transcripts to establish connections. Emerging themes were clustered together if they were
considered to contribute towards a theme development. The principle of ‘contextualisation’
was utilised where the narrative and temporal features of themes were considered (Smith et
al., 2009). Theme clusters for individual participants were named which captured a
description of the experience (Appendix 2-B). Recurrent themes were developed into higher-
order themes which were compared with other participant’s experiences that were considered
similar in meaning and content, but also captured variation in experience. This allowed the
development of super-ordinate themes which were inclusive of all participants’ experiences.
These themes were individually titled to capture the essence of the experiences as well as the

researcher’s interpretation (Appendix 2-C).



EXPERIENCE OF CPM 2-13

Reliability and Validity. IPA acknowledges the active role of the researcher within
data collection and analysis due to the ‘double hermeneutic’ process. However, it is
important for the researcher to ‘bracket’ (Chan, Fung, & Chien, 2013) their own experiences;
to be aware of and set aside their own preconceptions about the construct under investigation.
This ensures the researcher’s interpretation accurately describes the participants’ experiences,
as opposed to the researcher’s own imposed beliefs (Reid, Flowers, & Larkin, 2005).
Bracketing is a means of demonstrating the validity of the analysis.

To further confirm the themes derived and interpretations were credible and valid, the
researcher consulted with the supervisors of the study. They provided guidance and reviewed
the participants’ accounts, ensured they corresponded with the themes and reviewed the
transcripts (Willig, 2001). Ensuing conversations and comments from supervisors led to the
revision of themes and interpretation. This included revisiting original transcripts to further
support the developed themes. Furthermore, in order to remain transparent, the researcher
provided a paper trail of the data analysis process (Yardley, 2008) (see Appendix 2-B and 2-
C).

Ethical Considerations and Approval

Full ethical approval was obtained from the National Research Ethics Committee
(REC) for recruitment, as well as local Research and Development approval from the
individual NHS sites where participants were recruited from (See Ethics section 4-F for all
relevant ethical approval documents). A key ethical issue that was considered was the
possibility that participants may feel distressed after the interview due to the emotive nature
of the topic under study. However, this was managed as the researcher was also a trainee
clinical psychologist trained in managing distress and containing difficult emotions, whilst

also offering further sources of support to participants.
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Findings

Analysis of participants’ experiences and decision-making process of CPM were
organised into five overarching themes. Each of these are presented in turn below, supported
by relevant data excerpts, highlighting areas of convergence and divergence across
participants’ accounts.
Theme 1: Responding to Cancer: From Taking Control to Acceptance

Participants’ responded to their cancer diagnosis in a variety of ways. Responses
ranged from feeling overwhelmed with anxiety and uncertainty to adopting a positive outlook
and appearing acquiescent to cancer. The former precipitated the need to regain control by
reducing risk and asserting themselves fully to consultants for their decision to undergo CPM.

Some participants described their anxiety of developing another cancer which was
pivotal in their decision-making process. Participants immediately felt vulnerable: “I was
worried it might come onto the other side and I might not have got it in time” (Tina) and
wanted to eliminate this entirely, despite acknowledging their low-risk: “I started to think
about things, | started to get quite anxious...and | know people say the chances of recurrence
of the other breast are quite low, but that’s not nil” (Jillian). Participants’ vulnerability and
anxiety was heightened due to the lack of assurance in medical team decisions and tests
previously: “Nothing had been picked up on the one that was cancerous, so how was | ever
going to have a check-up that left me feeling reassured and happy that everything was fine?”
(Jane). This convinced participants that medics and tests were unreliable and placed them
into a position of further uncertainty.

Living with risk was incongruent with these participants’ identities and so they strove
to regain control and certainty of their health: “I don’t like risk. | am risk averse. I’m rather, |
would be proactive than to say let’s see what happens” (Hannah). Consequently, some

participants were regretful of not having done more in the past to prevent cancer which was
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construed as negatively reflecting upon their sense of self: “I felt it reflected on me”
(Hannah) and: “I do not want to have any thoughts of | wish I had done that. | have to do
everything in power to beat this” (Jane). This, along with anticipated regret motivated
participants’ decision to undergo CPM, which for some was construed in their motherly role:
“It’s not the same as being three and five and losing your mum and the worse thing about it is
and | said this to my Mum...but my boys calling someone else Mum” (Jane) and family
context: “[I’m adopted] | don’t know my genetic history, | don’t know anything about me”
(Hannah).

Regaining control of cancer was crucial for participants. The importance to
participants of regaining control to reconcile anxiety and ensure they defeated cancer meant
they were willing to take any measures to guarantee this: “Do whatever you have got to do.
And | will do everything I have to do ...if there was a question over whether I should have a
certain type of treatment, throw it at me anyway” (Jane). One participant initially felt
despondent after her consultant refused to oversee her care and offer CPM, however was
quickly able to regain her command: “Then | thought, no let’s do something...I took control,
thank God | am who | am” (Hannah). Consultants’ responses to participant’s requests for
CPM differed. Consultants were on the whole fully accepting of the decision: “No she
(consultant) said it was pointless talking [about CPM] because you know what you want and
why you want it. She was so supportive, she was just who | needed” (Karen). Others were
initially resistant, though acquiesced:

When | saw the surgeon I told her | made the decision for CPM, and she said we don’t

normally remove healthy tissue...[she was] reluctant to do the left. | said to her you

may think it may be healthy tissue, but in my view it’s not healthy (Jillian)

For Tina it was “a joint decision between me and my consultant... | said what about

the other one? And she said we have to talk about that later on. This is early diagnosis”. For
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most participants, being proactive and assertive in the decision for CPM was essential in
feeling empowered and ensuring the consultant assented to their decision for CPM.
Therefore, consulting with others regarding the decision for CPM was redundant and the
consultant’s opinion was not always considered necessary: “but even if he had said think
about it, I would say it’s my body and | had made that decision” (Jillian), and, “So | said
would you like me to tell you what should happen? I think you should refer me to the other
surgeon [for CPM]” (Hannah). Therefore, instead of rescinding control to the consultant,
participants assumed an active role in their treatment decision and took agency over their own
bodies as a means to manage their risk.

Contrastingly, Mary and Karen assumed a more hopeful and a less worrisome attitude
towards cancer and further risk: “That’s one of the things the doctor asked me [fear of
secondary cancer]. The consultant asked me and I said no not a scrap” (Mary). They
reflected on relatives’ experience of cancer and used this as a reference for remaining
optimistic: “Yeah, so seeing how the others progressed was, well until anyone told me any
different, I had nothing that | had to genuinely worry about” (Karen). Their perception of
cancer differed to other participants, considering it could not progress and overcome them,
facilitating a positive outlook. Increased awareness through witnessing others with cancer or
through having experienced cancer previously enabled resilience: “So it was quite straight
forwards really, we just went through the motions again” (Mary). Mary assumed a stoic
attitude and appeared acquiescent and resigned to cancer, considering it as an acceptable and
usual experience expected with age:

Well, it’s given me an awareness of cancer, right across the board really, and of the

elderly. And so it didn’t seem...when | was diagnosed, it didn’t seem, any different, it

could happen to anyone, and | know people who it has happened to. And so it didn’t

come as, oh why did it happen to me? It was just oh why not?
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Interestingly, Mary’s consultant reflected on the role of breasts for an elderly woman
and asked: “Have you considered the removal of the other one?” (Mary). Overall,
participants’ responses to cancer and the decision and assertion for CPM to consultants varied
according to their disposition and circumstances, which for some appeared to be embedded in
their roles as mothers or considering cancer as a usual experience expected with age.

Theme 2: The Breasts as Emotionally and Physically Constraining

In reflecting on the past and an imagined future, participants discussed how they
considered their breasts as troublesome and burdensome. They expressed feeling constrained
by pain, anxiety, barriers associated with their natural breasts, and the emotional and physical
entailments of a single mastectomy due to the asymmetry and lopsidedness.

Participants reflected on the turbulent journey of physical self-examination they had
undergone prior to diagnosis which had overshadowed the majority of their lives: “Yes, | had
my first episode [of benign tumours] at 30. So it has been from the age of 30 to the age of 52.
So that’s 22 years of having a lot of stress really” (Jillian). Following the occurrence of
cancer in one breast, the prospect of continuing a life of self-examination could be
overwhelming with CPM presenting as a method to overcome this: “I didn’t want to become
obsessive about checking it, | didn’t” (Jane).

Participants construed their breasts as a source of pain and anxiety: “I never perceived
my breasts as anything other than being trouble” (Jillian). Accordingly, they perceived their
future to be impeded by the disfigurement and pain of a single mastectomy which influenced
and threatened their perception of themselves in an imagined future: “I couldn’t see where |
was going. | couldn’t envisage wearing these thick big woolly fleeces in a British summer”
(Karen). These difficulties were both emotionally and physically restricting so that

participants “tended to stay in more rather than go out in a baggy man’s fleece” (Karen).
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CPM therefore was a means to an end which enabled participants to overcome these barriers
and was psychologically freeing: “I was so elated after the operation that they had gone |
didn’t feel any pain. | was offered pain relief, but I honestly didn’t need it. I think maybe it
was the adrenaline, or the relief or whatever” (Jillian). CPM was also enabling at a physical
and practical level:
It’s just less bother. There was a time when | thought err my breasts were fairly large,
they weren’t huge but I had big breasts. And you know the clothes and everything
else, erm...it’s simple now, | just wear a t-shirt. Swimming shorts and you’re away!”

(Mary).

Participants discussed the detachment they experienced towards their breasts due to
the negativity and previous difficulties associated with them: “They have never really been a
part of me that | was particularly attached to. | did breast feed both my children and had
terrible problems with the second one [child]” (Hannah). Some participants explained that
their breasts were: “not a big part of my psyche, so to think about having them removed was
not an issue really” (Jillian). This disconnection provoked feelings of redundancy towards
their natural breasts: “They were just bits of my body” (Hannah) which facilitated the
decision for CPM: “So | just wanted to be rid really...I decided | wasn’t going to be lopsided.
Symmetry as in let’s get rid of what we don’t want” (Mary). Hannah described always
feeling accustomed to the prospect of prophylactic surgery, contemplating why people would
want to retain parts of their bodies that were no longer needed or necessary, which fuelled her
decision for CPM: “All the things | use to laugh about, one day you know [l said], | don’t see
why you wouldn’t want to have two mastectomies...! But | suppose that says my attitude has

always been why not?”. In summary, CPM enabled participants to overcome the sense of
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redundancy, psychological and physical constraints some participants felt towards their
contralateral breast.
Theme 3: Retaining one’s Femininity and Sense of Self

The manner in which CPM, with or without reconstruction, enabled the retaining of
one’s sense of self was discussed by all participants. The period before undergoing CPM
evoked strong emotional reactions: “The state of mind | was in, my mind state, the way |
looked” (Karen). The prospect of mastectomy without immediate reconstruction was
disconcerting: “I just don’t want a hole there, to wake up and see a flat shape” (Hannah) and
appeared to lead to feelings of estrangement and disconnection with their bodies: “It wasn’t
just lopsided, it’s like you’d only catch a glimpse in the mirror, it just didn’t look right”
(Tina).

A single mastectomy threatened some participants’ femininity and self-image, resulting
in feelings of inadequacy and feeling “Different... | just felt different than other women. |
mean like going swimming...little things like that” (Tina) serving to highlight the
discrepancy between their pre and post-cancer bodies. Participants described not feeling as
feminine and considered breasts were crucial in the definition of being and appearing like a
woman: “Not from a beautiful point of view, just a shape point of view” (Hannah). Equally,
Jane considered cancer and mastectomy was associated with being elderly. Therefore,
embodying a more desirable body through reconstruction enabled the preservation of youth
and femininity: “I’m quite, | would not say obsessed, but determined, the cancer and the
treatment isn’t going to turn me into a old woman before my time” (Jane) and “Because |
want boobs, even if they are only small boobs. Yeah, womanliness, it’s your shape” (Tina).
Reconstruction could not only be reparative of one’s identity, but also aesthetically enhancing
and facilitative of new identities, affecting participants self-worth: “I like them better. That

might sound ridiculous...Yes they’re more me, it has enhanced it [body-image and
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femininity]...I didn’t like my breasts before, to me they were a source of anxiety, they were
not integral to me at all” (Jillian).

The discomfort of a single mastectomy was seen as debilitating where participants
“didn’t want to have to wear clothes that hid the fact that my boobs looked different” (Jane).
CPM therefore enabled participants to restore their pre-cancer body and identities by
continuing to appear the same and continue leisure pursuits: “I’m back to being me, going out
all the time, doing things” (Karen) and “I just feel back to how I was before you know...I am
still who I am” (Tina).

In contrast, some participants considered reconstruction was not crucial to their sense of
self or considered it integral in the adaptation to a post-cancer identity: “I didn’t want
anything false inside me...I’m healthy | don’t need it’” (Karen). Similarly, Mary viewed the
prospect of reconstruction as unnecessary and appeared threatened at the prospect of this: “I
just want to be left with my body. Not have any accommodating bits and pieces... | don’t
want something else, my body is my body”. Overall, a single mastectomy was seen as
disfiguring and debilitating, with CPM (with or without reconstruction) enabling participants
to retain their identity and femininity, and even enhance it.

Theme 4: Preserving ldentities within Valued Relationships

Maintaining identities within valued relationships and continuing cherished
relationships in the manner they had prior to cancer was important to participants.
Participants were very aware of how they were construed and defined after the disfigurement
of a single mastectomy by family members: “They’d talk about just having one boob and
when you have your new boob put on, it made me more determined to get me the other one”
(Tina).

Intimate relationships following mastectomy could be occasioned by feelings of

shame and embarrassment: “towards my partner it was a bit like 1 didn’t want to see him and
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he didn’t want to see me” (Tina). Therefore, CPM with reconstruction was aesthetically and
psychologically important in regaining self-worth, and remaining intimate: “Sex life fine, not
bothered him at all” (Hannah) and “he tells me looking at them, ‘they’re ‘wonderful’ quote”

(Jillian).

Conserving family life was pivotal for participants and retaining normalcy. Jane
described the importance of being able to fulfill her motherly role in appropriately educating
her children:

I am conscious now where the boys are getting to an age where, | don’t want them to

think my boobs are normal. | do want them to think they are normal, but | have no

nipples so that’s not normal. So I, after | had them tattooed | thought | wonder how
they will react? The oldest went, ‘mummy, what are those big dots on your boobs’,
and | said oh well they are nipples like you have, and they said oh that’s fine then”

(Jane).

Separating cancer from family life by creating “Pandora’s box...l have a lid firmly on
the box and it does not come off” (Jane) to contain emotions, waiting for the “kids to go to
bed before | could fall down and break” (Hannah) and shielding them from being labeled by
others as “the kids whose Mum’s only got one boob now” (Tina) was a means to protect
family from the gravity of cancer, the disfigurement of mastectomy, as well as continuing
cherished relationships: “You know, one of the proudest things | feel, is how unaffected they
[children] are over what we went through” (Jane).

Reducing risk was also seen to provide participants with the capacity to “dismiss
thoughts of” (Jane) cancer and enhanced family life: “Strangely the cancer has made that
better. | have more time now with my son and grandson” (Jillian). It also enabled

participants to continue focus upon and prioritise the family: “Nothing is more important than
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the youngsters...because you’ve got to concentrate on them and you can’t afford for that not
to happen. You have to realise you’ve just got to continue with life as good as you can”
(Mary). Therefore, CPM was seen as a way to maintain valued identities and relationships by
maintaining participants’ physical form.

Theme 5: Embracing a Cancer-Free Identity

The experience of participants’ bodies appearing cancer-free as a means to express
health, avoid being construed as victims, and manage the perception of others was discussed
by some participants. Central to their accounts was the pivotal role that CPM, with or
without reconstruction (as being lopsided was more indicative of cancer than no breasts),
moderated the reactions of others by disguising they had experienced cancer: “I don’t feel
when I’m dressed now; | don’t feel like I’m the person who has had a double mastectomy and
wearing prosthesis. | feel me. | feel really comfy in the clothes | wear” (Karen).

Participants reflected on others’ reactions to mastectomy and were aware: “[that it]
could upset someone... a lot of it was subjecting people to how I looked” (Karen).
Mastectomy was experienced as negative, causing others to stare and felt they had to dress in
a way that concealed their diminished cleavage to feel comfortable: “I felt | had to wear high
tops... | didn’t want people looking cause it, they’d look even more if they’d see you know,
cause they’d be more intrigued” (Tina). Mastectomy was also considered stigmatising and
defining of a sick condition: “people perceive it with pity, which when | was at work, they
would be like...*Ohh so sorry’, and | would be like what the hell for I am not ill” (Karen).
Therefore, the external representation of their bodies as vehicles to express their health and
appearing normal was important. This also negated being perceived as a victim and
transmitted to others how they felt internally:

| don’t want people to look at me, and think she has had cancer and she...every time |

have a cough and a cold, and people think ooh she might have her cancer back. | just
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don’t...I refuse to be that person, I do, I’m not a victim, | won’t be a victim to itand |
won’t have people pitying me or seeing me in any other way than just me and who | am

(Jane)

Overall, CPM was a way to manage others’ perceptions, retain normalcy, appear less
evidently ill and not “have a big arrow pointing” (Jane) at them. This was to ensure they
were seen as themselves first, as opposed to being defined by cancer and construed as
victims. Appearing cancer-free through CPM was seen to facilitate a cancer-free identity and
feel psychologically healthy: “Fine, normal. I think *God did that really happen to me?’ It’s
not an everyday thought” (Jane) and “If | had kept the other breast, it would have been more
of a reminder, of the breast surgery [and cancer]” (Jillian).

CPM enabled participants to feel less self-aware in front of others: “If | was to bend
down and pick something up it wouldn’t shock anyone around. I’m not always having to do
that you know, lift me top up” (Tina). CPM with reconstruction was seen as an achievement
of a turbulent journey. This highlighted survivorship, as opposed to victimhood and
enhanced confidence: “I’m happy to show people. | don’t hide them away... they are a
symbol of achievement, that | have achieved this hurdle, that | had cancer, it’s gone and I’m
still here. I am enjoying life” (Jillian). Regardless of whether participants underwent
reconstruction, CPM was considered less disfiguring than a single mastectomy and
minimised receiving the attention of others: “I buy the style of clothing where you can’t tell.
If anything I look a bit flat-chested, but so what?”” (Karen). Overall, CPM enabled
participants to avoid the possible shame, pity and stigma associated with cancer by projecting

to others their cancer-free bodies in an attempt to not be defined by this.
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Discussion

Previous research has indicated CPM is often undertaken for motives other than risk-
reducing reasons (Beesley et al., 2013; Rendle et al., 2015; Soran, Polat, Johnson, &
McGuire, 2014) and the current study has provided new and valuable insights into this
phenomenon for women considered low-to-moderate risk of CBC. The study highlighted
participants’ decision-making factors were based upon their subjective evaluation of risk and
perceived vulnerability, cosmetic, pragmatic, and psychological reasons, familial and age-
related circumstances which influenced the way participants understood and responded to the
concept of risk and their decision to undergo CPM. All participants experienced positive
changes and converted their cancer experience into an empowered choice with practical,
cosmetic, social, and psychological benefits. This is in line with other research which
suggests people can experience positive outcomes after breast cancer (Brix et al., 2013;
Rendle et al., 2015). However, despite CPM providing an important adjustment to life for
participants, the research highlights various clinical and ethical complexities related to the
procedure. Specifically, the limited scope for shared-decision making and how surgeons
acquiesce to a woman’s request for prophylactic surgery that is currently not confirmed as
psychologically beneficial.

Despite participants acknowledging their low-to-moderate risk, their perceived
vulnerability and worry over future self-examination, and uncertainty regarding the efficacy
of medical tests outweighed this and the need to regain control took precedence. How
participants responded to their cancer diagnosis and asserted their decision for CPM varied
according to their age and familial context. Some participants viewed risk as dissmpowering
and a loss of control, precipitating the need to take action. Lipowski (1970) conceptualised
how people coped with illness, identifying “illness as a challenge’ as the category that was

most likely to inspire active coping strategies. Participants within the current study construed
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living with risk as a challenge to their identities and lives and adopting this meaning enabled
them to respond accordingly and regain their sense of selves and pre-cancer lives.

Moreover, the shifting perspectives model of chronic illness (Loerzel & Aroian, 2013)
describes how people make sense and place meaning upon their illness. Within the current
study ageing and family experiences of cancer facilitated participants’ perspectives and
adaptation to cancer, considering illness as normal. The former is in line with previous
research where older women viewed cancer as a “bump in the road of ageing” (Yoo et al.,
2010). Similarly, Paterson (2001) described the “wellness in the foreground’ perspective,
illustrating how people reconcile the effects of illness by shifting from “a victim of
circumstances to creator of circumstances” (Barroso, 1995, p. 44). Within the current study,
it is possible the decision for CPM could be construed within this framework, enabling
participants to distance themselves from breast cancer (albeit their low-to-moderate risk)
reframe a negative situation, and have an improved sense of selves.

Additionally, living with risk and a single mastectomy was seen as disfiguring and
debilitating, affecting participants’ identities and interactions with others and placing strain
upon valued relationships. CPM, with or without reconstruction had both interpersonal and
intrapersonal benefits; conferring the advantage of preserving, enhancing and even reviving
participants’ identities and valued relationships, by retaining a more acceptable appearance
and giving them capacity to dismiss cancer. Moreover, CPM reinstated participants’ sense of
self-worth by reducing the discrepancy between their post-treatment and desired bodies;
representing to others a less cancer-identifying body which facilitated normalcy. In relation
to self-objectification theory (Fredrickson & Roberts, 1997) participants construed
themselves as objects and viewed their bodies as a means to express how they felt internally
and control how others perceived and appraised them. Similarly, in line with sociocultural

theory of body-image (Thomson et al., 1999), participants’ external representation was
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crucial in how socially accepted they felt, considering the visible aspects of breast cancer
attracted stigma and prejudices.

Furthermore, sociocultural constructions of femininity and ageing construe women’s
value in society based upon their physical attractiveness and youth (Ferguson, 2000;
Halliwell & Dittmar, 2003). Some participants within the current study considered different-
sized and numbered breasts deviated from the social norms of beauty and femininity.
Accordingly, CPM with reconstruction was vital for achieving symmetry; restoring
participants’ femininity, sense of selves, and embodying normalcy. For some participants,
their identities were closely entwined with the essence of womanhood, refusing to renegotiate
their changed bodies, with breasts considered a definitive part of the self and restoring the
physical, psychological and sexual (Crompvoets, 2006). This supports previous research
which suggests the psychological and sexual implications for younger women undergoing
CPM can be managed with concurrent breast reconstruction (Ashfaq et al., 2014).
Conversely, CPM was seen to offer other participants a pragmatic solution, positioning their
breasts as dispensable and redundant; considering breast reconstruction would present an
obstacle to normalcy. This presents a contradiction between the social constructions of
femininity and participants’ own experience of recovery and normalcy (Crompvoets, 2006)
and highlights the complexity of the varying meanings and experiences of women choosing
to undergo CPM.

Clinical Implications

The current findings have important clinical implications that require consideration. It
is evident CPM is undertaken for reasons other than reducing risk. Therefore, it is imperative
healthcare providers include the role of cosmetic, pragmatic, interpersonal and intrapersonal
factors, in the context of the differing meanings and perspectives women place upon their

diagnosis and perceived risk into assessments. Most importantly, clinical guidelines are
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required for CPM that are applicable to women within the low-to-moderate risk category
(Cook, Rosser, Meah, James, & Salmon, 2003). The latter is imperative in minimising the
varying and ambiguous responses from physicians to ensure equity of care in the availability
of CPM.

Moreover, participant’s visible appearance was important in how they were perceived
and appraised by others in valued relationships and within their wider social context, as well
as how they perceived themselves. Appearance interventions should be considered, including
the strategic use of clothing to disguise mastectomy. Reconstruction should also remain a
surgical decision, acknowledging that it may not be helpful to all women. Interventions
should also include and support partners and family members who are also challenged by a
single mastectomy and facilitate a relational dialogue between all parties in the period
between the initial mastectomy and CPM (Manne, Siegel, Kashy, & Heckman, 2014).
Additionally, psychological interventions focusing on managing the responses of others,
issues pertaining to control, altered identities and relationship with one’s breasts in light of
risk and BC should be considered. Strength-based interventions that promote well-being and
cognitive reframing interventions that aim to alter a woman’s appraisal of living with low-to-
moderate risk of CBC and alter her self-views by focusing on less aesthetic aspects of her
body should also be offered.

Limitations and Future Research

As there is currently no unique CPM procedure code within the UK medical databases,
this may have inadvertently excluded potential participants. Moreover, the study size and the
sociodemographic of participants also pose several limitations. As all the participants within
the current study were British, participants’ decision to undergo CPM due to their perceived
risk may reflect a choice based on culture and the expectation that people must act in the face

of impending adversity (Bennet, Laidlow, Dwivedi, Naito, & Gruzelier, 2006). However, as



EXPERIENCE OF CPM 2-28

with other qualitative studies the research design did not set out to provide generalisable data,
but rather present both the frequent and nuanced meaning and experiences of the sample.
Future research may want to focus upon a larger set of participants from socioeconomically
diverse backgrounds. Future research may also want to explore physician’s experiences of
the decision-making process with women considered low-to-moderate risk of CBC, as well as
exploring the psychological outcomes of CPM.
Conclusions

The decision for CPM in women considered low-to-moderate risk of CBC is influenced
by various psychosocial factors and the current study highlights the complexity in the
meaning and experiences of women undergoing the procedure. National guidelines are
required however for women considered low-to-moderate risk of CBC which would ensure
equity in the availability of CPM, and physician-patient communication is paramount in

ensuring reasoned decision-making.
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Appendix 2-A

Table 1: Patient Demographic Details

Participant

Description

1) Mary

74 year old woman, white British. Widowed and retired and lived with
daughter and her family. Worked as a nurse previously. Had a diagnosis of
ovarian cancer and treated at the age of 44. Diagnosed with breast cancer and
underwent CPM 2 years prior to interview. Did not undergo reconstruction.
Does have some family history of cancer on the paternal side, but not
specifically breast cancer.

2) Jillian

56 old woman, white British. Married with one child and has a grandson.
Employed within legal profession and lecturer before taking early retirement.
Diagnosed and underwent CPM 4 years prior to interview and underwent
reconstruction.

No family history of cancer. Has had a history of having lumps (benign) in
her breasts and considered her natural breasts to be very “fibrous’.

3) Karen

53 old woman, white British. Married with no children. Was employed
within the police force as a detective before taking early retirement.
Diagnosed and underwent CPM 2 years prior to interview and did not
undergo reconstruction.

Does have second degree relatives with cancer, but not specifically breast
cancer.

4) Tina

45 old woman, white British. Married with 5 children (three dependent).
Worked within a local grocery store.

Diagnosed and underwent CPM 2 years prior to interview. Has a diagnosis of
neurofibromatosis which is considered to place women with the condition
within the low-to-moderate risk of breast cancer.

Mother had a diagnosis of cervical cancer however has been in remission for
30 years.

5) Jane

42 year old woman, white British. Married with two young children.
Employed and worked as a director of a large international company, but
stated family was very important to her.

Diagnosed and underwent CPM 4 years prior to interview and underwent
reconstruction.

No family history of cancer, but has friends who have had a diagnosis of
cancer. Has had a history of having lumps in her breasts which were all
benign. However, a newly formed lump 4 years ago was confirmed as
cancerous after a biopsy.

6) Hannah

50 year old woman, white British. University lecturer in evidence-based
practice. Worked as nurse previous to this. Adopted as a child and no contact
with birth family. Raised concern over her genetic history and caused anxiety
as declined by professionals for gene testing. Had numerous health
conditions. Had a diagnosis of breast cancer 5 years prior to interview and
underwent lumpectomy. Recurrence of breast cancer 2 years prior to
interview with reconstruction. Also underwent prophylactic hysterectomy.
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Appendix 2-B: Examples of process of theme clusters developed for individual

participants

Participant 1 Mary annotations, emerging themes and summary narratives

1. *So it didn’t come as, oh why did it happen to me? It was oh why not?’: Accepting the

aged body

Supporting Quotes

e Nursing profession

e Diagnosis of ovarian cancer 30 years
ago

e States she recovered well and things
have been ‘normal’ in the period in
between ovarian cancer diagnosis and
breast cancer

e Worked in palliative care previously

e Had an awareness of cancer and what
could happen to any old person

e Doesn’t seem surprised or shocked
about breast cancer

e Doesn’t believe what has happened to
her is any different to most old people
who become unwell

e Considers herself lucky that she had a
good life after ovarian cancer

e Didn’t have  chemotherapy  or
radiotherapy

e Considers she has already lived a long
life so happy to take medication for
cancer

e Doesn’t feel like she has much life
remaining as in her seventies.

e Seems un-phased by cancer

e Appreciates her life so far and would
prefer cancer to neurological disease

e worrying about cancer would take away
from focusing on family

This theme refers Mary’s acceptance of her
cancer diagnosis and her very unphased attitude
towards it. She had worked previously in
palliative care and considered that cancer was
quite common and so didn’t feel as though she
was exclusive in her experience from most
other older people. She appeared very accepting
of cancer as a usual and general experience for
older people.

She acknowledges the life she had in between
ovarian cancer and breast cancer, and it appears
that she is more focused on the life she has had
as opposed to the life she may not have going
forward with cancer.

Overall, it feels as though Mary accepts she is
towards the end of her life, despite cancer, has
led a fulfilled life and therefore she doesn’t feel
it necessary to be worried or anxious or fight
cancer in the same way. She appears very
matter of fact and almost acquiescent to cancer.

‘I’ve just been the normal...It’s just been as
normal, you know, it’s not a physical...’

Well, it’s given me an awareness of cancer,
right across the board really, and of the elderly.
And so it didn’t seem...when | was diagnosed,
it didn’t seem, any different, it could happen to
anyone, and | know people who it has happened
to. And so it didn’t come as, oh why did it
happen to me? It was just oh why not?’

‘I wasn’t surprised. Erm, erm, it all happened, it
sequentially all happened very quickly. I soon
had the surgery for the effected breast’

‘So it was quite straight forward really’
*So we just go through the motions again’

“This next one, well for goodness sake I’m in
my seventies you know. It’s erm...I’ve been
lucky to have been given all those years in the
interim period. My daughter was worried
obviously’

‘I’m more frightened of a neurological disease.
Not bothered about cancer really That’s a bit
stark to say that, | don’t want it. I don’t want to
think about it. Because the chances are I’ll be
dead before | get it’
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2. ‘1 didn’t care less about me’: Prioritising the family

Supporting quotes

worrying about cancer would take away
from focusing on family

worried about grandson’s accident
didn’t care about her cancer diagnosis
put things into perspective for her
concern over grandson and his life
forward

accepting and appreciate of her life so
far

Mary considers family as very important. It is
felt it is this strong sense of family that enables
her to focus less on the gravity of cancer and
look outwardly at the positive and more
important things around her.

Mary referred to the time when her Grandson
sustained an injury whilst playing sport and the
perspective this gave her on her life so far
enabling her to dismiss her cancer and focus on
what she considers as more important.

‘Because you’ve got to concentrate on them
and you can’t afford for that not to happen. You
have to realise you’ve just got to continue with
life as good as you can’

‘And incidents happen that bring home to you,
the time | was diagnosed with the cancer, my
eldest grandson that came in, had to be rushed
into hospital, he has two breaks in the base of
his spine’

“This was when | was diagnosed. | didn’t care
less about me. | was horrified for him. Even
now | feel emotional about it’

‘Nothing is more important than the youngsters.
And also I’m lucky in as much I’ve had my life,
and you know you make mistakes and live with
it. You want the best you can for them’

3. “ I just want to be rid really’: Removing what’s not needed and to make life easier

Supporting quotes

Getting rid of what she doesn’t need
Raised children so breasts have no
function

Has had previous surgery related to
ovarian cancer — seems tired of the ill
body.

Has had other body parts removed so
seems acceptable to have CPM
Didn’t want any further trouble —

This theme refers to Mary considering her
breasts as unimportant; acknowledging they no
longer having the function they once served
(breast-feeding) as well viewing them as
bothersome.

A sense of Mary feeling she has had enough of
her ailing body is felt due to previous ill health
and cancer experience and appears that she

‘So | just wanted to be rid really’

‘Breasts were no use to me anymore now I’ve
got my children’

“Well | decided | wasn’t going to be lop-sided...
symmetry as in let’s get rid of what we don’t
want’
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difficulties

Felt CPM was the best and most
practical approach

Wanted to make life easier

viewed her body as quite troublesome. CPM
was an opportunity to rid herself of something
that could pose as bothersome and to put an end
to a difficult and troublesome body. She also
didn’t seem to consider breasts played a vital
role in her life anymore and wanted the ease
and practicality of CPM.

Mary also alluded to how her breasts were quite
large previously and how this hindered her.
CPM provided her with ease and practicality
and it is felt that CPM had freed her from
previously troublesome breasts.

‘If I’'m having a mastectomy, I’m going to lose
a breast so I might as well lose the other one’

‘I’ve had various bits of surgery, and I’ve had
various bits and pieces taken off me’

‘But I, | just want to have at least trouble as
possible, Just to be practical’

‘Just practicalities really. Just to make life
easier’

‘Erm, it was just the practicalities of it, to forget
about it’

‘Just, everything about me tends to be practical
really. It’s just less bother. There was a time
when | thought err my breasts were fairly large,
they went huge but I had big breasts. And you
know the cloths and everything else, erm.. it’s
simple now, I just wear a t-shirt. Swimming
shorts and you’re away!’

4. “My body is my body’: The evolving relationship with the body

Supporting quotes

Body-image not important

Considers her female shape not
important as she is older

Considers how a woman’s view of her
body can change as one gets older
Didn’t think the body-image questions
prior to CPM were relevant to her as she
is older

This theme refers to Mary acknowledging her
evolving perception and relationship with her
breasts now that is older. She appeared to
consider her breasts as unimportant and didn’t
feel maintaining the ‘female shape’ was
necessary as she is in her 70’s. CPM therefore
was an appropriate option as maintaining the
ideal feminine shape was not something she
connected with.

‘By the time your older you realise, most
people are mature enough to realise, you know
how it was then isn’t affecting you now’

‘It didn’t differentiate between a young person
and an old person, You’d had to have had a
real problem the way the body image questions
seemed to keep coming’

‘And | thought the idea of prosthesis, putting
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It appeared Mary’s view of her body had
evolved as a function of her age and didn’t
acknowledge her breasts as pivotal to her
identity. The thought of accommodating for
prosthesis/reconstructed breasts was seen to be
taking away from her sense of self and the
sense of her own body.

something in, when all my life I’ve been getting
rid of things. I don’t want something else, my
body is my body’

‘And | don’t, I just want to be left with my
body. Not, not have any accommodating bits
and pieces. | can imagine in a young woman
you want to be

shapely, and that’s fine’
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Participant 5 Jane annotations, emerging themes and narratives

1. ‘I wasn’t worried in the slightest’ — experiencing symptoms

Supporting Quotes

e Has had a difficult journey with breasts pre-
diagnosis throughout life due to
lumpy/dense breasts. All benign

o Considers herself breast aware and
conscious. Also has friends diagnosed with
breast cancer

o Has always had to monitor/survey her
breasts

¢ Being proactive about health/breast cancer

o Reflects on current lump and dismisses it as
believes it would be benign based on
previous experience.

e Didn’t want to appear a
hypochondriac/aware of wasting clinical
time

e Feeling assured and safe it would be ok

o Initial tests came back negative

e Biopsy however confirmed cancer. Shocked
to find out it was cancer

This theme reflects Jane’s journey of
surveillance and self-examination, being
proactive and breast aware and the reassurance
she felt from previously clear tests.
Accordingly she talked about not being worried
about a newly formed lump.

She talked about her difficult relationship with
her breasts pre-diagnosis, as she always had
‘lumpy’ dense breasts which she had to
monitor. This naturally made her more breast
aware and proactive in relation to her health.
Fortunately, these had always been benign,
which made her somewhat complacent about a
newly formed lump and delayed making an
appointment to have it assessed. She thought
about how she may be perceived by the medical
team as her previous tests had come back clear
and didn’t want to be seen as a nuisance.

*So all the way through my adult life I have
always felt various lumps in my boobs, and |
have always been very breast aware shall we
say. | have two friends... so | guess cancer is
something | am very aware of’

‘Erm, whenever I have found a lump I always
had it checked and had CT scans and what have
you to make sure my breasts were clear, so,
coming up to three years ago, | noticed a lump
on my breast, that felt, didn’t feel worrying, |
wasn’t worried in the slightest, I just kinda
thought another one’

‘Cause you worry about becoming a nuisance.
Or seen as paranoid or hypochondriac. So |
always easily forgot about it’

2. ‘1 do not want to leave any stone unturned’ —

the uncertainty of cancer

Taking control of one’s body and managing

Supporting quotes

o Biopsy however confirmed cancer. Shocked
to find out it was cancer

This theme reflects the importance of Jane
managing the possible risk of a secondary
cancer and taking control of her body and her

‘Do whatever you have got to do. And | will do
everything | have to do and throw the book at
me because | don’t care, | am strong, and | will
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e Thinks about children in relation to the
prospect of dying

e Spurs her into action. Has to do
everything/anything for the sake of
children.

e Doesn’t want to be left with regret in
relation to not doing enough

e Determined cancer would not kill her

e Taking control back in the face of cancer

o CPM was not up for debate — could not
trust any tests

e Would never feel content or reassured that
she was ever going to be cancer free

e Didn’t want to embark on a continued
journey which continued to be fraught with
self-examination

e Determined not to be a victim

e Asserts her decision — no need to discuss
CPM with others

e Had to do everything in her power to stick
around for children.

o Satisfied she took control of her body and
choices

e Had no reason believe she would get cancer
— acknowledges her risk was low

e Erring on the side of caution

e Invested in every aspect of her body and
medical decisions

o Reflects on friends who didn’t take control
and the implications of this for them

choices in relation to her body. The decision —
making process was rooted in this and the need
to ensure her survival for her children’s sake.
Initial tests didn’t confirm cancer, but surgeon
offered a biopsy and unfortunately, this
confirmed the lump as cancerous. A sense of
regret is felt that Jane didn’t respond sooner to
the lump and letting cancer take control of her.
This spurred her into action, the regret of not
doing something sooner or enough.

The decision to undergo CPM was not up for
debate or question as Jane didn’t feel assured in
tests or her own ability to recognise a cancerous
lump. There is no sense of her consulting with
any family members or leaving scope for the
surgeon to discuss further.

The way in which she asserted her reasons for
CPM, the surgeon agreed with. It felt that
taking control of her body and ensuring cancer
doesn’t beat her was important and no-one had
the right to question her on that. She
acknowledged her low-risk but felt the
uncertainty and lack of assurance she had in
tests and herself was too much to bear. A sense
of empowerment is felt that she is taking
control of cancer and having a sense of agency
over her body.

She didn’t want a continued journey of frantic

get through whatever you throw at me, if there
was a question over whether | should have a
certain type of treatment, throw it at me
anyway. You know, throw the book at me,
because | do not want to leave any stone
unturned. I do not want to have any thoughts of
i wish i had done that. | have to do everything
in power to beat this’

‘But | probably had done that four times, so
goodness knows why I didn’t think it would be
fine again’

‘I know Gary is a grown-up he would deal with
it and he would move on from it and he would
find someone else and be fine, it’s not the same
as being three and five and losing your mum
and the worse thing about it is and | said this to
my mum | didn’t say it to Gary but my boys
calling someone else mum’

‘taking control back’

‘it was a no brainer. Nothing had been picked
up on the one that was cancerous, so how was |
ever going to have a check-up that left me
feeling reassured and happy that everything
was fine? | didn’t want to become obsessive
about checking it, I didn’t...”

‘I mean, it was a decision made right at the
start. | never waned on it and | never discussed
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e Thinking about impact of her death on her
family members

e Taking control of her life; the thought of
her boys losing their mum haunted her

checking and self-examination. It felt CPM
provided an opportunity to develop a more
positive relationship with breasts as her life
prior to CPM seemed to be quite overshadowed
by self-examination and she wanted to be free
of this. CPM provided a way to minimise her
risk of cancer and move forward from a life that
was hindered by self-examination and worry,
but also not having a reminder of a turbulent
relationship with natural breasts. It is felt Jane
didn’t want to ever have any room for doubt, or
feelings of regret of not doing enough to save
her life. Not doing enough was seen to be quite
personally attacking on her sense of self and
her ability to make well-informed decisions.

it with anyone because in my view | didn’t need
to discuss it with anyone’

‘And whilst | feel that erm yes | absolutely had
a vested interest in being part of a decision
making process for every medical decision |
was to do with’

‘It’s about control and you pointed out for me
it’s about not being defined, going forward with
something that is in my past’

*So, for me, erring on the side caution. At no
point did | want to have room to think oh why
didn’t, I wish, 1 Just...”

‘I was very up front with this, the main driver
was | was never going to trust tests that came
back clear’

3. ‘“Not to have this label, or this big arrow poi
others

nting at me’: Look and feel normal to self and

Supporting quotes

o Not wanting to be defined by cancer

e Buying wig to conceal cancer

e Thinks about impact on son after seeing her
lose her hair

e Reconciles pain of cold cap with the

This theme refers to Jane’s attempts to appear
normal to others to avoid actual and potential
stigma of being perceived as a victim, a cancer
patient, and to avoid the pity of others, which
would contribute towards Jane feeling

‘Not being perceived as a victim. The thing |
hated when | did go back to work was being
‘Jane, the one who had cancer’. Do you know
what I mean? | have since moved companies, |
mean, | told my boss, but nobody knows | had
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‘normal” period of looking cancer free.

e Wanting symmetry, cosmetic reasons did
not want to look different and ‘weird’ in
clothes.

e Determined not to be a victim

e Determined to maintain her ideal womanly
shape

e Doesn’t want to conceal her asymmetrical
breasts.

o Didn’t want to endure the disfigurement of
having no breasts after surgery.

e Body-conscious in terms of weight
management

o Difficult to manage others’ reactions to

e cancer

e People’s reactions to cancer discouraged
her

e  Convincing others she wouldn’t die

e Forced her to convince others she wasn’t
going to die

e Trying to appear normal and positive in
front of others

e Reconciles pain of cold cap with the
‘normal’ period of looking cancer free

e Wanting symmetry, cosmetic reasons did
not want to look different and ‘weird’ in
clothes to others.

abnormal and different.

Jane also talked about how she made concerted
effort to not tell many people about her cancer
as she felt discouraged by their responses and
didn’t want the cancer to define her. This
appeared to be a way to protect her own
emotions, maintain her sense of normality to
herself and others, as well as a way to continue
her efforts to remain strong, motivated and beat
cancer.

It appears Jane is very concerned about how
others perceive her and it was crucial she
maintained presenting herself in the normal
way, her former self, and not allow cancer to
define her.

cancer where | am now. And | love that’

‘I don’t know, | mean yes, | think so, obviously
I look after myself, I have a good figure and i
didn’t want...one of the things that | had been
very determined was that | was determined it
would not make a victim’

“The look in people’s eyes, and the way that
they react, it almost like, oh my god you’re
going to die. And so | felt the thing i needed to
do was when | told people was to convince
them i wasn’t going to die. And i found it
exhausting, | almost had this show that i would
put on, ‘but it’s all going to be fine so, it’s all
going to be fine’. It’s almost like | wouldn’t let
them leave my company thinking oh my god
she’s got cancer and she is going to die’

‘I don’t want people to look at me, and think
she has had cancer and she...every time i have a
cough and a cold, and people think ooh she
might have her cancer back. I just don’t...|
refuse to be that person, I do, I’m not a victim, |
won’t be a victim to it and | won’t have people
pitying me or seeing me in any other way than
just me and who | am’

‘He said mummy take those scarves off | don’t
like them. And they freaked him out a bit. So |
thought, I am going to do the cold cap, and |
heard the cold cap was really painful. But |
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thought if 1 do that and | keep my hair so when
I have the chemo I’ll be the cancer patient, but
then it will enable me in the three weeks in
between chemo, to be normal. And not to have
this label of, or have this big arrow pointing at
me saying ‘having chemotherapy’

‘I said to my surgeon was, | was 38, from a
cosmetic reason, | want to look symmetrical, |
want to be able to wear a bikini and not for it to
look weird, and having seen the fabulous job he
had done of my left breast, | just want them to
look the same’

‘It made the remaining three weeks in between
so much more bearable cause I didn’t look like
I was having it’

4. ‘A lid on Pandora’s box’: Preserving valued

identities and relationships with family

Supporting quotes

e Separating life between treatment and
mother/family role and life.

e Thinks about impact on son after seeing her
lose her hair

e Thinks about affect of mastectomy and how
it appears to husband — but not as concerned
about impact on him

e Thinks about how she appears in front of
sons

e Retaining a stable family

e Not disrupting family life

e Sharing ‘dark thoughts’ with best friend

Retaining and preserving Jane’s sense of self in
valued relationships, mainly family, appeared
very important. She made concerted effort to
maintain her family life, to ensure cancer
journey didn’t affect every aspect of her life, to
separate it from the things she valued the most
— family.

To retain a sense of her pre-cancer self/identity
was important as she had young children and it
appeared Jane did not want her son’s perception
to change of her. Maintaining her motherly
role in the best way possible to ensure her

‘I would erm be sick for a few days but
knowing the boys didn’t like it when mummy
had her strong medicine and I couldn’t read
them their bedtime stories and | couldn’t do my
normal stuff with them, meant that the very
minute that | started to turn a corner and feel ok
I would force myself to get back in to the
normal routine so that they were affected by it
for a short period of time as possible’

‘Eating chocolates and being a poorly person
because err...I couldn’t do that | mean | could
have done that but | couldn’t do that and |
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only

o Doesn’t want her dark thoughts to affect
family members

e Doesn’t want to worry family

e Appearing like a normal, the same, mum to
her sons

family were as least affected as possible.

She talked about how she didn’t want to
frighten her children after showers if they saw
her naked. She wanted to protect them and
believed the reconstructed breasts allowed her
children to perceive her as normal.

To further ensure least disruption to her family,
protecting the family from difficult and emotive
aspects of journey was also important. She only
difficult things with a best friend, otherwise she
continued her life in the most usual way as she
had always done so as not to worry others but
also ensure relationships and dynamics didn’t
change. She refers to this as keeping a lid on
Pandora’s box, and it is felt that doing this
allowed her to protect her identity and her
family.

believe that any mother with young children
would be exactly the same and they do say that
women with younger children get through it
better for that very reason’

‘Were not a prudish family, but I said to Gary
that I am conscious now where the boys are
getting to an age where, i don’t want them to
think my boobs are normal. | do want them to
think they are normal, but i have no nipples so
that’s not normal. So |, after | had them
tattooed | didn’t make a big deal of it. I though
i wonder how they will react. The oldest went,
‘mummy, what are those big dots on your
boobs’, and i said oh well they are nipples like
you have, And they said oh that’s fine then.
You know, one of the proudest things | feel, is
how unaffected they are over what we went
through’

‘I had a rule with my best friend, she was the
one who got to hear my dark thoughts, that |
didn’t want to share with mum, dad or Gary as i
didn’t want them to worry about me anymore
than they were, so my friend and | had a deal
that if | had really dark thoughts, | would share
them with her. But equally we would talk about
cancer, if | brought it up, but if I didn’t, it was
business as usual and not a topic for
conversation’

‘I have a lid on Pandora’s box’
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5. ‘It isn’t going to turn me into an old woman before my time’: Preserving her youth and

not being changed as a person

Supporting quotes

e Thinks about how she became cared for by
parents- left work. Construed as retired
person

e Breast cancer and CPM didn’t compromise
femininity as had reconstruction

e Appearance important

o Determined not to look older before her age

e Determined to maintain her ideal womanly
shape

¢ Important to not feel disfigured

e Aesthetic reasons important but not as
much as managing risk

e Body-conscious in terms of weight
management

Jane reflected on how the cancer made her feel
old in terms of how her body changed after the
medication and chemo treatment and CPM with
reconstruction was a way to retain her youth
and femininity. The thought of waking up to
one breast and the disfigurement and the
asymmetry was difficult to imagine. A sense of
having gone through cancer, and having one
breast was felt to be associated with an older
person, and CPM provided an opportunity to
detach and move on from the cancer, as
reconstruction concealed the loss of breasts and
was a way to detach from the loss and the
gravity of what happened. Possibly convincing
self it didn’t happen by restoring the body to its
former physical state

Jane also talked about how important it is for
her to not feel the cancer journey is a part of her
and who she is and to not bring that forward or
carry that with her post-cancer. It appeared to
be functional for Jane to detach and not talk
about cancer as a means to not allow cancer to
change her both physically or her identity.

‘I feel like I was in the little protective bubble
and | joke and say | joined my mum and dad’s
retirement club. Because, | literally, I almost
went back, reverted back to being their child’

‘I’m quite, |1 would not say obsessed, but
determined, the cancer and the treatment isn’t
going to turn me into a old woman before my
time. so | didn’t want to have to wear clothes
that hid the fact that my boobs looked different’

‘Cause | thought with immediate
reconstruction, |1 knew | would end up looking
fine. I never at any point thought ‘oh my god’
I’m not going to be a woman anymore, it’s
going to make me feel different, I did joke and
say you’re going to me look like Frankenstein’s
bride’

‘Fine, normal. | think God did that really
happen to me. it’s not an everyday thought.
Talking to you know has brought up things, 1
don’t talk about it, I don’t think about it, | have
a lid of Pandora’s box. | thought when i got
your letter oh god do | want to take the lid of
Pandora’s box, because | haven’t, in the early
days I did, but I have not cried and mourned,
and felt sorry for myself, like I say, | have got
on with it’




EXPERIENCE OF CPM

2-50

Appendix 2-C: The development of super-ordinate themes from the data

Contributing themes

Theme 1: Responding to cancer — from
taking control to acceptance

Example Quotes

‘So it didn’t come as, oh why did it happen
to me? It was oh why not’: Accepting aged
body (Mary)

‘And then | started to think about things, |
started to get quite anxious’: Becoming
worried about risk

“This is what | wanted for a long time now’
(Jillian)

“Yeah, you know get on with it’: Not
worried about cancer diagnosis (Karen)

‘I was worried it might come to the other
side’: Worried about risk (Tina)

‘I do not want to leave any stone unturned’:
Taking control of one’s body and managing
uncertainty (Jane)

“You have to find yourself another
consultant’: feeling rejected but taking
control (Hannah)

‘I don’t know anything about me’:
managing uncertainty (Hannah)

This theme refers to varying ways the
participants responded to cancer which
appears to relate to participants age and family
circumstances. For some participants, being
young, mothers, or both, taking control by
reducing their risk of secondary cancer and
having a sense of agency over their body
seemed to be integral in their decision-making
process. It is felt this is fuelled by a sense of
not having done more in the past and feeling
regretful about this in the face of cancer, as
well as managing the uncertainness that cancer
can pose. The former in particular seemed to
be construed as an attack of one sense of self
if participants didn’t regain control.
Participant’s lack of trust in medical tests and
opinions further heightened participants’ need
to take control and manage their risk.

On the other hand, other participants’
experience of responding to cancer differed
where Mary considered cancer was acceptable
part of elderly life and appeared acquiescent to
cancer. Similarly, Karen who had no children
also appeared accepting of cancer, however,
was buffered by her belief she could survive
cancer as her family members had.

‘I don’t know what’s going on with my body.
Physiologically something is not right. | have
got a very..I don’t like risk. I am risk averse.
I’m rather, | would be proactive than to see
let’s see what happens’ (Hannah)

‘I want everything. I’m going to have the
kitchen sink’ (Hannah)

‘Do whatever you have got to do. And I will
do everything I have to do and throw the book
at me because | don’t care, | am strong, and |
will get through whatever you throw at me’
(Jane)

‘yeah, so seeing how the others progressed
was, well until anyone told me any different, |
had nothing that I had to genuinely worry
about’ (Karen)

‘When | was diagnosed, it didn’t seem, any
different, it could happen to anyone, and |
know people who it has happened to. And so it
didn’t come as, oh why did it happen to me? It
was just oh why not?’ (Mary)




EXPERIENCE OF CPM

2-51

Contributing themes

Theme 2: The Breasts as Emotionally and
Physically Constraining

Example Quotes

‘I just want to be rid really’: Removing
what’s not needed and to make life easier
(Mary)

‘I wasn’t worried in the slightest’ —
experiencing symptoms (Jane)

‘But it was a means to stop the back pain
and you know...so it was to try and get
myself un-lopsided’: CPM as a means to an
end (Karen)

‘So that’s 22 years of having a lot of stress
really’: The journey before

‘I never perceived my breasts as anything
other than being trouble’: Wanting to be
rid of troublesome breasts (Jillian)

"I just don’t want a hole there. To wake up
and see a flat shape’: Reconstruction to
maintain the female shape

‘Be careful what you wish for’: Tempting
fate’ (Hannah)

This theme referred to participants’
acknowledging difficulties and the negative
relationship with their natural breasts. For
some participants this related to the difficulties
associated with self-examination and worry of
cancer, and for others this related to the sense
of disconnection they felt towards their breasts
as they either felt didn’t serve a purpose and
considered them troublesome, or that, they
associated them with pain and felt indifferent
towards them. CPM providing a means to
overcome this. Participant’s reflected on the
ailing body and the turbulent journey
preceding cancer and how this overshadowed
their life. Some participants perceived their
breasts as burdensome and felt disconnected
with their breasts and not an integrated part of
their bodies. CPM was a means to overcome
these difficulties and alleviate them of a
burden. It was felt this negative relationship
with their natural breasts enabled women to
make the decision for CPM.

Well I decided I wasn’t going to be lob-
sided... symmetry as in let’s get rid of what we
don’t want’ (Mary)

‘I couldn’t wear a bra. So | was suffering back
pain and pain in my remaining breast because
of nothing being supported” (Karen)

“They have never really been a part of me that
| was particularly attached to. I did breast feed
both my children and had terrible problems
with the second one, they said | might have
had cancer for 5 years. | wonder if with the
second child...he wasn’t latching on properly.
| got very sore to the point where | had
wounds to the nipples. And erm, | never felt
the same about them afterwards’

“They were just bits of my body’ (Hannah)

‘I hated them. Because of everything they put
me through in the past. They were a source of
anxiety, | didn’t like them, didn’t define me,

and | were happy that they had gone’ (Jillian)
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Contributing themes

Theme 3: Retaining one’s Femininity and
Sense of Self

Example Quotes

‘My body is my body’: The evolving
relationship with the body (Mary)

‘I could see where | was going from there, |
can get back to normal’: Seeing a way
forward from the difficulties of single
mastectomy (Karen)

“You’d catch a glimpse in the mirror, it just
didn’t look right’: Not looking like a
woman (Tina)

‘It isn’t going to turn me into an old woman
before my time’: Preserving her youth and
not being changed as a person (Jane)

‘Perfectly happy. It was the right decision
definitely’: Feeling content with the
decision and reconstructed breasts (Jillian)

‘I just don’t want a hole there. To wake up
and see a flat shape’: Reconstruction to
maintain the female shape (Hannah)

This theme referred to the importance of
participant’s retaining their sense of self. For
some participants, CPM with reconstruction
was crucial in order to retain their feminine
identity as the loss and disconnection they felt
towards their body in the interim period was
associated with feeling genderless and
unfeminine. It was considered breasts were an
integral part of what it means to look and feel
like a woman, as well as retaining and
regaining their feminine identity and youth.
The disfigurement of a mastectomy was seen
to be associated with being elderly. For others,
reconstruction was interpreted as taking away
from their sense of self, construing it as
foreign, and didn’t consider breasts were
pivotal in retaining their femininity. The
prospect of having to accommodate for
something false appeared to threaten their
identity. Therefore retaining an acceptable
body-shape (CPM without reconstruction) was
important as managing the imbalance of a
single mastectomy was seen to impede their
lives and concept of themselves in an
imagined future.

‘And I don’t, | just want to be left with my
body. Not, not have any accommodating bits
and pieces. | can imagine in a young woman
you want to be shapely, and that’s fine’
(Mary)

“The state | was in, my mind state, the way |
looked, I couldn’t see where | was going. |
couldn’t envisage wearing these thick big
woolly fleeces in a British summer’ (Karen)

“Yeah womanliness. It’s your shape’ (Tina)

‘It has enhanced it (body-image and
femininity). This is an individual thing’

I am happy with these now that my natural
ones, yes they’re more me’ (Jillian)

‘yes that was important. Not from a beautiful
point of view, just a shape point of view. It
mattered to me that i wasn’t..i remember
saying to the nurse, i just don’t want a hole
there. To wake up and see a flat shape’.
‘Clothes. Femininity doesn’t worry me. the
shape of clothes and how you look in clothes’
(Hannah)
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Contributing themes

Theme 4: Preserving Identities within
Valued Relationships

Example Quotes

‘A lid on Pandora’s box’: Preserving valued
identities and relationships with family
(Jane)

“They’re not the kids whose mum’s only got
one boob now’: Wanting to preserve
identity within valued relationships (Tina)

‘I didn’t care less about me’: Prioritising
the family (Mary)

‘It makes you realise what is important, |
spend a lot of time with family’: Putting
things into perspective (Jillian)

This theme referred to the importance of
maintaining and preserving valued
relationships and retaining normality within
the family. Specifically, not allowing cancer to
overshadow interactions with family, protect
family members from the gravity of cancer, or
alter others’ perception of them. For some
participants, they were very aware of how they
were perceived and defined by family after
cancer and undergoing CPM with
reconstruction was a means to retain normality
through maintaining their physical form, as a
means to preserve their identities within these
relationships, both with children and intimate
partners. This appeared to be motivated by the
need to protect family members from cancer
and its impact, and the disfigurement of a
single mastectomy and what this could be
construed as in relation to others’ perception
of them.

For others, not having to worry about cancer
risk enabled them to continue focus and
prioritise the family. This appeared helpful in
order to maintain and allow relationships to
continue as normal. Overall, CPM provided an
opportunity to separate themselves from
cancer and its associated difficulties and
continue cherished relationships.

‘No they’d talk about just having one boob
and when you have your new boob put on, it
made me more determined to get me other
one’

‘towards my partner it was bit like I didn’t
want to see him and he didn’t want to see me’
(Tina)

‘I am conscious now where the boys are
getting to an age where, | don’t want them to
think my boobs are normal. | do want them to
think they are normal, but | have no nipples so
that’s not normal. So |, after | had them
tattooed | didn’t make a big deal of it. | though
i wonder how they will react. The oldest went,
‘mummy, what are those big dots on your
boobs’, and | said oh well they are nipples like
you have, And they said oh that’s fine then.
You know, one of the proudest things i feel, is
how unaffected they are over what we went
through’ (Jane)

“This was when | was diagnosed. | didn’t care
less about me. | was horrified for him. Even
now | feel emotional about it.” (Mary)

‘But with my family, strangely the cancer has
made that better. | have more time now with
my son and grandson, it makes you realise
what is important” (Jillian)
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Contributing themes

Theme 5: The body as a vehicle of health
and embracing a cancer-free identity

Example Quotes

Perfectly happy. It was the right decision
definitely’: Feeling content with the
decision and reconstructed breasts. (Jillian)

‘I don’t feel like I’m the person who has
had a double mastectomy’: To feel normal
and avoid pity

‘But it was a means to stop the back pain
and you know...so it was to try and get
myself un-lopsided’: CPM as a means to an
end (Karen)

‘I didn’t want people looking cause they’d
be more intrigued’: not wanting to draw
attention to self (Tina)

‘Not to have this label, or this big arrow
pointing at me’: Look and feel normal to
self and others (Jane)

This theme refers to participants’ effort to
avoid shame and pity so as not to be perceived
as the victim, being labeled the cancer patient
and the stigma associated with this.
Participants were very aware of how they
were perceived by others and the negative
impact of this upon them. Cancer and
mastectomy was seen to highlight difference
and weakness. Some participants were aware
of offending or causing intrigue within others.
CPM therefore enabled women to feel normal
in front of others and avoid pity, shame and
embarrassment.

‘People perceive it with pity, which when |
was at work, they would be like...’ohh so
sorry’, and | would be like what the hell for I
am not ill’

‘I didn’t want it. | didn’t want anything false
inside me. It’s just, I know it’s not totally false
but I just thought, I’m healthy I don’t need it’.
(Karen)

‘I was just quite, I was concerned all the time
and you know you can’t wear anything that
you know lower then if I lent over, normally,
you lean over and sometimes you’d see a
ladies cleavage.. but | was aware, if | was to
lean over’ (Tina)

‘I don’t want people to look at me, and think
she has had cancer and she ...every time i have
a cough and a cold, and people think ooh she
might have her cancer back. I just don’t..i
refuse to be that person, i do, I’m not a victim,
I won’t be a victim to it and | won’t have
people pitying me or seeing me in any other
way than just me and who | am.” (Jane)

‘But a friend or a relative asked me, | have a
friend, and I’m happy to show people. | don’t
hide them away’ (Jillian)

‘From a distant, they do look like natural
breasts’ (Jillian)
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Appendix 2-D: Excerpt from reflective diary

Reflections after interview with Mary

Very matter-of-fact throughout interview regarding her experience of breast cancer and
decision to undergo CPM. Very resilient. Doesn’t seem “‘bothered’ by cancer — Accepted she
is old and illness can happen. States she thought the interview would be boring for me as she
considers she doesn’t have anything “interesting enough’ to offer or anything complicated.

Dismissive of self possibly and related to age?

Reflections after interview with Jane

Very emotive and powerful interview. Being a young Mum seems pivotal for Jane and her
decision. 1 also feel emotional — identifying with her as a young mum too possibly?
Dominated interview, very assertive and clear about why she chose CPM and experiences:

Understand how she also may have asserted herself to surgeon for decision to undergo CPM.

General Reflections

e Disparity in how participants view their breasts — either very much part of their
identity or redundant and not needed — different life stages?

e Hannah adopted and has no family history and therefore has been refused a gene test
— feels very disappointed about this. Astonishing how someone can be refused a gene
test on the basis of no family history, however, can still opt for CPM (an invasive
surgery).

e During maternity: Difficulties with breast-feeding. Cannot provide for baby: feeling
upset and frustrated towards breasts. Understanding and reflecting on how women’s

perception of breast can alter.
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Introduction

The research paper involved a qualitative exploration of the experiences and decision-
making-process of women undergoing contralateral prophylactic mastectomy (CPM) who are
considered low-to-moderate risk of contralateral breast cancer (CBC). Semi-structured
interviews were utilised with six participants and their accounts were analysed using
Interpretative Phenomenological Analysis (IPA; Smith, Flower, & Larkin, 2009). The
findings indicated participants’ decision to undergo CPM was based upon their subjective
evaluation of risk and perceived vulnerability, cosmetic, pragmatic, and psychological
reasons, interwoven within various individual experiences, familial and age-related
circumstances. The findings provided novel information into the increasingly requested
procedure by women considered low-to-moderate risk of CBC and highlighted key clinical

implications for healthcare providers working with and supporting these women.

The current critical appraisal will present some of the main considerations that arose
during the research process, such as issues relating to the methodology of the study, ethical
issues, and personal reflections. In line with the philosophy of IPA, my personal reflections

will incorporate the use of relevant interview excerpts where appropriate.

Choosing the Topic

My interest in breast cancer more generally arose after my maternal grandma
unfortunately was diagnosed with breast cancer and later died from this. This was a difficult
and turbulent time for the family. However, | was very young at the time to recall all aspects
of the journey beforehand. Nevertheless, what | do recall is how my Grandma responded to
her diagnosis; very distraught and subdued compelling her daughters to take full control of

her care and guiding her choices. Retrospectively, I have considered how people’s choices
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and responses to breast cancer can vary. With the ‘Angelina Jolie effect’* raising awareness
of hereditary breast cancer (Evans et al., 2014) and understandably the request for gene
testing and risk-reducing surgery, | have always been left with an interest of what exactly
motivates women to undergo CPM in the absence of high-risk factors. Though I cannot
dismiss the anxiety and worry regarding the prospect of CBC in women after unilateral breast
cancer, | wanted to explore this phenomenon further and contribute towards the limited

research and understanding of these particular set of women.
Methodological Issues and Considerations
Homogeneity of Sample

Homogeneity within IPA is recommended (Smith et al., 2009) as it enables
researchers to gain a specific understanding of participants’ experiences within a particular
context. In the development phase of the study, the issue of homogeneity was discussed with
supervisors, regarding whether to include participants within a certain post-surgery bracket
only, consider women who underwent CPM as an immediate or delayed procedure, and
whether or not to include women who had undergone reconstruction. However, these issues
had to be considered alongside the practicality of enforcing such specific inclusion/exclusion
criteria, as this could have limited the participant pool. Smith et al. (2009) also state
homogeneity can differ between studies, particularly when the sample is difficult to recruit
and is dependent upon practical and interpretative issues. Moreover, enforcing a strictly
homogenous sample is also considered to limit the diversity of the results (Leask, Hawe, &
Chapman, 2001). As IPA is underpinned by the concept of idiography, which balances
individual accounts within overall themes, and values convergences and divergences in the

data (Smith & Osborn, 2008), it was felt that a wider scope of inclusion criteria would be

! Phrase referring to how a high-celebrity profiles decision to undergo genetic testing and prophylactic
mastectomy has led to more awareness and has increased the number of referrals to breast cancer services.
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appropriate. This was particularly important as this was the first IPA study to research
women’s decision-making process and experience of undergoing CPM within the low-to-

moderate risk category.

Accordingly, disparity in the participants’ experiences and decision-making process
of undergoing CPM may be due to the lack of homogeneity. However, these differences
were important to establish as they had important clinical implications. Therefore, taking
into consideration that the research was the first IPA study in this area; having a less than
homogenous sample was considered acceptable. Moreover, the features of IPA were
considered relevant to the research questions; drawing on phenomenology to elucidate
participants’ lived experiences and enabling me to balance the idiographic and group aspects
of the analysis. Future research may want to specifically focus on women who have all
undergone reconstruction within a specific time-period post-surgery, or utilise methodologies
that better enable the researcher to better compare the accounts of participants according to

their contexts.

Recruitment Difficulties

Prior to undertaking this study, | was assured by my field supervisor that recruiting
the anticipated 8-10 participants within one site would be easily attainable. However, |
experienced recruitment difficulties from the outset which resulted in further ethical approval
to recruit from two other NHS-sites (though one of these sites was not utilised for recruitment
due to the time constraints of the study) and an amendment to undertake an internet
recruitment strategy. The final sample comprised of six participants that were recruited from

two NHS-sites.

There were various obstacles to recruitment within the NHS-sites which were not

considered prior to undertaking the research. Currently, within the UK medical database
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there is no unique procedure code specifying CPM, therefore identifying potential
participants required systematic identification of patients who underwent mastectomy,
accessing of the records and determining from the notes whether potential participants
underwent CPM (and categorised low-to-moderate risk). This understandably presented a
mammoth task for the breast care nurses who initially agreed to facilitate recruitment. Many
attempts were made to engage the breast care nurses, the ‘gatekeepers’ to eligible
participants, and better situate the study within the department through discussions within
multidisciplinary meetings via the field supervisor (also the psychologist within the
department) and various emails directly from myself to arrange a meeting with the breast care
nurses to discuss the research, to no avail due to busy and heavy workloads. Kennedy, Hicks,
& Yarker (2014) explored the challenges oncology researchers encounter, and found the
logistics of accessing and recruiting participants due to busy healthcare staff was a key issue.
Within the current study, due to these issues a more manualised recruitment strategy was
employed where the psychologist who had assessed patient suitability for CPM reviewed her
case files and compiled a list of potential names and these were cross-referenced by breast
cancer nurses. Moreover, surgeons who had performed CPM also referred patient names
onto the psychologist. However, it is possible that potential participants were not identified
due to this ad hoc method, which presented as both an ethical issue and an added barrier to

gain the intended number of participants.

During the recruitment phase, although I was disheartened by the lack of interest on
part of the breast care nurses to be involved in the recruitment process as originally planned,
after the interviews I felt conflicted about this. Some participants informed me that they had
limited contact with their breast care nurses and found it difficult to establish contact even on

the phone. This prompted one participant to volunteer her time to provide assistance:
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“So my experience of the breast care nurses is very negative. The telephone system.
You ring up and you leave a message and people don’t get back to you. Interestingly,
I did ring and left a message and | volunteered to help minding the telephone...Just
someone to say ‘don’t worry I will get someone to ring you back’. Just a person on

the phone. And I never got a message back” (Julia)

Accordingly, I identified with participants frustration regarding their inability to
contact the breast care nurses, however also came to an appreciation regarding breast care

nurses limited time to facilitate student research in a climate of increasing workloads.

Additionally, in order to gain sufficient participant numbers an internet recruitment
strategy was also undertaken. Research has indicated social media sites present as a cost-
effective means to engage difficult-to-reach populations within health research (O’Connor,
Jackson, Goldsmith, & Skirton, 2013). As such, an internet recruitment flyer (Appendix 3-A)
was posted on the social media pages (Facebook/Twitter) of various breast cancer
organisations; however no participants were recruited via this medium. | attempted to
overcome this by contacting the administrators of the organisations in an attempt to have the
flyer posted on their main website and forum. However, | was advised by two organisations
that recruiting for research went “against the peer support focus of our site’. This highlighted
the increasingly bureaucratic nature of health forums which may have placed additional

barriers to recruitment.

Upon reflection, it is possible potential participants may not have identified with the
study inclusion criteria via the social media pages, specifically whether they were within the
‘low-to-moderate’ risk category. As research suggests women’s perceived vulnerability to
risk can often influence a woman’s decision to undergo CPM (Brewster & Parker, 2011), it is

possible potential participants did not identify with an objective formal risk category and
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therefore excluded themselves from participating. Additionally, the flyer could be considered
as having a low readability score, and this may have impeded potential participants’ ability to

determine whether they met the inclusion criteria.

Ethical and Professional Issues

Managing Boundaries of the Research

During the interviews, though effort was made to focus the discussions on issues
relating to the research questions, the semi-structured nature of the interview schedule
enabled participants to discuss more general issues related to their care. For example, some
participants stated they received little support post-surgery from their breast care nurses and
felt disgruntled by this. Though I acknowledged and sympathised with this, it was important
for me to maintain my professional boundaries where possible and remind myself of the
purpose of the interview and my role within that. As the research was not a service-
development project it was not within my remit to action these particular points and |
attempted to refocus the interview back to the relevant research-related questions whilst

ensuring not to disregard participants’ wider experiences.

Experiences of ‘“The Psychologist’ for Participants

Patients considered low-to-moderate risk of CBC who request CPM are often required
to undergo a psychological consultation to assess their suitability and highlight any
contraindications for the surgery. The field supervisor of the current study, who had assessed
some of the participants within the current study, was also identified as a possible contact for
participants to speak to if they felt distressed after the research interview. Therefore, this

raised an ethical issue as many of the participants appraised the psychological assessment as
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an unnecessary formality with some participants unsure as to why they being referred to a

psychologist:

Erm, but what the hell does the psychologist want to see me for? That’s how you
think. Well, why am | seeing the psychologist that has nothing to do with my
treatment? The psychologist doesn’t know me, I’m going to sit there for an hour and

the psychologist is going to make a decision on me in an hour (Karen)

Acknowledging that some participants experienced the psychological consultation as
negative raised some concerns regarding how | was perceived as a trainee clinical
psychologist. To overcome this, | clearly defined my role and purpose from the outset of the
interview, where participants understood | was working within a research capacity. I also
emphasised the distinct nature of my project and role on the information sheet prior to
interviews. Moreover, the suitability of the field supervisor/assessing psychologist as a point
of contact for the research was also a concern. However, due my dual role as both a
researcher and psychologist, | am trained in managing distress and containing difficult
emotions, and it was hoped this would have sufficed for participants. Additionally, other
contacts and lines of support were also provided to participants via the debrief sheet after the

interviews.

My Personal Reflections

My Changed Relationship with my Breasts after Maternity

Whilst undertaking this research, it has raised many thoughts and considerations
regarding a woman’s breasts, their position, value, and how breast cancer can dramatically
alter how breasts are appraised and understood by women. Prior to undertaking the

interviews for the current study, initially I struggled to understand how women were able to



CRITICAL APPRAISAL 3-9

make the decision for such drastic surgery and remove what culturally and socially is
understood as a woman’s ‘whole’ and feminine entity. Though not likening my experience to
breast cancer in anyway, my maternity break (mid-research) and attempted breastfeeding
experience gave me insight into some of the struggles associated with breasts and how a

woman’s perception of her breasts can alter accordingly.

I was often left with sore breasts and developed a breast infection, mastitis, which
ultimately meant | could not keep up with feeding demands and resorted to baby formula.
This experience was conflicting. On one hand, | felt guilty and incompetent as a mother;
frustrated with my breasts and feeling negative towards them as they had given-up on me and
my baby. However, | equally felt liberated that | had the option of formula and recovering
my sore breasts which hindered me in so many ways. It appeared my experience paralleled
in some way with participants’ accounts of the altered relationship with their breasts after
breast cancer, with CPM providing an option to overcome these difficulties. Yalom (1998)
provides a descriptive account of women’s breasts throughout history, outlining the powerful
and contradictory ideas associated with breasts depicting the ‘good’ and *bad’ breast.
Likewise, I too felt that my relationship with my breasts changed from breasts that were
originally considered life-affirming and life-saving to withholding and life-destroying

(Yalom, 1998).

Returning to the research after maternity provided me with a new and appreciated
understanding of the modified relationship with one’s breasts after an illness experience and
the attempts made to overcome these difficulties. It was important that | noted these
reflections through the use of a reflective diary (see Appendix 2-D) to ensure | ‘bracketed’
(Chan, Fung, & Chien, 2013) my own experiences and assumptions during the analysis
process. This was to ensure interpretations of the data were embedded within the

participants’ accounts.
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Reflections on the ‘Exceptional’ and *Assertive’ Participants

In my personal experience, | have often found women with breast cancer are often
referred to as ‘cancer victims’. However, upon speaking to the participants | experienced
these women very differently. They presented as very assertive and assured within the
‘telling’ of their CPM decision-making process and experience; they were survivors and
doers. It was refreshing and uplifting to witness this. These women had not only overcome
breast cancer but also made a categorical decision for CPM and | have wondered whether
there are certain personalities that both exude this sense of survivorship and also opt for
CPM. In arecent study, Saita, Acquati, and Kayser (2015) explored the coping styles of
women with breast cancer and found women who rated high on assertiveness were more
likely to convey a ‘Fighting Spirit’ characteristic which was activated when they appraised
their diagnosis as a challenge/threat. This is in line with the current study findings, as some
participants viewed their diagnosis and risk of CBC, despite low-to-moderate, as a threat and

motivated their decision for CPM.

Siegel (1988) wrote about the ‘exceptional’ cancer patient describing the
characteristics of the patient who surpasses their diagnosis, stating personality traits such as
independence and assertiveness particularly in the patient-doctor relationship enable people
to heal as they pursue something they believe in and gives them hope. | consider all the
women | interviewed were ‘exceptional’ in some way; they knew what they wanted, when
and why and went outside of the normal circumstances where CPM is offered to women (in
cases of high-risk) and gained a lot of solace in their decision. Additionally, their outlook on
life was exceedingly positive. Hannah’s account was quite significant in relation to this. She
exemplified what it meant to be ‘exceptional’ by seeking another consultant who would
acquiesce to her decision for CPM after her original consultant felt overwhelmed by her

general manner and request and walked out of the consultation:
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The consultant had been a bit shaky with me over the years, she found me difficult
because | asked questions. Not bad questions. Like can I go on aspirin? Will that
help? Me and my friend who also had breast cancer at the time did research together.
The consultant was doing this (gestures) beating her chest after | asked for CPM and
giving me really bad signals. I said “‘do you think you can continue with this
consultation’? And she said ‘no’ and walked out. That was the last | saw of her.

(Hannah)

In relation to my findings, it appeared there was little scope for shared-decision
making between participants and their consultants. | speculated whether this was related to
the traits of the *exceptional’ cancer patient who are more likely to be granted their decision
for CPM as they assert themselves in such a way that consultants agree to the decision with

relatively little consultation.

The Emotional Impact of Interviews

Research has highlighted the importance of researchers recognising the emotional
impact of their research (Haynes, 2006). For me, this was particularly striking when
interviewing Jane. Her account was very descriptive and rooted in her role as a young
mother and wife. | found myself becoming quite emotional during the interview whilst she
informed me of how her decision was based upon the need to survive and ensure she was
always there for her children. As a new mother, | identified with Jane and naturally this
brought up many thoughts about the possibility of illness for me and what this would mean in
relation to my maternal role. In order to not detract away from Jane’s interview, it was
important for me to hold and manage my emotions and not physically display this. This has
been referred to as ‘emotional labour’ (Zapf, 2002); the process of concealing and managing

emotions, which is considered an important skill when working in health settings so as to
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maintain professionalism. Again, my role as a trainee clinical psychologist also enabled this.
I also had to remain aware of how my emotions and connection with Jane translated into my
findings. The use of a reflective diary was useful here in order to maintain a reflective

stance.

Although it was difficult to hear accounts of breast cancer and participants’ harrowing
details of the “cold cap’, it has provided me some important developments as a researcher and
clinician and opportunity for personal growth. Within my clinical training, | had previously
undertaken a placement in oncology, namely with service-users preparing for end of life
within a hospice setting. This was a very difficult experience for me at the time, as it brought
back many issues relating to my grandma. However, clinical supervision was helpful in
exploring these issues and I consider | brought these developments and reflections to the

current research in my ability to manage my emotions.

The Complexities of being a Researcher and Clinician

Previous research has outlined the difficulties in both being a researcher and health
professional (Kidd & Finlayson, 2006). As this was my first experience in conducting an
IPA study, | was unsure of how to conduct an interview within the role of a researcher as
opposed to a clinician. My fear was using the semi-structured interview schedule too rigidly
to overcome this, and this has been sighted as an issue often experienced by novice
researchers (Smith et al., 2009). However, once the interviews ensued | was surprised at my
flexible use of the semi-structured interview schedule and allowing the participants to guide

the discussions in the way that was meaningful to them.

However, the challenge arose when participants shared particularly emotive aspects of
their journey. | felt a “pull’ towards my clinical role and the need to attend to the information

more therapeutically and provide summaries/interpretations. However, through supervision
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and experience gained over the course of the interviews | learnt to balance empathic listening,
checking my own understanding of participants’ accounts, and learning to refrain from

interpretations.

Taking Away Participants Stories

Although all participants were provided information regarding the nature of the study
and its potential impact, after the interview process I did reflect on whether I was justified in
placing participants into a position of recalling aspects of their cancer journey which they

may have preferred to keep in the past. This was highlighted further when Jane stated:

Talking to you know has brought up things, I don’t talk about it [cancer], | don’t think
about it, I have a lid of Pandora’s box. I thought when | got your letter *Oh god do |

want to take the lid of Pandora’s box?’, because | haven’t, in the early days I did, but I
have not cried and mourned, and felt sorry for myself, like |1 say, I have got on with it.

(Jane)

Although it felt somewhat exploitative to record participants’ accounts and ‘take
away’ their stories for the benefit of the profession, this was reconciled by the fact that all
participants, including Jane, felt they were contributing towards cancer research. This
supports the ‘trickle down’ theory of altruistic participants where it is thought participants
gain satisfaction from the belief their accounts will benefit policy, practice and wider

communities (Bay-Cheng, 2009).

Conclusion

This critical review has explored further key aspects of the research methodology,
ethical and professional issues and potent personal reflections whilst undertaking the

research. In doing so, it has also offered some ideas for future research; specifically
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examining the influence of personality traits in the decision-making process of CPM, and
understanding the differences in experiences of women who may or may not undergo breast

reconstruction after CPM separately.
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Appendix 3-A: Internet Recruitment Flyer

The Experience and Decision-Making Process of Women with Low to
\ Medium Risk of Contralateral Breast Cancer who Have Chosen to

Undergo a Contralateral Prophylactic Mastectomy (CPM).

e Have you had unilateral breast cancer (primary cancer in one breast) and have chosen
to undergo a Contralateral Prophylactic Mastectomy (CPM) of the non-cancerous
breast?

e Are you considered to be in the low-to-medium risk group of secondary breast cancer
as you do not have a significant family history of breast cancer or a BRCA1/BRCA2
gene carrier?

e Did you have the surgery (with or without reconstruction) more than 12 months ago?

e Are you not receiving any adjuvant treatment such as chemotherapy/radiotherapy?

e Would you be interested in talking to someone about your experiences and decision-
making process of undergoing CPM?

If so...lI'd like to hear from you!

My name is Fehmida Patel and | am Trainee Clinical Psychologist. I’m carrying out a
research project looking at the experiences and the decision-making process of women who
are within the low-to-medium risk group of secondary breast cancer (but have had
primary/unilateral breast cancer), yet, have chosen to undergo CPM of the non-cancerous
breast. Exploring your reasons and experiences of CPM could help other professionals allow
better understanding regarding how to support and advise other women contemplating CPM
as there is currently limited information within this area. Moreover, the information can also
aid understanding of how psychological services can improve to better support women
contemplating CPM.

Taking part will involve answering some questions over the phone, then meeting me to
complete an interview.

If you think you might be interested in taking part and would like to find out more, please e-
mail me on f.patel@lancaster.ac.uk. You can also provide a telephone number via email | can
call you to discuss the study further.

Thanks
Fehmida Patel
Trainee Clinical Psychologist

Lancaster University Doctorate in Clinical Psychology


mailto:f.patel@lancaster.ac.uk
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Appendix 4-A

DIVISION OF HEALTH RESEARCH
Participant Information Sheet Doctorate In Clinical Psychology

Study Title: The Experience and Decision-Making Process of Women with Low to Medium
Risk of Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral
Prophylactic Mastectomy (CPM).

My name is Fehmida Patel and | am training as a Clinical Psychologist on the doctorate
course at Lancaster University. This information sheet has been sent by the cancer
department at || on my behalf. 1 would like to invite you to take part
in a study which I am undertaking as part of my training. If you think this is something you
would be interested in, please take time to read the information sheet below which may help
you decide whether you would like to take part.

What is the purpose of the study?

The purpose of this study is to understand the experience and decision-making process of
women within the low to medium risk group of contralateral cancer who have chosen to
undergo a Contralateral Prophylactic Mastectomy (CPM). The study is also interested in
understanding the psychological effects of the procedure and how it has affected your quality
of life. Exploring these issues will allow better understanding regarding how to support and
advise other women contemplating CPM as there is currently limited information within this
area. Moreover, the information can also aid understanding of how psychological services
can improve to better support women contemplating CPM.

Why have | been invited to participate?
You have been invited to participate within this study as you have undergone CPM.
Do I have to take part?

You do not have to take part, and, if you decide not to participate the standard of care you
receive will not be affected. However, if you think you would like to take part or would like
to talk to me about this, you are invited to return the enclosed contact sheet (with the pre-paid
envelope provided) with your telephone number and/or email address so that | can telephone
or email you. It is also encouraged that you take at least 24 hours to decide whether you want
to take part or not. We can then discuss any further questions you may have and you can
either decide to volunteer or decline to take part in the study.

If too many people volunteer I will contact you to thank you for your interest and advise that
I will not be asking you for an interview on this occasion.
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What will | have to do if | agree to take part?

You will have to be interviewed by the researcher about your experience. The interview is
expected to last approximately one hour and fifteen minutes and will be recorded. If during
the interview there is potential to going over an hour and fifteen minutes, | will stop the
interview and ask if you are happy to continue, or, if you would like another appointment to
conclude the interview. If you do not want to continue and do not wish to make another
appointment, | will stop the interview and use the data collected from the incomplete
interview.

As the interview will be recorded, you may ask for the tape to be stopped, edited, or re-played
at any point in the interview. We can stop the interview at any point, or, you can decide not
to answer any particular questions.

Where and when will the interview take place?

Once your contact details have been received, | will contact you to arrange a suitable time
and place to conduct the interview. This can be either within your home or within a clinic
room at |GG A suitable quiet room is required as the interview will be
recorded using an audio digital recorder. Prior to the interview commencing, you will be
given a consent form to read and then we will discuss your experience of undergoing CPM.

If you decide to be interviewed at ||| | . up to £10.00 travel costs can be

claimed back.
What will happen when the interview ends?

After the interview, | will listen to the recording and type out our discussions. | will then
attempt to identify themes from our discussion and cross-reference these themes with
discussions with other women who have undergone CPM.

The overall data produced by the study will be reported after July 2014. Only summary
information and not individual data will be reported, so no individual will be identifiable in
the report. However, | may use anonymised direct quotes, with your permission, in writing
up the findings. It is possible that some of this data will be published as well as being shared
within the research community through conferences and presentations. A summary of the
findings will be made available if you request it after this date. The identity of anyone who
takes part in the study will not be disclosed at anytime.

Will my participation in this study be kept confidential?

All information collected will be kept strictly confidential. However, if during the interview
any information regarding risk to yourself or others is disclosed, this information will be
discussed with my academic and field supervisors ([ GTGTzGNGGEEEEEEEEEEEEE
B However, this will be discussed with you in the first instance wherever
possible.

The interview transcripts will be password protected on the computer and will not contain
your name (or any names you may mention within the interview) or other identifying
information such as your address. Your name and any other identifying information will not
be used in any reports and will be kept confidential. Pseudonyms (replacement names) will
be used instead. The audio data will be destroyed and transcripts will be stored for 10 years
on the Lancaster University electronic database which is password protected and encrypted.
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After 10 years the transcripts will be destroyed as NHS policy requires for this type of
project.

Can | withdraw after taking part?

If you participate in this study you will be able to withdraw your data from the study for up to
two weeks after the interview. A request to withdraw after this point may not be possible as
the data collected may have already been analysed and themes elicited. It would therefore be
difficult to separate individual data and themes from the overall pool collected.

If 1 have questions who can | talk to?

If you would like to ask questions about this research you can contact the researcher via the
contact details below.

What are the risks and benefits of taking part?

There are no direct benefits of taking part in this study. However, some participants find it
helpful to discuss their experiences and views after undergoing CPM. It is hoped that the
research will help highlight the information required to better support other women
contemplating CPM.

It is possible that talking about your experiences about CPM and the impact it has had on
your life may cause distress. If this happens during the interview, we can discontinue, or take
a break. You are also welcome to contact me after the interview if you continue to feel
distressed and | will direct you to further support. This can include contacting the field

supervisor, to discuss the impact of
the interview. You can also telephone my academic supervisor on N

. Some other sources of support are given at the end of this information sheet.
Other information

You will be sent another information sheet after two weeks as a reminder. If you have
decided to take part in the study and have already contacted me about this, you will still
receive the reminder pack as the staff working in the service (who are sending the packs on
my behalf) do not know about your participation. This is to ensure your confidentiality. You
will not receive any further information/contact from me thereafter unless you choose to
contact me.

Ethical approval

This studi has been iranted ethical approval by the || G

Complaints

If you are in anyway dissatisfied with how this research is conducted, complaints can be

addressed to the research director: Dr Jane Simpson, Lancaster University Doctorate in

Clinical Psychology, Lancaster University, Lancaster, LAL 4YG, Tel: 01524 592858, email:
You may also contact my academic supervisor:
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Contact Details

This research is carried out by Fehmida Patel, Trainee Clinical Psychologist, Clinical

Psychology, Furness College, Bailrigg, Lancaster, LA1 4YG, email: f.patel@lancaster.ac.uk.

The results

You are very welcome to have a copy of the summary of the results after July 2015 if you
indicate this is what you would like.

If you would like to take part:

1. Please read and sign the contact sheet that is enclosed.
2. Please return the contact sheet in the pre-paid envelope provided.

Sources of information and support
Breast Cancer Care 0808 800 6000 www.breastcancercare.org
Macmillan Cancer Support 0808 808 0000 www.macmillan.org.uk

The Haven 0113 284 7829 www.thehaven.org.uk
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Appendix 4-B

Participant Contact Sheet

DIVISION OF HEALTH RESEARCH

Doctorate In Clinical Psychology

The Experience and Decision-Making Process of Women with Low to Medium Risk of
Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral Prophylactic
Mastectomy (CPM).

I am interested in hearing more about the above study and | consent for the
researcher (Fehmida Patel) to contact me using the details below (please tick the
box of you are happy to be contacted)

My name is

My telephone number is and/or

My email address is

The best time to contact me is: Day Evening  (please circle)

Day: Mon Tues Wed Thurs Fri Sat Sun (please circle)

Please place this sheet in the enclosed addressed envelope (you do not need a stamp).

Thank you for your interest.
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Appendix 4-C

Participant Consent Form

DIVISION OF HEALTH RESEARCH
Doctorate In Clinical Psychology

Study Title: The Experience and Decision-Making Process of Women with Low to Medium Risk of
Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral Prophylactic Mastectomy
(CPM).

Chief Investigator: Fehmida Patel

Please initial box

1 | confirm that | have read and understand the information sheet dated 20"
November 2013 (version 1) for the above study. | have had the opportunity

to consider the information, ask questions and have had these answered
satisfactorily.

2 I understand that my participation is voluntary and that | am free to withdraw
at any time, without giving any reason, without my medical care or legal

rights being affected.

3 I agree to the interview being audio recorded and then made into an
anonymised written transcript.

4 I consent to information and anonymised quotations from my interview being
used in reports, conferences and training events.

5 I consent to Lancaster University keeping written transcriptions of the

interview for 10 years after the study has finished.

6 | agree to take part in the above study.
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7. | understand that data from the study may be looked at by regulatory
authorities or by persons from the Trust where it is relevant to my taking part

in this study. I consent to these individuals having access to this information

Name of Participant Date Signature

Researcher Date
Signature

One copy each to be retained by participant and researcher.
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Appendix 4-D )
Semi-structured interview schedule '

DIVISION OF HEALTH RESEARCHA
Doctorate In Clinical Psychologyy

This schedule will be used as a guide, in order to facilitate discussion on the topic interest.
The questions are indicative of the types of questions that may be asked but it is not intended
to ask all questions to all participants. The questions may be adapted or changed depending
on each participant’s response.

Introduction/Background
Can you tell me a little about yourself?
Prompts: Age, family composition, occupation
Can you tell me about your diagnosis?
Prompts: How long since diagnosed?
How did you feel when you received the diagnosis?
How did your family react?
Is there anyone else in your family with cancer?
Questions regarding the decision-making process
How did you come to the decision of undergoing CPM?
Prompts: What factors were associated with the decision?
Why did you want CPM?
Did you consult with anyone else about making this decision?
What emotions were going through your mind whilst making the decision?
How long did you think about CPM before informing the consultant this is what you wanted?

What information did you receive, both from the consultant and elsewhere, regarding the
procedure?

How did the consultant respond after you requested CPM?
What were you told about the surgery?
Do you think you were advised enough about CPM prior to the procedure?

Prompts: Was there any advice that was given specifically that helped you make the
decision?
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What information did you receive from the surgeon regarding reconstructive surgery and how
did this help you make your decision?

Prompts: Was the surgeon realistic about the look and feel of the reconstructive
surgery?

Did the surgeon show you any pictures of reconstruction after mastectomy? Would
you have preferred to seen pictures?

What advice would you like to have received prior to the surgery?
Would receiving this information have impacted upon your decision to undergo CPM?
Questions regarding satisfaction and the psychosocial impact of CPM
Are you satisfied/dissatisfied with the decision to undergo CPM? Why?
Are you satisfied/dissatisfied with the reconstructive surgery?
Prompts: Did the surgery meet your expectations?

If dissatisfied: Despite not being satisfied with the reconstructive surgery, are you still
happy with your decision to undergo CPM?

What are specifically dissatisfied about regarding the surgery?
Prompts: Do you experience any pain after the implants?
Are you happy with the “naturalness’ of the reconstruction?
Were you left with any unexpected scarring?
What options were you given for reconstruction (Implants/using own tissue)

Were you prepared for the issues that had arisen?

What impact has the procedure had on your life?

How do you feel about yourself?

Has the procedure affected your relationships?

Other Questions

What support did you receive prior and after the surgery?

How would you advise other women considering this procedure? What specific information
should be made available for women thinking about CPM?
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Appendix 4-E

Participant Debrief Sheet DIVISION OF HEALTH RESEARCH
Doctorate In Clinical Psychology

The Experience and Decision-Making Process of Women with Low to Medium Risk of
Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral Prophylactic
Mastectomy (CPM).

Thank you for your time and taking part in this study. Your participation is much appreciated
and | hope you enjoyed sharing your experiences. Your views will allow me to complete the
study, but, more importantly may allow services to develop more information regarding how
to advise other women contemplating CPM and help improve psychological services to better

support women before and after the procedure. Your views will also be integral to this.

If you have any queries after the interview please contact me at the following address:
Fehmida Patel, Trainee Clinical Psychologist, Clinical Psychology, Furness College,

Bailrigg, Lancaster, LA1 4YG, email: f.patel@lancaster.ac.uk.

Below are other sources of support that you may also find helpful:

Breast Cancer Care 0808 800 6000 Www.breastcancercare.org
Macmillan Cancer Support 0808 808 0000 www.macmillan.org.uk
The Haven 0113 284 7829 www.thehaven.org.uk

Thank you very much for taking part in this study.
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Appendix 4-F

Research Protocol
DIVISION OF HEALTH RESEARCH

Doctorate In Clinical Psychology

Study Title: The Experience and Decision-Making Process of Women with Low to Medium
Risk of Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral

Prophylactic Mastectomy (CPM).

Chief Investigator: Fehmida Patel
Supervisors: | (Research supervisor, Doctorate in Clinical Psychology,
Lancaster University).

I (-icld Supervisor, Clinical Psychologist at [ G

Introduction

Breast cancer is the most prevalent form of cancer within England and Wales, with
over 40,000 new cases diagnosed each year (National Institute for Health and Care
Excellence, 2009). Advances in genetic testing allows for predictive testing for hereditary
cancer and risk factors, such as, mutations to the BRCA1 and BRCA2 genes and significant
family history of cancer, are associated with the increased risk of developing breast cancer
(Narod, 2010). As such, risk-reducing surgery such as prophylactic bilateral mastectomy
(removal of both breasts) is considered as an effective treatment intervention and is thought
to reduce the risk of breast cancer by 90% (Rebbeck et al., 2004).

Similarly, women diagnosed with unilateral breast cancer (cancer in one breast) and
are at high risk of developing cancer within the contralateral (the other) breast may consider
contralateral prophylactic mastectomy (CPM) which involves the removal of the non-
cancerous breast (Lostumbo, Carbine, & Wallace, 2010). However, in the absence of the
aforementioned risk factors, the risk of developing contralateral breast cancer in women
within the low-to-medium risk bracket is rare (Herrington, 2005 as cited in Lostumbo et al.,
2010). Research suggests women with unilateral cancer are at increased risk of developing
secondary cancer within the same breast as opposed to developing cancer within the

contralateral breast (Brewster & Parker, 2011). Despite this, women with unilateral breast
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cancer, many of whom are good candidates for breast conservation as they are within the low
to medium risk category (Helzlsouer, 2005), are increasingly requesting CPM (with
reconstructive surgery thereafter) so that they do not have to undergo the ‘cancer process
again’ (Khan, 2011). Oncologists therefore view CPM in this population as an unnecessary
‘mutilating” procedure as the risk of these women developing contralateral breast cancer is
very rare (Spear, Carter, & Schwarz, 2004). Moreover, there is a lack of evidence to suggest
an increased risk of death from secondary cancer and research suggests the procedure does
not affect overall cancer-related mortality (Khan, 2011). The lack of information regarding
the clinical value, risks, and benefits of CPM for women within the low-to-medium category
is considered an important public health concern (Brewster & Parker, 2011). There is also
limited information regarding the psychosocial impact of CPM in women with low-to-
medium risk of breast cancer (Altshuler, 2007). Therefore, understanding the experiences,
motivations, perceptions, and the decision-making process of women undertaking this
procedure is important.

Research highlights a number of reasons which may influence a women’s decision to
undergo CPM. This includes, cancer-related anxiety and distress, fear of cancer developing
in the contralateral breast, perceived risk, body image issues (wanting symmetry/balance after
reconstruction of both breasts), and uncertainty about cancer (Brewster & Parker, 2011).
CPM may also allow women to feel a sense of control over the cancer. Although research
suggests women are generally satisfied with their specific decision to undergo CPM, to
decrease the risk of secondary cancer (although it is rare secondary cancer would develop in
women within the low-to-medium category) and anxiety, they still report negative
psychosocial outcomes (Altshuler, 2007). For example, Patenaude et al. (2008) asserts
almost half of the women undergoing CPM experience ongoing disruption in intrapersonal
and interpersonal areas such as sexuality and body image issues. For example, research
indicates women often have unrealistic expectations regarding the reconstructive surgery
after CPM and accordingly are disappointed with the results, affecting their body image,
femininity, and sexuality (Patenaude et al., 2008; Altshuler, 2007).  Specifically,
reconstructive surgery after a CPM can leave women with reduced or no nipple sensation, an
‘unnatural’ look, or asymmetrical breasts. This highlights the importance of education,
consideration, and reasoned decision-making when considering CPM.

Moreover, research suggests the decision to undergo risk-reducing surgery is often
made based upon the consequences upon family members and the need to contain fear

(Hallowell, 1998). Furthermore, the decision is often made at the time of diagnosis when
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women feel under pressure or overwhelmed with the diagnosis (Patenaude et al., 2008).
Accordingly, Brewster and Parker (2011) emphasise the importance of consultants and
surgeons counselling and informing women to dispel women’s overestimation of secondary
cancer and the possible complications after reconstruction. Similarly, Patenaude et al. (2008)
suggests psychological consultation prior to and after CPM is important. Some women in
their study felt overwhelmed by feelings of loss and fear and felt psychological consultation
would have been helpful prior to surgery to discuss these emotions, as well as, discussing the
possible impact the surgery could have on their sexuality and relationships.

The decision to undergo CPM in women within the low-to-medium risk category of
further cancer is complex and difficult to understand. However, psychological theories
provide frameworks to understand the decision-making process. For example, the health
belief model (HBM) (Becker & Rosenstock, 1988) suggests people engage in health
prevention behaviour when faced with a threat to their health and accordingly evaluate the
benefits of the behaviour. Therefore, in relation to CPM, the perceived benefits of reducing
contralateral breast cancer (a primary motivator in women considering CPM) and the
perceptions regarding balance/symmetry after reconstruction, fits well with the HBM.
Moreover, affect theory in relation to cancer worry also allows understanding of the decision-
making process. McCaul and Mullens (2003) state worry may accelerate the process of
undertaking health-protective behaviours and can serve to keep an issue more salient. The
emotional arousal of worry can also encourage proactive coping and provides a cue to action
as people are naturally averse to worry. Managing the threat allows one to control worry.
Therefore, a woman who is worried about developing contralateral breast cancer may choose
to undertake CPM, despite the low risk of developing it in the future, and can reduce negative
affect.

Although theories can elucidate some of the factors involved in the decision-making
process for women, it is important to delineate the individual experiences of women
undertaking CPM. Moreover, there is a lack of qualitative information within this area and
limited information on how to advise women within the low to medium category when they
request for CPM. Undertaking this research will allow understanding of the perceptions and
motivations of women requesting this surgery and may also highlight how a psychologist can
facilitate the decision making process, inform patients of the potential negative outcomes, and
discuss feelings of loss and fear prior to and after surgery. Moreover, understanding the
decision making process and the impact of this risk reducing surgery may lead to improved

understanding and interventions on how to best approach and advise women with low to



ETHICS SECTION 4-15

medium risk of contralateral breast cancer. This will aid the process of devising helpful

information for women within the low to medium risk category of further breast cancer.

Aims

The study aims to investigate the experiences and the decision making process of women
who have undertaken CPM who have low to medium risk of contralateral breast cancer. This
includes understanding the impact of the surgery on a woman’s quality of life, the emotions
associated with this, and its long-term impact on one’s psychological and social functioning.
In addition, the study aims to explore how satisfied/dissatisfied women are with the surgery
and their choice to undergo CPM and the factors associated with this. Moreover, the study
will also attempt to understand what information these women would have benefitted from

before undergoing the surgery.

Method

Participants

Women with unilateral breast cancer and low to medium risk of contralateral breast cancer
who have undergone CPM (with or without reconstruction thereafter). Recruitment of
participants will take place via NHS sites and within non-NHS sites via social networking
websites and online charities/forums such as facebook, twitter, and the ||
I (internet recruitment).

Recruitment within NHS sites.

Participants will be recruited from various NHS sites within || |GzNzGEEEEEE
I Paticipants who are within the 12-24 months post-surgery

period will be initially included within the study as there can be initial complications after
reconstruction and allowing 12 months to pass post-surgery can provide a more objective
assessment of participants’ experiences and impact on their quality of life. Suitable
participants will be identified and recruitment packs will be sent out via the breast cancer

nurses and surgeons.

Inclusion criteria:

e Women above the age of 18 years
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e Women with unilateral breast cancer and within the low to medium risk category of
contralateral breast cancer who have undergone CPM with or without reconstructive
surgery thereafter.

e Patients who are not currently receiving any adjuvant treatment e.g. chemotherapy (as
this itself can be physically and psychologically draining).

e Interview women who are within the 12-24 months post-surgery (initially as per stage
1 of the recruitment process) period.

Exclusion criteria:

e Women within the medium to high risk group for contralateral breast cancer. This
includes excluding:
- Women with high contralateral breast cancer risk factors such as mutated BRCAl
and BRCA2 genes.
- Women with a significant family history of breast cancer.
e Women with a reoccurrence of cancer or any other major illness.

e Women who do not speak sufficient English to undertake the interview.
Recruitment within non-NHS sites (internet recruitment).

Potential participants will also be recruited from social networking sites such as Twitter,
Facebook, and online breast cancer charities such as Breast Cancer Care. A link to the project
flyer (Appendix 7) will be posted on these websites (contact will be made to the admin of the
online charities/forums to facilitate this) providing an overview of the study and the

aforementioned inclusion/exclusion criteria.

Anyone who does not fulfil these criteria will not be included within the study. As this is a
qualitative study, a power calculation is not necessary. In contrast, a maximum sample of ten
participants will be recruited. This is in line with other qualitative studies employing

Interpretive Phenomenological Analysis (IPA).

Design

A qualitative approach will be used and interviews will conducted with participant’s who
have undergone CPM.  Semi-structured interviews will be undertaken with the participant
and the material will be transcribed and analysed using IPA. IPA is a useful methodology
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within health research as it allows an in-depth understanding of one’s lived experience and

exploration of an individual’s cognitive inner world (Biggerstaff & Thomson, 2008).

Materials

A semi-structured interview will be constructed to explore the experiences of women who
have undergone CPM. A copy of the proposed interview schedule for the study can be found
in Appendix 1. As the interview is semi-structured, questions will be adapted, removed or
modified and additional ones added, depending on the participant’s response. A digital

recorder will also be utilised to record all the interviews carried out.

In addition the following demographic information will be collected from parents/carers:
Age

Family composition

Current or previous occupation

Time since diagnosis and surgery

Procedure
within NHS sites, recruitment will take place within | G
I -0 non-NHS sites, internet recruitment will also take place

as stipulated within the participants section.

Recruitment within NHS sites.

Although, it is intended to recruit women who are within the 12-24 month post-surgery
period after CPM, this can limit the participant pool and reduce the number of people
interested within the study. Therefore, a phased approach to recruitment will be employed
within the study. Stage 1 of the recruitment process will involve the breast cancer nurses and
surgeons identifying the women who fulfil the inclusion/exclusion criteria listed above, and
accordingly, will send out a study information pack containing the information sheet
(Appendix 2) and the contact sheet (Appendix 3) via post. If participants wish to meet with
the researcher to learn more about the study they are invited to return the contact sheet by
post, with their details so that the researcher can contact them to discuss the potential to

participate further. If after this conversation the participants are happy to take part, a date
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and time convenient to the participant will be arranged. On this date, participants will sign
the consent form (Appendix 4) and an interview will take place on the agreed date and time.

If enough participants are not recruited within stage 1, stage 2 of the recruitment process will
be employed. Stage 2 will begin four weeks after stage 1 (if enough participants are not
recruited) which will involve sending the same information sheet and contact sheet (as within
the Stage 1) to participants within the 24-36 month post-surgery period. If enough
participants have still not been recruited within Stage 2, Stage 3 will be employed four weeks
after Stage 2 which will involve sending the information sheet and contact sheet to
participants who are within the 36-48 months post-surgery period.

Participants will have a choice to be interviewed either at home or interviewed in a clinic
room at |
depending upon which trust they have been recruited from. If participants choose to be
interviewed at their home, the researcher will adhere to the Lancaster University’s lone
worker policy at all times. Specifically, the principal investigator will organise a ‘check in'
system with one of the supervisors of the study or a colleague, informing them of the time of
the study and an approximate time that the researcher will ‘check-in' following the completion
of the interview. Should the principal investigator fail to contact the supervisor/colleague,
they will attempt to contact the investigator by phone. Prior to the interview, the principal
investigator will provide an envelope with the name, location, and address of the participant
in a sealed envelope, that will only be opened in the event that the principal investigator fails
to contact the appointed person within the agreed time frame and does not answer their phone
call. This is to ensure the safety of the researcher and the participants, and confidentiality will

only be broken if deemed necessary.

The interview will take place for approximately 60 minutes, and will not go beyond this
without participants” agreement, and will be recorded. Once the data have been analysed and
interpreted by the researcher, a summary of the final report will be sent to each participant (if
requested) and will be invited to telephone the researcher if they wish to discuss the themes
further.



ETHICS SECTION 4-19

Recruitment within non-NHS sites (internet recruitment).

A short message will be posted on social networking sites and online charity/support forums
(contact will be made to the admin of the online charities/forums to facilitate this) stating
‘Looking for people who have undergone contralateral prophylactic mastectomy’ with a link
to the project flyer (Appendix 7) thereafter. The project flyer will provide an overview of the

study and the aforementioned inclusion/exclusion criteria.

Potential participants will then be given the opportunity to email me to answer some initial
questions via email/telephone (I can call them from a withheld telephone number if they
provide a number via email) so | can confirm they meet all the inclusion/exclusion criteria of
the study. If so, the participant information sheet (Appendix 2.3) will be emailed to them
thereafter. If potential participants are happy to take part in the study a date and time to meet
to interview the participant will be arranged. The same *check-in’ system will be followed as

mentioned previously to ensure my safety.

However, if it is difficult to arrange a suitable time/date for a face-to-face interview (due to
the nationwide coverage internet recruitment entails), then a telephone interview will be
offered. The loudspeaker function on a mobile/land line would be used and a digital recorded
would be placed next to this in order for the interview to be recorded. The interview would
take place in a lockable room within Lancaster University so | can ensure the participant’s
confidentiality within the interview.

Within the telephone interview, a similar process would be undertaken in relation to gaining
consent as with the face-to-face interview. At the beginning of the conversation, |1 would read
out the consent form and request that the participant verbally consent to each aspect of

this. 1 would also offer to send them a copy of the consent form. After the interview a copy of
the debrief sheet (Appendix 5) will also be sent via email. Again, the interview will take
place for approximately 60 minutes, and will not go beyond this without participants’
agreement. If the participant would like a summary of the final report, this can be arranged

via email.

Analysis
After each interview the data will be transcribed and analysed using IPA utilising the
guidelines provided by Smith, Flower, and Larkin (2009). Each participant’s transcript will

be analysed in isolation before analysing the next participant’s transcript. This is to ensure
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each participant’s individual experience is preserved. All transcripts will be read and re-read
numerous times to ensure the participant’s ‘story’ becomes the focus of the analysis. The
digital audio recording will also be used to aid this process. Notations of the significant
aspects of the data will be made within the margins of the transcript. Possible connections
between the notations across all the transcripts will be clustered together to create initial
themes. These initial themes will then be checked against the data to ensure they accurately
reflect the participant’s account. Quotes from the transcript will also be used to support the
themes and ensure the themes are grounded within the data. Initial themes will then be
clustered further to identify ‘super-ordinate’ themes. This process will be repeated for all the
transcripts.

Patterns across all the transcripts will be identified by assessing whether the super-ordinate
themes are shared across all or most the transcript. These themes will then be evidenced with
quotes from the individual transcripts.

Practical Issues

Costs will be met by Lancaster University Doctorate in Clinical Psychology. Moreover, all
participants will be able to claim back travelling costs, up to a maximum value of £10 that
may occur when participating within the study.

This project will be submitted as one of the requirements for the Principal Investigator to

obtain a Doctorate in Clinical Psychology from Lancaster University.

Ethical Concerns

Interviews will be recorded and then transcribed. The audio data will then be destroyed;
however, the transcripts will be anonymised and will be held securely for 5 years at Lancaster
University and then destroyed. The academic supervisor will only see anonymised
transcripts; however he will listen to audio data to provide feedback on the quality of the
analyses. The field supervisor will only have access to final themes and anonymised

quotations to ensure participant confidentiality.

As the project concerns a sensitive topic, it is possible participants may feel emotional after
the interview. The information sheet advises participants to contact the researcher if they
wish to discuss concerns following the interview and she will direct them to further

appropriate support if necessary. Moreover, the field supervisor (a practicing clinical
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psychologist), has offered to meet with participants if required to discuss the impact of the
interview or any other issues that may have arisen. A debrief sheet (Appendix 5) will also be
provided with relevant support numbers also. Participants may also contact the researcher’s
supervisor. It will be made clear that participants can withdraw from the study up until two
weeks after the interview date, or terminate or postpone the interview whenever they wish to.
Confidentiality will be maintained throughout, unless risk related issues arise (themselves or
others); however this will be explained prior to the interview. In the instance that this does
occur, advice will be sought from the field supervisor and the service risk policy will be

followed.

Timescale

It is envisaged that the project will be submitted in May 2014. Participants will also have the
opportunity to give the researcher contact details so as to provide them with a summary of the
results if they request this. A complete version of the report will also be given to the service

as well as a presentation of the overall results during a university presentation day.
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Appendix 4-G: REC Ethics Application

MHS REC Farm Reference: IRAS Version 3.5

‘Welcome to the Integrated Research Application System

s ——

The integrated dataset required for your project will be created from the answers you give to the following questions. The
system will generate only those questions and sections which {a) apply to your study type and (b) are required by the bodies
rewiewing your study. Please ensure you answer all the questions before proceeding with your applications.

Please enter a short title for this project (masimum 70 characters)
Experiences of women undergoing contralateral prophylactc mastectomy

1. Is your project research?
® Yes () No

2. Select one category from the list below:

("3 Chinical trial of an investigational medicinal product

() Chinical investigation or other study of a8 medical device

() Combined trial of an investigational medicinal produwct and an investigational medical device

{73 Oither clinical trial to study a novel Intervention or randomised clinical trial to compare interventions in clinical practice
(") Baslc sclence study Involving procedures with human participants

) Study administering questionnaires/interviews for quantitative analysis, or using mixed quantitative/qualitative
methodology

(@) Study involving gualitative methods only
{73 Study limited to working with hwuman tissue samples (or other human biological samgles) and data (specific project

ondy)
() Study limited to working with data (specific project only)

() Research tissue bank
"y Research database

If your work does not fit any of these categories, select the option below:

(" Other study

2a. Please answer the following question(s):

a) Dioes the study involve the wse of any konising radiation? iYes @ Mo
Ib) Will you be taking new human tissue samgles (or other human biological samples)?  Yes @ Mo
¢} Will you be using existing human tissue samples (or other human biological samples)? O Yes @ No

3. In which countries of the UK will the research sites be located?|(Tick all that apply)

M England

] Scotiand
[]'wales

[ Morthem ireiand

3a. In which country of the UK will the lead NHS RAD office be located:

143457/560T67/1/606
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MHS REC Farm Reference: IRAS Version 3.5

i®) England

() Scotland

("3 Wales

() Mortham Ireland

{3 This skudy does not involve the NHS

4. Which review bodies are you applying to?

A NHS/HSC Research and Development offices

[]Social Care Research Ethics Committes

[} Research Ethics Commities

[IMational Informaticn Governance Board for Haalth and Sccial Care (MIGB)
[ Mational Offender Management Service (NOMS) (Prisons & Probation)

For NHE/HSC RED offices, the CI must create Site-Specific Informalion Forms for each site, in addition bo the
sludy-wide forms, and transfer them to the Pls or local collaboralors.

5. Will any research sites in this study be NHS organisations ?
@ ves (Mo

5a_ Are all the research costs and Infrastructure costs for this study provided by an NIHR Biomedical Research Centre,
HIHR Biomedical Research Unit, MIHR Collaboration for Leadership in Health Research and Care (CLAHRC) or NIHR
Research Centre for Patient Safety & Service Quality in all study sites?

DiYes @ MNo

If yes, NHS pevmission for your siudy wil be processed through the NIHR Coordinated System for gaining NHS Permission
(NIHR C5P).

5b. Do you wish to make an application for the study to be considered for MIHR Clinical Research Network (CRN) support
and inclusion in the NIHR Clinical Research Metwork (CRN) Portfolio? Please see information button for further details.

DYes @®MNo

If yes, NHS permission for your siudy wil be processed through the NIHR Coordinated System for gaining NHS Permission
(NIHR C5P) and you mus! complale a MIHR Clinical Research Network (CRN) Portfolie Appléication Form immedistely affer
completing this project filter and before compieting and swubmitting other applications.

6. Do you plan to include any participants who are children?
Dives @ Mo

7. Do you plan at any stage of the project to undertake intrusive research invalving adults lacking capacity to consent
for themselves?

CiYes @ MNo

Answer Yoz i you plan to recrut §wing participants aged 16 or owver who lack capacity, or fo refain them in the study folowing
loss of capacity. Intrusive research means any research with the ving requiring consent in law. This includes use of

ientifiabde tizswe samples or pevsonal information, except where application is being made fo the NIGB Ethics and
Confidentiality Commiliee ho sel aside the common law duty of confidentiality in England and Waies. Please consull the
quwdance notes for further information on the legal frameworks for research invohing adults lacking capacity in the UK.

8. Do you plan to include any participants who are prisoners or young offenders in the custody of HM Prison Service or
who are offenders supervised by the probation service in England or Wales?

Date: 2 143457/560T671/606
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MHS REC Farm Reference: IRAS Version 3.5

Cives @ MNo

9. Is the study or any part of it being undertaken as an educational project?
®ves (ONo

Please describe bnefly the involvement of the student(s):
This stwdy will form one part of the requirements for the researcherprincipal investigator to obtain a doctorate in

clinkcal psychology (DClinPsy)

9a. Is the project being undertaken in part fulfilment of a PhD or other doctorate?
@ Yes (Mo

10. Will this research be financially supported by the United 5tates Department of Health and Human Services or any of
its divisions, agencies or programs?

D'%es @ MNo

11. Wil identifiable patient data be accessed outside the care team without prior consent at any stage of the project
(including identification of potential participants)?

(DYes (®MNo

Date: 3 143457/560T671/606
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MHS REC Farm Reference: IRAS Version 3.5

Integrated Research Application System
Application Form for Research iwuhin! qualitative methods only

INHS|

Health Research Authority

The Chief Investigator should comglete this form. Guidance on the questions is availlable wherever you see this
symbol displayed. We recommend reading the guidance first. The complete guidance and a glossary are available by

selecting Help.

Please define any terms or acronyms that might not be farmilar 1o lay reviewers of the application.

Short tithe and version number: {maximum 70 characters - this will be inserted as header on all formsa)
Expenences of women undergaoing contralateral prophylactic mastectomy

Please compilede these details after you have booked the REC application for review.

REC Name:

REC Reference Number: Submission date:

PART A: Core study information

1. ADMINISTRATIVE DETAILS

A Full tithe of the research:

The Experience and Decision-Making Process of Women with Low to Medium Risk of Contralateral Breast Cancer who
Hawve Chosen to Undergo a Contralateral Prophylactic Mastectomy (CPM).

A2-1. Educational projects

Wame and contact details of student(s)

Student 1

Title ForenamelInitials Surname
Miss Fehmida Patel

Address Lancaster University, C16 Furness College,
Lancaster

Post Code LAY 4YG

E-mail f patelilancaster ac uk

Telephone 01524593378

[Fax

Give details of the educational course or degree for which this research is being undertaken:

Date: 4 143457/560T671/606
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MHS REC Farm Reference: IRAS Version 3.5

Wame and kevel of course! degree:
Doctorate in Clinical Peychology (DClinPsy)

Hame of educational establishment:
Lancaster Liniversity

MName and contact details of academic supervisor(s):

Academic supervisor 1

Tite ForenamedInitials Surname

Doctorate in clinical psychology

Adivass Fumess Colege. Division of Health Research
Faculty of Health and Medicine
LA1 4%G

Post Code

E-mail .

L ]

Fax

Please state which academic supervisons) has responsibility for which students)c
Pleasze ciick “Save now" before completing this table. This will enswne that all of the student and scademic supendisor

delals ane shown comecty.
Student|s) Academic supervisons)

Student 1 Miss Fehmida Patel _

A copy of a cumrent CV for the stwdent and the scademic supervizor (maximum 2 pages of Ad) must be submitted with the
application.

AZ-2. Who will act as Chief investigator for this study?

@) Student
) Academic supervisor
) Other

A3-1. Chief Investigator:

Tile Forenamedinitials Surname

Miss Fehmida Patel
Post
MSe Forensic Peychology (Merit)
Quaiicaions BSc Peychology with Independent studies (with Honours)
Emphoyer Lancaster University
Work Address Lancaster University, C16 Fumness College
Lancaster
Post Code LA1 4G
Work E-mall f patel@lancaster ac.uk

Date: 5 14345756076 7/1/606
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NHS REC Form Reference: IRAS Version 3.5
* Personal E-mall fahmédanathai@hotmail.co uk
‘Waork Telephone
* Personal Telephone/Mobile 07581164050
Fax

* This information is ophional it will not be placed in the pubiic domain or disciosed o any other third party without prior
consant.
A copy of a current CV (maximum 2 pages of Ad) for the Chief Investigator must be submitted with the application.

Ad.Whao is the contact on behalf of the sponsor for all correspondence relating to applications for this project?
Thiz contact will receive copies of all comespondence from REC and R&D rewewers that is sent to the ClL

Title Forename/initials Surname

Mz Debble Knight
Address RS0, B Floor, Bowland Main

Lancaster University, Lancaster

Post Code L&A1 4T

E-mail ethicsi@lancaster.ac.uk
Telephone 01524592605

Fax

A5-1. Research reference numbers. Please give any relevant references for youwr shudy:

Applicant's/onganisation’s own reference number. e.g. R & D (if A
available):

Sponsor's/protocol numbser: MiA
Protocol Verskon: ‘Version 1
Protocol Date: 20M11/2013
Funder's reference number: MiA

Project websita: NA

Additional reference number(s):
Ref Number Description Reference Mumber

Registration of ressarch studies is encouraged wherever possible. You may be able to register your shudy through
your NHS organisation or 8 register run by a medical research charily, or publish your protocol through an open
access publisher. If wou have registered your sfudy please qive details in the “Additional reference number(s)* section.

A5-2. Is this application linked to a previous study or another current application?
C}‘r‘m @'Nn

Pleaze give brief details and reference numbers.

2. OVERVIEW OF THE RESEARCH

To provide all the information required by review bodies and research information systems, we ask & number of

specific guestions. This section invites you to give an ovenview using language comprehensible to lay reviewers and
members of the public. Please read the guidance nofes for advice on this section.
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Ab-1. Summary of the study. Pleasze provide a brief summary of the research (maximum 300 words) using language
easiy undersiood by lay rewviewers and members of the public. Where the research is reviewsd by & REC within the UK

Heaith Departments Research Ethics Service, this summary will be published on the website of the National Research
Ethics Senvice following the efhical review.

Women with unilateral breast cancer are increasingly requesting a doubde mastectomy (of the cancerous and non-
cancerous breast) - referred to as confralateral prophylactic mastectomy (CPM) - so that they may not have 1o undengo
the ‘cancer process again' (Khan, 2011). Although there s evidence to suggest this procedure is benaficial for women
within the high-risk group of secondary cancer (Le. significant family history of breast cancer or have mutated BRCA1 or
BRCAZ genes), women without these fsk factors are increasingly requesting this surgery who fall into the low-to-
medium risk group. Moreover, there s a lack of evidence o suggest an increased risk of death from secondary breast

cancer, and there s limited patient information regarding the risks and benefits of CPM for women with low-to-medium
risk of developing secondary breast cancer in the non-cancerous breast.

Most research into psychosocial outcomes after CPM s based on women within the high risk category for secondary
cancer. One study examining these outcomes in the high risk group found swngery impacted upon seif-estesm,
femininity, body image (after reconstruction), and reduced level of stress in their bife (Frost, 2003).  Therefore, more
research s required regarding the outcomes for women within the low-io-medium risk group.

Moreover, there appears to be a lack of patient information regarding the procedure for women within the low-to-
medium risk category; with decisions being made wpon information for the high risk groug.

The aim of the study is to understand the decision-making process and the impact of CPM. Semi-struchured interviews
will be undertaken with women who have undergone CPM within the low-te-mediuem risk group and the gualitabive data
will be analysed using Interpretative Phenomenological Analysis (IFAL  The information obtained may lead 1o
Improved interventions on how to best advise women with low-to-medium risk of secondary breast cancer.

AB-2. Surmmary of main lssuees. Pleaze summanze the main ethical, legal, or management issues arising from your sfudy
and say how you have addressed them.

Not &l sludies raise significant isswes. Some studies may have straightforward ethical or other isswes that can be identified
and managed rowtinaly. Others may present significant issues requiring further consideration by & REC, R&D office or other
review body (as approprniale fo the isswe). Studies that present & minimal sk fo participants may raise complex

ovganisational or legal issuwes. You showld try o consider &/l the lypes of izsues that the different reviewsrs may need to
consider.

Recruitment:

Participants will be individuals who have underg one Coniralateral Prophylactic Mastectomy (CPM) who ane within the
low-to-medium risk group of secondary breast cancer. Participants meating the inclusion criteria will be identified by
the breast surgeons and breast care nurses and will be sent a participant information pack by post comprising of 8
participant information sheet (Appendix 2.1) and contact shest (appendix 3). Participants will then have an opporiunity
to contact the researcher by returning the participant contact sheet by post with & prepald envelope provided.
Participants will also be sent a reminder sheet (Appendix 2.2jwith a covening letter (Appendix 2_3) two weeks after the
Imitial participant information sheet has been sent together with the orginal participant information and contact sheet. It
Ia thought this process can enhance recrsitment.

Al this stage, participants may either decline to take part, or. can provide the researcher with & date and time switabde to
them to undertake the interview. This will either be within a clinical reom =t - =t the

participant's home.  If the participant chooses the latter the Lancaster University lone working policy will be adhered to.

Participants may ask further questions regarding the purpose of the project. Engaging with participants in this way may
maximise recruitment and highlights the senice's support for the research, but at the same time preserves anonymity
amnd ensures no one s under presswre 1o take part.

Phased approach to recruitment: Stage 1 of the recruitment process involves recruiting women within the 12-24 month
post-surgery period. and it is hoped enough participants will be recruited within this time bracket. The reason for this is
to enswre homogeneity within the sample and to reduce the broad range of experiences that women could be
encouniering. Within the analysis chosen for this study (Interpretative Phenomenological Analysis - IPA) thes is an
important consideration. 1t is also important 1o allow & minimum of 12 months 1o pass post-sungery &s there can by
Imitial complications after the swrgery or iIncomplete surgery and allowing 12 months to pass can provide a more
objective assessment of women's experiences once the complications/pain has subsided.
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However, if enough participants are not recruited within stage 1, stage 2 of the recruitment process will be
implemented. This will be employed four weeks after stage 1 {if encugh participants are not recruited) and will invalve
Increasing the post-swrgery time bracket to 24-36 months and will be recruited in the same manner as stage 1 noted
above. Thereafter, if enough participants are not recruited in stage 2, stage 3 will be employed four weeks after this
amnd will involve increasing the post-surgery time bracket to 36-48 months.

Confidentiality:

Participant confidentiality and anonymity will be respected at all imes, and participants will be fully informed of the
limitations of confidentiality (BPS Code of Conduct, 2006). That is, should information be disclosed during the interview
regarding the risk of harm 1o seif or others, appropriate action would be taken and the information would be passed on
to the field D a0 research D svoervisors. [f this were the case, the principal investigator would try
to discuss this with the participants prior to passing the information on.

Interviews will be conducted either within a cinic room within (i =+ from the main offices or
within the participants home 10 ensure the breast cane nurses of breast sungeons ane not able to ||:I-en11fy' which

paricipants hawve taken part in the shedy.

The interview data will be anonymised (names exchanged for pssudonyms known ondy to the researcher) and
personal identifiers removed from transcripts.  Full Anonymised transcripts will be restricted to being viewed by the
researcher (Fehmida Patel), and research superisor

The service based field supervisor (]l #i only have sccess to selected extracts where there s no possibility
for her to identify clients. The research supervisor will hewve access to transcripts to mondtor and provide feedback on
the quality of the analyses. The researcher will recelve ongoing academic and clinkcal supervision throwghout the
study, for development purpeses and 1o ensure that the ethics research protocol is adhered to.

Transcript data will be stored on the University electronic network within an encrypted password profected document
for 10 years, after which they will be destroyed.

Participant wellbeing:

It is possible due the nature of the interview schedule that participants may become upset when talking about their
experences of undergoing CPM and the impact on their guality of life. Should a participant become upset, the
researcher will use their therapaulic skills, as a traines clinical peychologist, to contain and manage that distress.
Moregver, being a trainee clinical psychologist trained in risk assessmeant will allow identification of whether there is
significant sk to the participant. The researcher will offer to break or stop the interview if necessary. Moreover, the field
supervisor (]l i= si=o a clinical paychologist and participants will be offered to speak with her, if required, to
discuss the impact of the iIntersew. has agreed to offer a telephone discussion soon after the interview o
discuss the |ssues ralsed for the participant.  Thereafter. a formal appointment will be offered by [ ~ithin 2-3
weeks of the interview to discuss the impact of the interview in person, and the participant can meet with (T
as many sessions as required. ([ ]l ~11 also signpost the participant to other appropriate services if required.

After the interview, all participants will be provided with & debrief sheet (Appendix 5) which includes a list of relevant
agencies to contact independently for any further support.

Participants feeling obliged to take part:

As the breast surgeon and breast care nurses will be assisting the recruitment process, it |s important to ensure the
paotential participants do not feel obliged to take part or feel it will affect their care. This has been addressed by making
clear on the participant information sheet (Appendix 2.1) that this will not be the case. Although the breast sungeons
and breast care nurses may have the details of potential paricipants interested in hearing about the study, they will not
have any Information on which participants have agreed to finally take part. All parbicipants will remain anonymous.

AB-3. Proportionate review of REC application The inifial project filter has identified that your study may be suitable for
proportionate review by & REC sub-committee. Please consult the current guidance nodes from NRES and indicate whether
you wish o apply through the proportionale rewew senice o, taking indo account your answer to AG-2, you consider there
are ethical isswes thal requine consideration st 8 full REC mesting.

) Yes - proportionate review (%) Mo - review by full REC meeting

Further comments |ophional):

Note: This question only applies to the REC application.
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3. PURPOSE AND DESIGN OF THE RESEARCH

AT. Select the appropriate methodology description for this research. Please tick all thal apply:

[ Case seres! case note review

[] Case contral

[ Cohort observation

[[] Controlled trial without randomisation
[[] Cross-sectional study

[] Database analysis

[] Epsdemiclogy

[[] Feasibiiy/ pilot study

[ Labaratory study

[] Metanalysis

[+ Qualitative research

[ Questisnnaire. interview or obeervation study
[[] Randomised controlled trial

[] Other (please specify)

A10. What is the principal research questioniobjective? Please puf this in language comprehensible o a lay person.

To explore the expenance and decision-making process of women undergoing contralateral prophylactic mastectomy
who are within the low-to-mediem risk group of secondary (contralateral) cances. The purpose of this information is to
to provide more comprehensive information to clinicians and  women contemplating this procedure.

Ad1. What are the secondary research questions/objectives if applicable?® Please puf this in language comprahensibie to
& lay person.

Secondary research questions include:
What reasons do women describe for having contra-lateral mastactomy?
Women's hopes/iears before surgery

What are the psychological and social outcomes of undergoing contra-lateral mastectomy in women with low to
medium risk of secondary breast cancer?

How does the surgery affect women's long-term psychological and social functioning?

How satisfiedidissatisfied are women with the contra-lateral mastectomy? What factors are assoclated with this
satisfaction/dissatisfacton?

What impact has the procedure had on women's body image/self-esteamisexuality/mental health atc?

What impact has the procedure had on relationships and Interactions with others?

What information would these patients benefited from before undergoing the surgery.

A12.What is the sclentific justification for the research? Please put this in language comprehenaible o & lay person.

Breast cancer |s the most common form of cancer within England and Wales, affecting more than 40,000 women each
year (MICE, 2009). As such, women who have been diagnosed with unilateral breast cancer (cancer in one breast)
may request a contralateral prophylactic mastectomy (CPM). or a double mastectomy, of the non-cancerous breast.
This s referred to as a nsk-reducing procedure and Is considered beneficial for women within the high risk group of
developing contralateral breast cancer (cancer within the other breast). Women falling in the high risk group are those
who have a significant family history of cancer or have mutative BRCA1 and BRCAZ genes.
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However, there are an Increasing number of women who do mot have the presence of these nisk factors, falling into the
low-to-medium risk growp who are increasingly requesting this surgery. Research suggests women with wnilateral
cancer are at increased risk of developing cancer within the same breast again, as opposed 1o developing
contralateral breast cancer (Brewster & Parker, 2011).  Moreover, it is thought women over-estimate the risk of
contralateral breast cancer, and therefore surgeons view CPM in women within the low-io-medium risk group as an
unnecessary, mutilating procedure (Spear. Carter, & Schwarz, 2004).

There is limited information regarding the clinical value, Asks, and benefits of women undergoing CPM who are within
the low-io-medium nsk group. Therefore, surgeons are uncertain on how to advise women who are contemplating
this procedure, with decisions being made upon the information based upon the high-risk group.

Research suggests a number of factors that may influence a woman's decision to undergo CPM. This includes,
cancer-related aroety and distress, fear of cancer developing in the contralateral breast, perceived risk, body image
|ssues (wanting symmetry'balance after reconstruction of both breasts), and uncertainty about cancer (Brewsater &
Parker, 2011).

Howewer, although research on women who are within the high-risk group suggests women are generally satisfied
with their decision to undergo CPM. as it reduces future cancer worry in the contralateral breast, many women report
negative outcomes in relation to the procedura.  Specifically. the reconstructive aspect of the surgery can cause
nexgative impact on & woman's sexuality, relationships, and body image (Patenaude, et al., 2008). Moreover, research
conducted on women within the high risk group suggesis women often have unrealistic expectations of the
reconstruction after CPM and accordingly become disappointed with the results. Reconstruction i not always
successful, leaving some women with an unnatural look or reduced ndpple sensation (Alshuler, 2007). This can
leave women expenencing feelings of loss (Patenaude et al., 2008).

Furthermore, the decision to undergo CPM is ofien made at the time of diagnosis when a woman feels overahelmed
with the diagnosis. Howewer, given the aforementioned issues, it seems important for women to make a more
Informed deciséon with the support of paychological services.

Undertaking this research will allow understanding of the motivations, percepbions, and resulting experiences of
women who have undergone CPM within the low-to-medium risk group.  This understanding will inform clinicians on
how to best advise other women contemplating this procedune and aid the process of devising patient-information for
women contemplating this proceduwe. Additionally, this research can highlight how & psychology services can better
facilitate the decision-making process and understand the psycho-social impact of CPM in women within the low-to-
miedium risk group of contralateral breast cancer.

A13. Please summarise your design and methodology. # showld be clear exactly what will happen to the research
participant, how many fimes and in what order. Please complele this section in language comprehensible to the lay person.
Do pot simply reproduce or refer to the profocol. Further guidance is avaeilable in the guidance noles.

Omnce ethical clearance has been granted from the ethics and R and D department. the breast surgeons and breast
care nurses will access the medical records at{ D = o been discussed and sgreed by the
breast surgeons and nurses jand identify which women fulfill the the following inclusion/exchesion criteria:

Inciusson criteria:

Women between the ages of 18-65 years

Women with unilateral breast cancer and within the low to medium risk category of contralateral breast cancer whi
have wndergone CPM and reconstructive surgery.

Patients who are not currently receiving any adjuvant treatment e.g. chemotherapy (as this itself can be physically and
paychologically draining).

Interview women who are within the 12-24 months post-surgary (intially s per stage 1 of the recruitment process)

period.

Exclusion criteria:

Women within the medium o high risk group for contralateral breast cancer. This includes excluding:
- Women with high contralateral breast cancer risk factors such as mutated BRCA1 and BRCAZ2 genes.
-WWomen with a significant family history of breast cancer.

Women with a re-occurrence of cancer or any other major lliness.

Women who do not speak sufficient English to undertake the intenview.

Paotential participants who fulfill the above criteria will be sent a participant information pack which includes a
participant information sheet (Appendix 2) and a contact sheet (Appendix 3) via post to their home address.  If potential
participants wish to participate or would ke further clarity on the study they will be requested to complete the contact
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form (Appendix 3jand retwn it via the pre-pasd envelope prowided within the information pack. The potential
participants will be requested 1o to take a minimum of 24 howrs to consider their participation.

Once contact sheets have been retwmed the researcher will contact the potential participant 1o discuss any further
questions the participant may have. If they decide to take part in the study after this, the researchar will arrange &
suitable time and data for the interview at a locabion convenlent o the participant.  This will be either at their home or
within a ciinic room st R O the date of the interview, participants will read and sign a consant
form (Appendix 4) before commencing the intendew.

The recruitment process will employ & phased approach.  That Is, it is intended 1o initially recruit women within the 12-
24 month post-surgery time bracket (stage 1) to limit the vanation of expenences and allow encugh time 1o pass post-
surgery for recovery and completion of reconstruction. However, It is acknowledged that this can limit the participant
pood and if enough participants are not recruited within Stage 1, Stage 2 will be employed.  Stage 2 will be
Implemented four weeks after stage 1 if enough participants have not been recruited and will involve sending out the
same information packs o women within the 24-36 month post-swurgery ime bracket. If after this, enough participants
are not recruited, Stage 3 will ke implemented for weeks after Stage 2. This will involve the same process as stage 1
and 2. however, will involve sending information packs to women within the 36-48 month post-surgery ime bracket. At
each phase of the recruitment, all potential participants will be sent & reminder letterfinformation sheet (Appendix 2 2
and 2_3) of the study two weeks after the initial participant information packs have been sent out.

All the interviews will use B semi-structured inlerview schedule (Appendixz 1) to explore the expenences of women with
low-to-medium sk of contralateral breast cancer who have chosen 1o undergo a conralateral prophylactic
mastectomy (CPM). Each interview will last approximately one hour, and participants will be interviewed once.
However, in the exception that the participant wants to siop the interview mid-way and would like 1o continue on another
date and time, then another time will be scheduled. After the inlerview, participanis will be given a detrief sheet
{Appendix 5pahich includes a list of contact details for support agencies that they may contact If reguired.

A digital recorder will also be used to record all interviews carried out. The interviews will then be transcribed by the
researcher. Interpretative Phenomenological Analysis (IPA) will be used to analyse the qualitative data collected as it
will allow the researcher to identify themes that would give meaning and help to understand paricipants’ experiences
after undergoing CPM.

A summary of the final report will be sent to participants f requested.

A14-1. In which aspects of the research process have you actively involved, or will you involve, patients, service users,
andior their carers, or members of the public?

[w4 Design of the research

[ Management of the research
[] Undertaking the resaarch

[] Analysie of results

[[] Dissemination of findings
[] Mone of the above

Give details of involvement. or if none please justify the absence of involvement.

Service users were present during the peer review process before deciding on the final project.  This process formed
jpart of the University procedure when designing a project. A letter confirming this peer review process can be found
in Appendix 6.

Service users provided feedback and suggestions for the propo sed project.

All participants that took part in the study will recesve a surmmary of the final report if requested.

RESEARCH PARTICIPANTS

4. RISKS AND ETHICAL ISSUES

A1T-1. Please list the principal inclusion criteria (list the most important, max 5000 characters). ‘

Women between the ages of 18-65 years
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Women with unilateral breast cancer and within the low to medium risk category of contralateral breast cancer whi
have undergone CPM and reconstructive surgery.

Patients wiho are not currently receiving any adjuvant treatment e.g. chemotherapy (as this iself can be physically and
paychologically draining).

Interview women who are within the 12-24 months post-surgery (intially as per Stage 1 of the recruitment process)
period

A1T-2. Please list the principal exclusion criterla (list the most important, max 5000 characters).
Women within the medium to high risk group for contralateral breast cancer.  This includes exclwding:
- Women with high contralateral breast cancer risk factors such as mutated BRCA1 and BRCAZ genes.
- Women with a significant family history of breast cancer.

Women with a recccurmence of cancer or any other major lliness.

Women who do not speak sufficient English to undertake the interview.

RESEARCH PROCEDURES, RISKS AND BEMEFITS

A18. Give details of all non-clinical intervention(s) or procedure(s) that will be received by participants as part of the
research protocol. These include seeking consent, interviews. non-clinical ohsenvalions and use of queslionnaires.

Flease complete the columns for each intervention/procedure as follows:

1. Total nember of interventons/procedures to be received by each participant as part of the research protocol.

2_ If this intervention/procedure would be routinely given 1o participants as parn of thesr care outside the research,
how many of the total would be routine?

3 Average ime taken per intervention/procedure (minules, hours or days)
4_ Details of who will conduct the intervention/procedure, and where it will take place.

Intervention or procedure 12 3 4
Information giving/opportunity for interested 1 0 30 minutes  Principal Investigator, telephone or emaill
participants to Bsk questions about research
study
Reading participant information shest 1 0 wpio30 Participant would read Informaton
minutes regarding the study in their own time at
their home
Informed consent and research interview 1 0 1hour& 15  Principal Investigator, either within clinic
minutes room at Burnley General Hospital or
participant's home

AZ1. How long do you expect each participant to be in the study in total?

Each participant will only be involved during the semi-structured intersew part of the study, which s expected to last for
approdmately one hour and fifeen minutes. However, in addition to this the participant would need to set aside time
to read the information sheet. complete the contact form (sent throwgh the post), and discussing and aranging a time
for interview. The latter would take an additional fifteen minutes.

Participants who request to receive a copy of a summary of the report will recelve this via post.

Mo other involvement is requined of participants.

AZZ. What are the potential risks and burdens for research participants and how will you minimise them?

For ali studies, describe any polential adverse effects. pain, déscomiort, distress, irusion, IMConwenience o changes
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o lifestyle. Onfy describe risks or burdens that could occur 8s a resdwl of participalion in the research. Say whal steps
wouwld be taken to minimise risks and burdens as far as possibie.

The Issues that hawe needed 1o be addressed before conducting this study have been separated into two categories,
ethical and practical.

Ethical:

Right to withdraw: All service users who participate in this study will be allowed to withdraw their data for up to two
weeks after the interview. A request to withdraw after this point may not be possible as the data collected may have
been already analysed and themes elicited. It would therefore be difficult 1o separate individual data and themes from
the pool collected.

Paychological support If duning the interview the participant feels upsetidistressed the investigator will stop the
interview and allow the participant time to seftle and utilise her skills as a trainee dinical psychologist to contain the
parbicipant's emotions. If the participant is comfortable 1o continue the investigator will resume the interview or
rearrange another appointment. If they feel they cannot continue, the interview will slop and the participant's data will
b rernowved from the study. In addition to this, if during or after taking part in this study the paricipant’s feel they need
emational support, they will be able to contact the researcher's field supervisor, (R -!inical psychologist)
for support. The participant will also be provided with contact details for other support agencies such as Breast
Cancer Care and Macmillan Cancer Support.

Data protection: All the data with participant identifiers will be stored separately from the data (to enswre the data and
identifiers cannot be matched) on the Lancaster University computer systems and on the researchers deskiop
computer. All data will be password protecied and encrypted o ensure confidentiality.

Practical

Burdens regarding the logistics of the interview is minimised by allowing participants to choose 10 be interiewed
either at home or at Burnley General hospital at a time most convenient to them. Moreover, all participants will be able
o claim back travelling costs, wp to a maxmum value of £10 that they may occur to participate in this study.

CQuestions during interview: The researcher will cover the same toplcs with all participants, however, will follow the
participants” lead on a discussion If it s relevant to the study.

The researcher will endeavor o maintain confidentality. \Whilst direct quotes will be used in the final repor. no
personal identifying information will be included that would compromise participant anonymity.

AZ3. Wil interviews! questionnaires or group discussions include toples that might be sensitive, embarrassing or
upsetting, or ks it possible that criminal or other disclosures requiring action could eccur during the study 7

®yes (Mo

i Yes, please give delails of procedwes in place fo deal with these issues:
Participants will be informed within the information shest that if they do not want to answer any specific questions,
they can refuse to answer without giving & reason why.

As the study entalls the use of a semi-structured inerview schedule, it leaves the discussion open to the participant
in terms of what they want to disclose within the interview. The intenview schedule provides a guide to the researcher,
and therefore questions can be added or modified depending on the responses of the participant.

The boundaries of confidentiality (British Peychological Soclety, 2006) will be explained clearly to all participants prior
to the interview. There may be circumstances in which the researcher has concems about the participant's risk of
harm to themselves or others, which will need to be passed on. If & breach of confidentiality Is required under these
circumsiances, the researcher will inform the participant of these intentions where possible, and the relevant
supervisors (field and research supervisors) will be notified.

Maoreover, the points ralsed in question A22 will be implemented i it appears the participant (s upset or distressed by
the interview.

A24.What is the potential for benefit to research participants?

It is not anticipated that the participants in this study will recelve any direct benefit from taking part in this study,
although some people do find it helpfl and therapeutic to share thedr experences. Moreover, their experiences can
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benefit other women contemplating this procedure.

AZ6. What are the potential risks for the researchers themselves? (if any)

The only potential risk for the researcher could be if the participants are interviewed within their own home. To reduce
this risk the researcher will adhere 1o the Lancaster University lone working policy. Specifically, the researcher will
ofganise a ‘check in' sysiem with a colleague, Informing them of the time of the study and an approximate time that the
reseancher will ‘check-in* following the completion of the interdew. Should the researcher fall to contact the collsague,
they will attempt to contact the researcher by phone. Prior to the intendew, the researcher will provide an envelope with
the name, kocation. and address of the participant in a sealed envelope, that will only be opened in the event that the
researcher fails to contact the appointed person within the agreed time frame and does not answer their phone call.
This Is o enswre the safety of the researcher and the participants. and confidentiality will only be broken if deemed
necassary. If the researcher does not retumn the colleagues phone call within fifteen minutes of the agreed time frame,
the colleague will open the envedope and call the police.

After the interview, the researcher will obtain the sealed envelope from the supervisor/colleague and dispose of this
securely by utilising an electronic shredder.

RECRUITMENT AND INFORMED COMSENT

in this section we ask you to describe the recruitment procedures for the study. Please give separafe detalls for
different study groups where approprialte.

AZT-1. How will potential participants, records or samples be identified? Who will carry this out and what resources will
be used For exampie, dentficalion may involve & disease reqister, compulerised search of GP records, or review of
medical records. Indicate whether this wil be done by the direct healthcare team or by researchers acting under
arangements with the responsitde care organisation(s).

After gaining permission from the relevant ethics and R&D depariment, the breast surgeons and breast care nurses
who already have access to medical records within will check and identify patients (potential
participants) who fulfill the inclusioniexclusion critera.

AZT-2. Will the identification of potential participants involve reviewing or screening the identifiable personal
information of patients, service users or any other person?

@Yes (Mo

Pleaze ghve details balow:
The breast care nurses and surgeons involved in the patients’ care

AZT-4. Will researchers or individuals other than the direct care team have access to identifiable personal information
of any potential participants ?

(DYes (@ MNo

AZB. Will any participants be recruited by publicity through posters, leaflets, adverts or websites?
(Ti¥es @ No

AZD. How and by whom will potential participants first be approached?

All potential participants will indtially be approached or recelve initial information regarding the study via the parbicipant
Information sheet (writien by the researcher) that will introduce them o the researcher and the nature of the study.
Howewer, this information will be sent out by the breast surgeons and breast care nurses.

AJ0-1. Will you obtain informed consent from or on behalf of research participants?
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®yes (Mo

if you wil be obtaining consent from aduwll participants. please give details of who will take consent and how it will be
done, with details of any ateps ho provide informalion (a written information sheel, videos, or inferactive materia).

Arrangements for adwils wnable fo consent for themseives showid be descnibed separately in Part B Section 6, and for
children in Part B Section 7.

If you plan ho seek informed consent from vilnerable groups, say how you will enswne that consentl is voluntary and
fudly informed.

‘When pariicipants have read the information sheet, completed the contsct form and have been contacted by the
resaarcher, a corvenlent time and location for interview will be arranged. Prior to the interview commencing the

participant will be asked to read a consent form (Appendix 4) which bath the participant and the researncher will be
required to sign.

if you are nof obtaining consent, please explain why nod.

Please enclose & copy of the information sheel(s) and consenl formys).

A30-2. Will you record informed consent (or advice from consultees) in writing ?

W Yes (Mo

A31. How long will you allow potential participants to decide whether or not to take part?

All participanis will be asked to take a minimem of 24 hours to consider their participation as noted within the
participant information sheet. Paricipants will also have time to decline between the time they post out the contact
sheet and the phonecall they recelve from the researcher.

A33-1. What arrangements have been made for persons who might not adequately understand verbal explanations or
written infermation given in English, or who have special communication needs ? (s g. transiation, use of interpreters)

As this is & student project, ranslatorsfinterpreters cannot be ubllised due to a lack of funding. Therefore, participants
who can speak fluent English will be approached as per the research protocod.

A35. What steps would you take if a participant. who has given Informed consent. loses capacity to consent during the
study? Tick one option only.

) The participant and all identfiable data or tisswe collected would be withdrawn from the study. Data or tissue which
is not identfiabde to the research team may be retained.

) The participant would be withdrawn from the stedy. Identifisble data or issue already collected with consant would
be retained and used in the study. Mo further data or tissue woukd be collected or any other research procedures carmed
out on or in relation to the participant.

() The participant would continue to be induded in the study.

) Mot applicable — informed consent will not be sought from any participants in this research.

{®) Mot applicable — [t s not practicable for the research team to monitor capacity and continued capacity will be
assumed.

Further detads:

Consent will be taken immediately before the interview takes place, and will b= taken from participants that are
considered to have capacity o consant. This means whilst the interview s being conducted all participants will be

considered 1o have capacity. if participanis lose capacity after the interview date, this will not be known by the researcher,
therefore continued capacity will be assumed.

.
— ]
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In this section, personal data means any data relating to a participant who could potentially be identified. It includes

pseuvdonymised data capable of being linked to a participant through a unigue code numiber.

Storage and use of personal data during the study

AJE. Will you be undertaking any of the following activities at any stage (including in the identification of potential
participants) ?(Tick as appropriate)

[] Access to medical records by those outside the direct healthcare team
[ Electronic transfer by magnetic or optical media, email or computer networks
[[] Sharing of personal data with other organisations
[[] Export of personal data cutside the EEA
[ Use of parsonal addresses, postcodes, faxes, emalls or telephone numbers
[ Pubdication of direct quotations from respondents
[] Pubkication of data that might allow identification of individuals
[ Use of audioiisual recording devices
[ Storage of personal data on any of the foliowing:
[[] Manual files including X-rays
[ MHS computers
[w Home or other personal computers
[l Unibversity comguters
[] Private comgany computens
[[] Laptop computers

Further detailz:
See details below.

A3B. How will you ensure the confidentiality of personal data? Plesse provide & general stafement of the policy and
procedures for ensuning confidentiality, e.g. anonymisation or pseudonymisation of dala.

Confidentiality and anonymity will be discussed with each partici pant prnor to the interview. Personal identifying
Iinformation will be removed from written transcnpts and psewdonyms asaigned. Only the researcher will have access
to this password protected and encrypted docurment in which participant names are recorded alongside pseudonyms.

Audio files will be transferred to & secure comput e to an encrypted password protected document as soon &s the
researcher returns home and will be deleted from the portable recording device immediately after this.

This information and all data will be saved on the university network within an encrypted file (password protected) and
will be accessed securely through the university secure netowrk which i conssderable as a more secure method
when storing personal data.

Where direct quotes are wsed in written reporis, these will be anonymised and any other personal identifiers removed.

The lmits of confidentiality (British Peychological Soclety, 2006) will also be explained dearly to each participant prior
to interviewing. There may be circumstances in which the researcher has concerns abour risk of harm, which will need
to be passed on. If a breach of confidentiality is required under these circumsiances, the researcher will inform the
participant of these intentions where possible, and the rebevant supervisors will be notified.

Personal data such as the parlicipants home address and telephone numbser will e stored within a8 password

protected encrypied file on a home computer which only the researcher has access to. After completion of the interview,
this information will be destroyed/deleted.

Participant names will be exchanged for ps evdonyms in an encrypted password protected document known only o
the researcher. The allocated psevdonym will be used throwghout the transcript, and any other personal identifying
Iinformation will be removed.
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AdD. Who will have access to participants’ personal data during the study? Where access is by individuals oulside the
direct care feam, please fustify and say whether consent will be sought.

The researcher will have access to the contact details of parlicipants whom volunteers their participabon. These will be

kept on 8 secure password protected and encrypled document until completion of the interview, after which they will be
destroyed.

Amonymised ranscripts will restricted by being wi ewed by the researcher (Fehmida Patel) and the research supervisor
S Th: roccanch supervisor will have access to the audio transcripts to monitor and provide feedback on the

quality of analyses. The field supendsor (]l w# onty see anonymised excenpis of the transcripts so there is no
possibllity that she could identify participants from the transcripts.

The researcher will receive ongoing academic and clinical supervisson throughout the study, for development
puposes and to ensure that the ethics research protocol is adhered to.

Storage and use of data after the end of the study

Ad3. How long will personal data be stored or accessed after the study has ended ¥

{®) Lass than 3 montha
(33 — & months
{38 — 12 months
{312 months — 3 years
() Ower 3 years

INCENTIVES AND PAYMENTS

AdE. Will research recelve any payments, reimbursement of expenses or any other benefits or incentives
for taking part in this research?

®Yes (Mo

If Yes, please give detals. For monetary payments, indicate how much and on what basis this has been determined.
The participants will not b= pald for their participation in the study. However they will be able to claim back travelling
costs, up 1o 8 maximum valee of £10 that may occur io participate within the study.

A4T. Wil individual researchers recelve any personal payment over and above normal salary, or any other benefits or
incentives, for taking part in this research?

(DYes (@ No

AdB. Does the Chief Investigator or any other investigator'collaborator have any direct personal invalvement (e.g.
financial, share holding. personal relationship etc.) in the organisations sponsoring or funding the research that may
glve rise to a possible conflict of interest?

CiYes @ No

NOTIFICATION OF OTHER PROFESSIONALS

Ad3-1. Will you inform the participants’ General Practitioners (and/or any other health or care professional responsible
for their care) that they are taking part in the study?

143457/560T671/606
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(Yes (@ No
If Yoz, please enclose & copy of the information sheetfetier for the GP/health professional with a version number and date.

PUBLICATION AND DISSEMINATION

AS5D. Will the research be registered on a public database?
DiYes @ MNo

Please give delails, or justify f mol registering the research.

Registration of reseanch shedies is encouraged wiherever possible.

You may be able to register youwr study through powr NHS orgamisalion or & register run by & medical research charity,
or publizh your protocol through an open access publizher. If you ane aware of a sutable regiéster or other method of
publicalion. please give details. if not, you may indicate that no suitable register exists. Please ensure that you have
entered regislry reference number(s) in question AS-1.

A51. How do you Intend to report and disseminate the results of the study ? Tick as approprate;

w4 Peer reviewed scientific journals

[ Internal report

[ Conferance presentation

[[] Publication on website

[ Other pubdication

[] Submission to reguiatory authorities

[ Access to raw data and nght to publish freely by all investigators in study or by Independent Steering Committee
aon behalf of all investigators

[] Mo plans to report or disseminate the results

[wA Otther {please specify)
Findings of the study will be presented by the researcher during a research presentation day at Lancaster University. A
copy of the final report will be made available to the service in which the participants were recruited.

AS3. Wil you inform participants of the results?
@yes (Mo
Please give delails of how you will inform participants or justify if not doing so.

If participants would like to be informed of the findings of the study (they can request this at interview), they will be
provided, by post or emall 8 summary report of the findings once the main report has been submitbed.

5. Sclentific and Statistical Rewiew

ASd. How has the scientific quality of the research been assessed? Tick as appropriaie;

[] Independent extemal review

[[] Review within a company

[] Review within a multi-centre research group

[ Review within the Chief Investigator's institution or host organisation
[wq Review within the research team

[ Review by educational supervisor

[ other
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Justify and describe the rewview process and oulcome. if the review has been undertaken but not seen by the
researcher, give detsils of the body which has undertaken the revew:

The proposal of the study has been subjected to a peer review at Lancaster University and has also been discussed
with the clinkcal team at where the study is being conducted.

For all shudies except non-dectoral student research, piease enclose 8 copy of any availahie scientific critigue reports,
together with any related comespondeance.

For ron-doctoral student research, please enclose a copy of the assessment from your educaliona supensisor’ institulion.

AS50. What is the sample size for the research? How many parficipanis/samples/dals records do you plan to study in fotal?
If there is more than one group, pease give further defais below.

Total UK sample size: 10

Total international sampde size (including WK): 0

Total in European Economic Area: Li]

Further details:

It is estimated that 10 participants will be recruited for the study within the UK at Burnbey General Hospital Oncology
department.

AB0. How was the sample size decided upon? If a formal sampie size calculation was ysed, indicate how this was done,
giving sufficient informalion to fustify and reproduce the calculation.

A maximum sample of ten participants will be recruited, which is comparable with other gualitative studies using
Interpretative Phenomenclogecal Analysis (IPA)L

AEZ. Please describe the methods of analysis (statistical or other appropriate methods, e.g. for qualitative research) by
which the data will be evaluated to meet the study objectives.

Once the audio recording of the interviews have been ranscribed, IPA will be used 1o analyse the data collecied. IPA
will be used as it will allow the researcher ta (dentify themes that would give meaning and help understand the

participants’ experience.

The aim is to identify a comprehensive account of participants’ experiences through a process of reflection and re-
examination of the transcripts which have signficance within the onginal transcripts.

6. MANAGEMENT OF THE RESEARCH

AG3. Other key investigators/collaborators. Pleass include alf grant co—applicants, profocol co-suthors and other key
members of the Chief hvestigators feam, including non-doctoral stwden! reseanchers.

Tile Forename/inbals Surname
- _n
- A
N
L] L]
N
L]
L]
L ] L]
L ] [
- L
Mobide
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l Waork Email ] J

T —

ABd-1. Sponsor

Lead Sponsor

StaWs: ) NHS or HSC care orpanisation Commercial status:
@) Academic
() Pharmaceutical industry
i) Medical device industry
) Loeal Autharity
(" Other social care provider (including voluntary sector or private onganisation)
) Other

If Other, pleasa specify:

Contact person

Mame of organisation Lancaster University

Given name Debbie

Family name Knight

Address Lancaster Liniversity, RS0, B Floor. Bowland Main
Toswndcity Lamcaster

Post code LA YT

Country UMITED KINGDOM

Telephone 01524582605

Famx

E-mail ethics@iancaster ac.uk

Is the sponsor based outside the UK?
CiYes @ Mo

Under the Research Govemance Framework for Health and Social Care, a sponsor outside the UK must appoint 8
Iegal representative eslablished in the UK. Please conswl the guidance nofes.

AES. Has external funding for the research been secured?

[ Funding secwred from one or more funders
[] External funding application to one or more funders in progress
[w4 Mo application for external funding will be made

‘What type of research project is this?
@ Standalone project
) Project that is part of a programme grant
) Project that is part of a Centre grant
) Project that is part of a fellowship/ personal award/ research training eward
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) Otthear

Other — please state:

AET. Has this or a similar application been previously rejected by a Research Ethics Committee in the UK of another
country?

D'Yes @ Mo

Please provide a copy of the unfavourable apinion letters). You should explain in your answer o gueshon AG-2 how the
reasons for the unfavourable opinion have been addressed in this application.

ABB-1. Give details of the lead NHS R&D contact for this research:

Title Forename/initials Surname

- .

N

L] ]
A
A

L] L]

L] L]

. A

- L]

Mahbile

Details can be obtained from the NHS R&D Forum website: hitpwww.rdforum. mhe. wk

AE3-1. How long do you expect the study to last in the UK?

Planned start date: 20/11/2013
Planned end date: 31/05/2014
Total duraticn:

Years: 0 Months: 6 Daysa: 12

AT1-2. Where will the research take place? (Tick a5 appropeiafs)

[ England

[] Scotland

[ Wales

[] Northem kreland

[] Odher countries in European Economic Area

Total UK sites in study 1

Does this trial involve countries outside the EU?
TiYes  @No

ATZ.What host organisations (NHS or other) in the UK will be responsible for the research sites? Pleass indicate the
type of orgamisation by ticking the box and give approximate numbers of planned research sites:
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[ MHS organisations in England 1
[] NHS organisations in Wales

[[] NHS organisations in Scotland
[[1HSC organisations in Northern Iretand
[ &P practices in England

[ GP practices in Wales

[[]GP practices in Scotland

[[] GP practices in Northem iredand

[] Social care organisations

[ Phase 1 trial units

[[] Prison establishments

[[] Probation areas

[] independent hospitais

[] Educational establishments

[[] Independent research units

[ Cither |give detalls)

Total UK sites in study: 1

ATE. Insurancel indermnity to meet potential legal labilities

Note: in this guestion te NHS indemnity schemes include equivalent schemes provided by Health and Social Care
{HSC) in Northern lreland

ATE-1. What arrangements will be made for insurance and'or indemnity to meet the potential legal lability of the
sponsor(s) for harm to participants arising from the management of the research? Pleass tick box(es) as applicable.

Note: Where a NHS onganization has agresd to acf 88 spoNsor of co-8ponsor, indemnily is provided through NHS schemes.
Indicate i this applies (there iz mo need to provide docurnentary ewdence). For ail other sponsors, please describe the
arangements and provide evidence.

[] NHS indemnity scheme will apply (NHS sponsors only)
[w4 Other insurance of indemnity arrangements will apply (give detalls below)

Lancaster University legal kability cover will apply.

Please enclose a copy of relevant documents.

ATE-2. What arrangements will be made for insurance and’ of indemnity to meet the potential legal liability of the

sponsorn(s) or employer(s) for harm to participants arising from the design of the research? Please lick box(es) as
applicable.

Note: Where researchers with subslantive NHS empiloyment confracts have designed the research, indemnily is provided
throwgh NHS schemes. Indicale if this applies (there is no need fo provide documentary evidence). For other profocol
authors (e.g. company employeas, wiiversily members). please describe the arrangements and provide evidence.

[] MHS indeminity schame will apply (protocol authors with MHS contracts only)
[ Other insurance of indemnity arrangemeants will apply (give detalls below)

Lancaster University legal kability cover will apply.

Please enclose a copy of relevant documents.
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ATE-3. What arrangements will be made for insurance and’ of indemnity to meet the potential legal liability of
investigatorsicollaborators arising from harm to participants in the conduct of the research?

Note: Where the parficipanis are NHS patients, indemnity is provided through the NHS schemes or through professional
indemnity. Indicate if this applies to the whole sfudy {theve iz mo need fo provide documentary evidence). Wheve non-NHS
sites are to be included in the research, including private practices, please describe the arrangements which will be made at
these sites and provide ewdence.

%4 MHS indeminity scheme or professional indemnity will apply (participants recruited at NHS sites only)
[ Research includes non-NHS sites {give detalls of insurance/ indemnity srrangements for these sites balow)

Mormal NHS indemnity will apply as the researcher s an NHS employes employed by Lancashire Care NHS trust.

Please enclose a copy of relevant documents.
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Please enter detalls of the host organisations (Local Authority, NHS or other) in the UK that will be responsible for the
research sites. For NHS sites, the host organisalion is the Trust or Health Board. Where the research aite is & primary cane
site, e.g. GP practice, please insert the host onganisation (PCT or Health Board) in the Institution row and inserd the rezeanch

site (B.g. GP practice) in the Deparfment row.

Research site Investigator’ Collaborator! Contact

institution name (I Title -

] -
G
) - a— -
- B )
24 1434575607671 /606
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PART D: Declarations

1.

2

10.

1.

Date:

Di. Declaration by Chief Investigator

The information in this form is accurate to the best of my knowledge and belief and | take full responsibdity for it

| undertake to ablde by the ethical principles underlying the Declaration of Helsinki and good practice
gusdelines on the proper conduct of research.

If the research s approved | undertake 1o adhere to the study protocol, the terms of the full application as
approved and any conditions set out by review bodies in giving approval.

| undertake to notify review bodies of substantial amendments 1o the protocol or the terms of the approved
application, and to seek a favourable opinion from the main REC before implementing the amendment.

| undertake to submit anmeal progress reporis sefling out the progress of the research, as required by review
bodies.

1 am aware of my responsibility to be up 1o date and comply with the requirernents of the law and relevant
gusdelines relating to security and confidentiality of patient or other personal data, including the need to register
when necessary with the approgriate Data Protection Officer. | understand that | am not permitted to disclose
Identifiable data to third parties unbess the disclosure has the consent of the data subject or, in the case of
patient data in England and Wales, the disclosure is coverad by the terms of an approval under Section 251 of
the MHS Act 2006,

1 understand that research records/data may be subject to inspection by review bodies for audit purposes if
required.

I understand that any personal data in thes application will be held by review bodies and their operational
managers and that this will be managed according to the principles established in the Data Protection Act
1008

| understand that the information contained in this application, any supporting documentabon and all
commespondence with review bodies or their operational managers relating to the application:

« Wil be held by the REC (where applcable) untd at least 3 years after the end of the study; and by MHS
RA&D offices (where the research requires NHS management permission) in accordance with the NHS
Code of Practice on Records Management.

» May be disclosed to the operational managers of review bodies, or the appointing authority for the REC
(where applicable), in order to check that the application has been processed comectly or to investigate
any complaint.

« May be seen by auditors appointed to undertake accreditation of RECs (where applicable).

» Wil be subject to the provisions of the Freedom of Information Acts and may be disclosed in response
o requests made under the Acls except where statutory exemptions apply.

» May be sent by email to REC members.

1 understand that information relating to this research, inclueding the contact detalls on this application, may be
hedd on national research information systems, and that this will be managed according to the principles
established in the Data Protection Act 1998,

Where the research is reviewed by 8 REC within the UK Heailth Departments Research Ethics Service, |
undersiand that the summary of this study will be published on the website of the Mational Research Ethics
Service (NRES), together with the contact point for enquinies named below. Publication will take place no earlier
than 3 months after issue of the ethics committes's final opinion or the withdrawal of the application.

Contact point for publication(Mor applicable for RED Forma)
NRES would ke to include a contact paint with the published summary of the study for those wishing to seek further
informalion. We wouwld be grateful if you would indicale one of the conlact points beiow.

) Chief Investigator
) Sponsor

23 143457/560T671/606
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) Study co-ordinator

) Seudent

") Other — please give details
) None

Access to application for training purposes (Nof applicable for RED Forms)
Cptional — please ick as appropriate;

[+ | would be content for members of other RECa to have acosss 1o the information in the application in confidence

for training purposes. All personal ldentfiers and references to sponsors, funders and research units would be
removed.

Signature:

Print Mame: Fehmida Patel

Date: (oamnmyyyy)
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D2 Declaration by the sponsor's representative
if there iz more than one sponsor, this deciaration showd be signed on behalf of the co—sponsors by a representalive
of the lead sponsor named at AG4-1.
| confirm that:

1. This research proposal has been discussed with the Chief Investigator and agreement in principle to sponsor
the research is in place.

2. An approprate process of sclentific crikgue has demonstrated that this research proposal s worthwhile and of
high scientfic quality.

3. Any necessary indemnity or insurance arangements, &s described in question ATE. will be in place before
this research starts. Insurance or indemnity polices will be renewed for the duration of the study where
NeceEsany.

4. Arrangements will be in place before the study stars for the research team bo access resources and support
to deliver the research as proposed.

5. Arrangements to allocate responsibiiities for the management. monitoning and reporting of the research will
& in place before the research starts.

6. The duties of sponsors set out in the Research Governance Framework for Health and Soclal Care will be
undertaken in relation to this research.

7. Where the research i reviewed by a REC within the UK Health Departments Research Ethics Service, |
understand that the summary of this study will e published on the website of the National Research Ethics
Service (NRES). together with the contact point for enquiries named in this application. Publication will take
place no earlier than 3 months after issue of the ethics committee’s final opinion or the withdrawal of the
application.

Signature:
Print Mame:
Paost:
Organisation:
Date: {daimmiyyry)
Date: 2T 143457 /5607671606
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D3. Declaration for student projects by academic supervisor(s)

1. | have read and approved both the research proposal and this application. | am satisfied that the sclentific content
of the research is satisfactory for an educational qualification at this level.

2. | undertake to fulfil the responsibilities of the supervisor for this study as sat out in the Research Governance
Framewaork for Health and Social Care.

3. | take responsibdlity for ensuring that this study ks conducted in accordance with the ethical principles underlying the
Declaration of Helsinki and good practice guidelines on the proger conduct of research, in conjunction with clinical
supervisors as appropriate.

4. | take responsibility for ensuring that the applicant is up to date and comgdies with the requirements of the aw and
relevant guidalines relating 1o security and confidentiality of patient and other personal data, in conjunction with
clinical supervisors as appropriate.

Academic supervisor 1

Signature:

Print Mame: ]

- S

Date: (ddfmmdeyyy)

Date: 28 143457/560T671/606
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NHS

Health Research Authority

National Research Ethics Service

07 March 2014

Miss Fehmida Patel

Lancaster University, C16 Furness College,
Lancaster

LAL1 4YG

Dear Miss Patel

Study title: The Experience and Decision-Making Process of Women with Low to
Medium Risk of Contralateral Breast Cancer who Have Chosen to Undergo a

Contralateral Prophylactic Mastectomy (CPM).
REC reference: &
IRAS project ID: 143457

The Research Ethics Committee reviewed the above application at the meeting held on 28
February 2014. Thank you for attending to discuss the application.

We plan to publish your research summary wording for the above study on the HRA website,
together with your contact details, unless you expressly withhold permission to do so.
Publication will be no earlier than three months from the date of this favourable opinion
letter.

Should you wish to provide a substitute contact point, require further information, or wish to

withhold ﬁermission to Eublish, ilease contact the REC Manager

Ethical opinion

The Chair welcomed you to the REC and thanked you for attending to discuss the study.
The Committee told you that this is a really good study addressing a very important question.

The Committee noted that 10 participants are required and asked you how you will recruit up
to the sample size and what you would do if too many volunteer. You told the Committee
that you are looking for 6-10 participants but if you get up to 15 this will be better. You will
invite 30 women initially and will stop sending out packs if you get more than 15 volunteers.
At that stage you will contact them to say that the study has reached saturation point and
decline their participation. The Committee asked that a sentence be added to the Participant
Information Sheet to this effect.

The Committee asked for the pool size and you said that there are 10—15 people who meet
the initial inclusion criteria.

The Committee commented that the phasing is very good and told you they could see a lot
of thought has gone into it.
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The Committee pointed out that the application states an hour for the interview in one part
and an hour and a quarter in another. They asked you to ensure the Participant Information
Sheet is correct and asked that if it is potentially an hour and a quarter, this longer time be
stated.

The Committee asked you whether the participants would be familiar with the term
contralateral prophylactic mastectomy and you stated that according to breast surgeons they
will be familiar with this term and it is the best term to use.

The Committee asked whether cancer dept is the most used terminology for the department,
and you said that it is on the letters and is used interchangeably with oncology. It is used

frequently at the [ site.

The Committee asked that the Consent Form be revised to provide for consent to the use of
anonymised direct quotes and to include the standard regulatory clause.

The Committee requested changes to the Participant Information Sheet as detailed below.

The Committee commended you on the very clear explanation of the process in the
Participant Information Sheet.

The Committee asked that the debrief sheet be amended as below.

You confirmed for the Committee that the service users consulted in the design of the study
are the review panel.

The Committee asked how results of the study will be disseminated, and you explained that
you will inform participants at the interview that they can have the results if they wish and will
take their details and store them on a secure password protected device until they are
needed. The Committee suggested you might wish to add a tear off to the Consent Form as
another option.

The Committee asked that the debrief sheet include the telephone number for the Haven.
You said that you have not been able to find one but will look again.

You asked the Committee whether you should change the REC form and was advised that
this is not necessary.

The members of the Committee present gave a favourable ethical opinion of the above
research on the basis described in the application form, protocol and supporting
documentation, subject to the conditions specified below.

Ethical review of research sites

NHS Sites

The favourable opinion applies to all NHS sites taking part in the study, subject to
management permission being obtained from the NHS/HSC R&D office prior to the start of
the study (see “Conditions of the favourable opinion” below).

Conditions of the favourable opinion

The favourable opinion is subject to the following conditions being met prior to the start of
the study.
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a. The Committee would like to see the Participant Information Sheet revised to

i) Change the paragraph title “How long will the interview last?” to “What will | have
to do if | agree to take part?” and start the paragraph with “You will have to be interviewed by
the researcher about your experience”

i) Include the correct timing for the interview

iif) Under “What will happen after the interview ends?” include a sentence

after the report on the third line. “However, | may use anonymised direct quotes, with
your permission, in writing up the findings.”

iv) Include a sentence at the end of “Do | have to take part?” “If too many people
volunteer | will contact you to thank you for your interest and advise that | will not be asking
to for an interview on this occasion”

v) Include a contact point and telephone for complaints for someone independent of
the study

vi) Include a telephone number for the Haven or advise no telephone contact

viii Give the correct name of the reviewing committee —

b. The Committee would like to see the Consent Form revised to

i) Include a further clause “I understand that data from the study may be looked at by
regulatory authorities or by persons from the Trust where it is relevant to my taking part in
this study. | consent to these individuals having access to this information”

i) Optional —include a tear off clause to request study results and leave contact
details

c. The Committee would like to see the debrief sheet revised to
i) Change “will allow services to develop...” to “may allow services to develop..”
i) Include the telephone number for the Haven if found or state no telephone

You should notify the REC in writing once all conditions have been met (except for
site approvals from host organisations) and provide copies of any revised
documentation with updated version numbers. The REC will acknowledge receipt and
provide a final list of the approved documentation for the study, which can be made
available to host organisations to facilitate their permission for the study. Failure to
provide the final versions to the REC may cause delay in obtaining permissions.

Management permission or approval must be obtained from each host organisation prior to
the start of the study at the site concerned.

Management permission (“R&D approval”) should be sought from all NHS organisations
involved in the study in accordance with NHS research governance arrangements.

Guidance on applying for NHS permission for research is available in the Integrated
Research Application System or at http://www.rdforum.nhs.uk.

Where a NHS organisation’s role in the study is limited to identifying and referring potential
participants to research sites (“participant identification centre”), guidance should be sought
from the R&D office on the information it requires to give permission for this activity.

For non-NHS sites, site management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required to notify the Committee of approvals from host organisations
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Reqistration of Clinical Trials

All clinical trials (defined as the first four categories on the IRAS filter page) must be
registered on a publically accessible database within 6 weeks of recruitment of the first
participant (for medical device studies, within the timeline determined by the current
registration and publication trees).

There is no requirement to separately notify the REC but you should do so at the earliest
opportunity e.g. when submitting an amendment. We will audit the registration details as
part of the annual progress reporting process.

To ensure transparency in research, we strongly recommend that all research is registered
but for non clinical trials this is not currently mandatory.

If a sponsor wishes to contest the need for registration they should contact || Gz
_, the HRA does not, however, expect exceptions to be
made. Guidance on where to register is provided within IRAS.

It is responsibility of the sponsor to ensure that all the conditions are complied with
before the start of the study or its initiation at a particular site (as applicable).

Approved documents

The documents reviewed and approved at the meeting were:

Document Version Date

Covering Letter 08 January 2014
Evidence of insurance or indemnity 08 January 2014
Interview Schedules/Topic Guides 1 08 January 2014
Investigator CV Patel

Investigator CV Murray

Letter from Sponsor 06 February 2014
Other: PIS Reminder 1 08 January 2014
Other: Reminder cover letter 1 08 January 2014
Other: Participant Contact Sheet 1 08 January 2014
Other: Participant Debrief Sheet 1 08 January 2014

Other: Peer Review Letter 08 January 2014

Participant Consent Form 1 08 January 2014
Participant Information Sheet 1 08 January 2014
Protocol 1 08 January 2014
REC application 35 13 February 2014

Membership of the Committee

The members of the Ethics Committee who were present at the meeting are listed on the
attached sheet.

Statement of compliance
The Committee is constituted in accordance with the Governance Arrangements for

Research Ethics Committees and complies fully with the Standard Operating Procedures for
Research Ethics Committees in the UK.
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After ethical review

Reporting requirements

The attached document “After ethical review — guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

[T Notifying substantial amendments

[ T1] Adding new sites and investigators

[ 1] Notification of serious breaches of the protocol
[T Progress and safety reports

[T Notifying the end of the study

The NRES website also provides guidance on these topics, which is updated in the light of
changes in reporting requirements or procedures.

Feedback

You are invited to give your view of the service that you have received from the National
Research Ethics Service and the application procedure. If you wish to make your views
known please use the feedback form available on the website.

Further information is available at National Research Ethics Service website After Review

14/NW/0114 Please quote this number on all correspondence

We are pleased to welcome researchers and R & D staff at our NRES committee members’
training days — see details at http://www.hra.nhs.uk/hra-training/

With the Committee’s best wishes for the success of this project.

Yours sincerely
Chair

Enclosures: List of names and professions of members who were present at the
meeting and those who submitted written comments “After ethical review — guidance for
researchers”

NRES Committee North West - Preston

Attendance at Committee meeting on 28 February 2014

Committee Members:

Name Profession Present

Lay member Yes
Lay Member Yes
Consultant Cardiologist No

Acute Care Manager Yes
Lay Member No

Service Improvement Manager Yes
Lay Member Yes
Radiographer Yes

Consultant Orthopaedic Surgeon Yes
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Appendix 4-1: Confirmation of REC conditions met

NHS

Health Research Authority

National Research Ethics Service

Dear Miss Patel

Study title: The Experience and Decision-Making Process of Women with Low to Medium Risk
of Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral Prophylactic
Mastectomy (CPM).

REC reference:

Protocol number: N/A

IRAS project ID: 143457

Thank you for your email of 12 March. | can confirm the REC has received the documents listed
below and that these comply with the approval conditions detailed in our letter dated 07 March 2014

Documents received

The documents received were as follows:

Document Version Date

Other: Debrief Sheet 2 11 March 2014
Other: covering email 12 March 2014
Participant Consent Form 2 11 March 2014
Participant Information Sheet: Reminder sheet 2 11 March 2014
Participant Information Sheet 2 11 March 2014

Approved documents

The final list of approved documentation for the study is therefore as follows:

Document Version Date

Covering Letter 08 January 2014
Evidence of insurance or indemnity 08 January 2014
Interview Schedules/Topic Guides 1 08 January 2014
Investigator CV Patel

Investigator CV e

Letter from Sponsor 06 February 2014
Other: Reminder cover letter 1 08 January 2014
Other: Participant Contact Sheet 1 08 January 2014
Other: Peer Review Letter 08 January 2014

Other: Debrief Sheet

Other: covering email

Participant Consent Form

Participant Information Sheet: Reminder sheet
Participant Information Sheet

Protocol

11 March 2014
2 March 2014
11 March 2014
11 March 2014
11 March 2014
08 January 2014

P NNMNDNDEDN
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You should ensure that the sponsor has a copy of the final documentation for the study. It is the
sponsor's responsibility to ensure that the documentation is made available to R&D offices at all
participating sites.

Please quote this number on all correspondence

Yours sincerely
REC Manager
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Appendix 4-J: REC Amendment Approval Letter

NHS

Health Research Authority

National Research Ethics Service
Miss Fehmida Patel
Lancaster University, C16 Furness College,
Lancaster
LAL1 4YG

Dear Miss Patel

Study title: The Experience and Decision-Making Process of Women with Low to
Medium Risk of Contralateral Breast Cancer who Have Chosen to Undergo a

Contralateral Prophylactic Mastectomy (CPM).

REC reference: “

Protocol number: N/A

Amendment number: 1

Amendment date: 23 May 2014

IRAS project ID: 143457

Change to inclusion criteria, extend to non NHS sites specifically Internet

The above amendment was reviewed by the Sub-Committee in correspondence.
Ethical opinion

The Sub-Committee had no ethical issues with this amendment.

The members of the Committee taking part in the review gave a favourable ethical opinion of
the amendment on the basis described in the notice of amendment form and supporting
documentation.

Approved documents

The documents reviewed and approved at the meeting were:

Document Version Date

Notice of Substantial Amendment (non-CTIMP) 1 23 May 2014
Other [Project Flyer] 1 23 May 2014
Participant information sheet [Internet Recruitment] 1 23 May 2014
Research protocol or project proposal 2 23 May 2014

Membership of the Committee

The members of the Committee who took part in the review are listed on the attached sheet.
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R&D approval

All investigators and research collaborators in the NHS should notify the R&D office for the
relevant NHS care organisation of this amendment and check whether it affects R&D
approval of the research.

Statement of compliance
The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees and complies fully with the Standard Operating Procedures for

Research Ethics Committees in the UK.

We are pleased to welcome researchers and R & D staff at our NRES committee members’
training days — see details at http://www.hra.nhs.uk/hra-training/

I - case quote this number on all correspondence

Yours sincerely
Chair
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Appendix 4-H: R&D Approval Letter and Letter of Access

Research and Development

2014/006 Our Ref:

Your Ref:

10 areh 2015 England

Fehmida Natha (nee Patel)
Trainee Clinical Psychologist
Lancaster University

C16 Furness College
Lancaster

LAL1 4YG

Dear Fehmida
Letter of access for research

This letter should be presented to each participating organisation before you
commence your research at that site.

In accepting this letter, each participating organisation confirms your right of access
to conduct research through their organisation for the purpose and on the terms and
conditions set out below. This right of access commences on 12 March 2015 and
ends on 31 August 2015 unless terminated earlier in accordance with the clauses
below.

As an existing NHS employee you do not require an additional honorary research
contract with the participating organisation. The organisation is satisfied that the
research activities that you will undertake in this organisation are commensurate with
the activities you undertake for your employer. Your employer is fully responsible for
ensuring such checks as are necessary have been carried out. Your employer has
confirmed in writing to this organisation that the necessary pre-engagement checks
are in place in accordance with the role you plan to carry out in this organisation.
Evidence of checks should be available on request to your employer.

You have a right of access to conduct such research as confirmed in writing in the
letter of permission for research from this organisation. Please note that you cannot
start the research until the Principal Investigator for the research project has received
a letter from us giving this organisation's permission to conduct the project.

You are considered to be a legal visitor to NHS Trust premises. You are not entitled to any
form of payment or access to other benefits provided by this organisation to employees and
this letter does not give rise to any other relationship between you and NHS Trust, in
particular that of an employee.

While undertaking research through NHS Trust, you will remain accountable to your
employer, , but you are required to follow the reasonable instructions of your nominated
manager in each organisation or those given on her/his behalf in relation to the terms of this
right of access.

Personal Effective
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Where any third party claim is made, whether or not legal proceedings are issued,
arising out of or in connection with your right of access, you are required to co-
operate fully with any investigation by this organisation in connection with any such
claim and to give all such assistance as may reasonably be required regarding the
conduct of any legal proceedings.

You must act in accordance with NHS Trust policies and procedures, which are available to
you upon request, and the Research Governance
Framework.

You are required to co-operate with NHS Trust in discharging its duties under the Health and
Safety at Work etc Act 197 4 and other health and safety legislation and to take reasonable
care for the health and safety of yourself and others while on NHS Trust premises.

Although you are not a contract holder, you must observe the same standards of
care and propriety in dealing with patients, staff, visitors, equipment and premises as
is expected of a contract holder and you must act appropriately, responsibly and
professionally at all times.

If you have a physical or mental health condition or disability which may affect your
research role and which might require special adjustments to your role, if you have
not already done so, you must notify your employer and each participating [Insert
organisation] prior to commencing your research role at each site.

You are required to ensure that all information regarding patients or staff remains
secure and strictly confidential at all times. You must ensure that you understand and
comply with the requirements of the NHS Confidentiality Code of Practice and the
Data Protection Act 1998. Furthermore you should be aware that under the Act,
unauthorised disclosure of information is an offence and such disclosures may lead
to prosecution.

The organisation will not indemnify you against any liability incurred as a result of any breach
of confidentiality or breach of the Data Protection Act 1998. Any breach of the Data
Protection Act 1998 may result in legal action against you and/or your

substantive employer.

You should ensure that, where you are issued with an identity or security card, a
bleep number, email or library account, keys or protective clothing, these are
returned upon termination of this arrangement. Please also ensure that while on the
premises you wear your ID badge at all times, or are able to prove your identity if
challenged. Please note that this organisation accept no responsibility for damage to
or loss of personal property.

This letter may be revoked and your right to attend this organisation terminated at
any time either by giving seven days' written notice to you or immediately without any
notice if you are in breach of any of the terms or conditions described in this letter or
if you commit any act that we reasonably consider to amount to serious misconduct
or to be disruptive and/or prejudicial to the interests and/or business of the
organisation or if you are convicted of any criminal offence. You must not undertake
regulated activity if you are barred from such work. If you are barred from working
with adults or children this letter of access is immediately terminated. Your employer
will immediately withdraw you from undertaking this or any other regulated activity
and you MUST stop undertaking any regulated activity immediately.
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Your substantive employer is responsible for your conduct during this research
project and may in the circumstances described above instigate disciplinary action
against you.

If your circumstances change in relation to your health, criminal record, professional
registration or suitability to work with adults or children, or any other aspect that may
impact on your suitability to conduct research, or your role in research changes, you
must inform the organisation that employs you through its normal procedures. You
must also inform the nominated manager in each participating organisation .

Yours sincerely

Associate Medical Director for Research and Development
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Appendix 4-1: Site Specific Approval

Y2

7 April 2015

Miss Fehmida Patel

Trainee Clinical Psychologist
Lancashire University

C16 Furness College
Lancaster

LAl 4YG

Dear Miss Patel

-

The Experience and Dacision-Making Process of Women with Low to Medium Risk of

Contralateral Breast Cancer who Have Chosen to Undergo a Contralateral Prophylactic

Study Title:
Mastectomy (CPM)
RED Ref: 2015BRO02
REC Ref: 14/Nw/fo114
C5P Ref: nfa

Thank you for providing all of the documentation for the above study.

| am pleased to infarm you that the above referenced study has been given Trust RED approval and you may
begin your study at |1

The approval has been granted for the duration of the REC approval for the study.

The list of documents reviewed and approved for use are as follows:

Document Version B Date
| Protocol : 2.0 23.05.14
Participant Information Sheet 2.0 11.03.14
Participant Information Sheet: Intarnet recruftment 110 23.05.14
| Consent Form 20 ~ |1103.a4
| Project Flyer _ 1.0 23.05.14
Interview Schedule i |10 ] | 08.01.14
Participant Reminder Sheet 2.0 11.03.14
Reminder Covering Letter 1.0 i 08.01.14
Contact Sheet 10 B 08.01.14
| Debrief Sheet 2.0 110314

| For your information | confirm we have the corresponding regulatory approval letters for each of the

current approved documents listed above.

e

Chief Executive — Or Atlila Viegh MBBS MSc PhD
Chalrman - Falicity Goodey CBE DL

4-65
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Appendix 4-J: Author Guidelines
Manuscript Submission Guidelines: Qualitative Health Research (QHR)

Qualitative Health Research (QHR) is an international, interdisciplinary, refereed journal for
the enhancement of health care and furthering the development and understanding of
qualitative research methods in health care settings. We welcome manuscripts in the
following areas: the description and analysis of the illness experience, health and health-
seeking behaviors, the experiences of caregivers, the sociocultural organization of health
care, health care policy, and related topics. We also consider critical reviews; articles
addressing qualitative methods; and commentaries on conceptual, theoretical,
methodological, and ethical issues pertaining to qualitative inquiry.

1. Article types

Each issue of QHR provides readers with a wealth of information - book reviews,
commentaries on conceptual, theoretical, methodological and ethical issues pertaining to
qualitative inquiry as well as articles covering research, theory and methods in the following
areas:

Description and analysis of the illness experience

Experiences of caregivers

Health and health-seeking behaviors

Health care policy

Sociocultural organization of health care

A Variety of Perspectives

QHR addresses qualitative research from variety of perspectives including: cross-cultural
health, family medicine, health psychology, health social work, medical anthropology,
medical sociology, nursing, pediatric health, physical education, public health, and
rehabilitation.

In-Depth Timely Coverage

Articles in QHR provide an array of timely topics such as: experiencing illness, giving care,
institutionalization, substance abuse, food, feeding and nutrition, living with disabilities,
milestones and maturation, monitoring health, and children’s perspectives on health and
illness.
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2. Editorial policies

2.1 Peer review policy

QHR strongly endorses the value and importance of peer review in scholarly journals
publishing. All papers submitted to the journal will be subject to comment and external
review. All manuscripts are reviewed initially by the Editors and only those papers that meet
the scientific and editorial standards of the journal, and fit within the aims and scope of the
journal, will be sent for outside review.

QHR adheres to a rigorous double-blind reviewing policy in which the identity of both the
reviewer and author are always concealed from both parties. Please refer to the editorial on
blinding found in the Nov 2014 issue: http://ghr.sagepub.com/content/24/11/1467 .full.

2.2 Authorship

Papers should only be submitted for consideration once consent is given by all contributing
authors. Those submitting papers should carefully check that all those whose work
contributed to the paper are acknowledged as contributing authors.

The list of authors should include all those who can legitimately claim authorship. This is all
those who:

(i) Made a substantial contribution to the concept and design, acquisition of data or analysis
and interpretation of data,

(ii) Drafted the article or revised it critically for important intellectual content,

(iii) Approved the version to be published.

Authors should meet the conditions of all of the points above. Each author should have
participated sufficiently in the work to take public responsibility for appropriate portions of
the content.

When a large, multicentre group has conducted the work, the group should identify the
individuals who accept direct responsibility for the manuscript. These individuals should
fully meet the criteria for authorship.

Acquisition of funding, collection of data, or general supervision of the research group alone
does not constitute authorship, although all contributors who do not meet the criteria for
authorship should be listed in the Acknowledgments section.

Please refer to the International Committee of Medical Journal Editors (ICMJE) authorship
guidelines for more information on authorship.

2.3 Acknowledgements

All contributors who do not meet the criteria for authorship should be listed in an
Acknowledgements section. Examples of those who might be acknowledged include a person
who provided purely technical help, or a department chair who provided only general
support.

2.3.1 Writing assistance

Individuals who provided writing assistance, e.g. from a specialist communications company,
do not qualify as authors and so should be included in the Acknowledgements section.
Authors must disclose any writing assistance — including the individual’s name, company and
level of input — and identify the entity that paid for this assistance”).

It is not necessary to disclose use of language polishing services.

Please supply any personal acknowledgements separately to the main text to facilitate
anonymous peer review.
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2.4 Funding

QHR requires all authors to acknowledge their funding in a consistent fashion under a
separate heading. Please visit the Funding Acknowledgements page on the SAGE Journal
Author Gateway to confirm the format of the acknowledgment text in the event of funding, or
state that: This research received no specific grant from any funding agency in the public,
commercial, or not-for-profit sectors.

2.5 Declaration of conflicting interests

It is the policy of QHR to require a declaration of conflicting interests from all authors
enabling a statement to be carried within the paginated pages of all published articles.
Please ensure that a ‘Declaration of Conflicting Interests’ statement is included at the end of
your manuscript, after any acknowledgements and prior to the references. If no conflict
exists, please state that ‘The Author(s) declare(s) that there is no conflict of interest’.

For guidance on conflict of interest statements, please see the ICMJE recommendations here

2.6 Research ethics and patient consent

Medical research involving human subjects must be conducted according to the World
Medical Association Declaration of Helsinki.

Submitted manuscripts should conform to the ICMJE Recommendations for the Conduct,
Reporting, Editing, and Publication of Scholarly Work in Medical Journals, and all papers
reporting animal and/or human studies must state in the methods section that the relevant
Ethics Committee or Institutional Review Board provided (or waived) approval. Please
ensure that you have provided the full name and institution of the review committee, in
addition to the approval number.

For research articles, authors are also required to state in the methods section whether
participants provided informed consent and whether the consent was written or verbal.

In terms of patient privacy, authors are required to follow the ICMJE Recommendations for
the Protection of Research Participants. Patients have a right to privacy that should not be
infringed without informed consent. Identifying information, including patients' names,
initials, or hospital numbers, should not be published in written descriptions, photographs,
and pedigrees unless the information is essential for scientific purposes and the patient (or
parent or guardian) gives written informed consent for publication. Informed consent for this
purpose requires that a patient who is identifiable be shown the manuscript to be published.
Participant descriptors should not be listed individually. Because qualitative research is
descriptive, it is recommended that participant quotations not be linked to identifiers in the
manuscript.

2.7 Clinical trials

QHR conforms to the ICMJE requirement that clinical trials are registered in a WHO-
approved public trials registry at or before the time of first patient enrolment as a condition of
consideration for publication. The trial registry name and URL, and registration number must
be included at the end of the abstract.

2.8 Reporting guidelines

The relevant EQUATOR Network reporting guidelines should be followed depending on the

type of study. For example, all randomized controlled trials submitted for publication should

include a completed Consolidated Standards of Reporting Trials (CONSORT) flow chart as a
cited figure, and a completed CONSORT checklist as a supplementary file.

Other resources can be found at NLM’s Research Reporting Guidelines and Initiatives.
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2.9 Data

SAGE acknowledges the importance of research data availability as an integral part of the
research and verification process for academic journal articles.

QHR requests all authors submitting any primary data used in their research articles
alongside their article submissions to be published in the online version of the journal, or
provide detailed information in their articles on how the data can be obtained. This
information should include links to third-party data repositories or detailed contact
information for third-party data sources. Data available only on an author-maintained website
will need to be loaded onto either the journal’s platform or a third-party platform to ensure
continuing accessibility. Examples of data types include but are not limited to statistical data
files, replication code, text files, audio files, images, videos, appendices, and additional charts
and graphs necessary to understand the original research. [The editor(s) may consider limited
embargoes on proprietary data.] The editor(s) [can/will] also grant exceptions for data that
cannot legally or ethically be released. All data submitted should comply with Institutional or
Ethical Review Board requirements and applicable government regulations. For further
information, please contact the editorial office at vshannonghr@gmail.com.

3. Publishing Policies

3.1 Publication ethics

SAGE is committed to upholding the integrity of the academic record. We encourage authors
to refer to the Committee on Publication Ethics’ International Standards for Authors and view
the Publication Ethics page on the SAGE Author Gateway

3.1.1 Plagiarism

QHR and SAGE take issues of copyright infringement, plagiarism or other breaches of best
practice in publication very seriously. We seek to protect the rights of our authors and we
always investigate claims of plagiarism or misuse of articles published in the journal.
Equally, we seek to protect the reputation of the journal against malpractice. Submitted
articles may be checked using duplication-checking software. Where an article is found to
have plagiarised other work or included third-party copyright material without permission or
with insufficient acknowledgement, or where authorship of the article is contested, we
reserve the right to take action including, but not limited to: publishing an erratum or
corrigendum (correction); retracting the article (removing it from the journal); taking up the
matter with the head of department or dean of the author’s institution and/or relevant
academic bodies or societies; banning the author from publication in the journal or all SAGE
journals, or appropriate legal action.

3.2 Contributor’s publishing agreement

Before publication, SAGE requires the author as the rights holder to sign a Journal
Contributor’s Publishing Agreement. SAGE’s Journal Contributor’s Publishing Agreement is
an exclusive licence agreement which means that the author retains copyright in the work but
grants SAGE the sole and exclusive right and licence to publish for the full legal term of
copyright. Exceptions may exist where an assignment of copyright is required or preferred by
a proprietor other than SAGE. In this case copyright in the work will be assigned from the
author to the society. For more information please visit our Frequently Asked Questions on
the SAGE Journal Author Gateway.

3.3 Open access and author archiving

QHR offers optional open access publishing via the SAGE Choice programme. For more
information please visit the SAGE Choice website. For information on funding body
compliance, and depositing your article in repositories, please visit SAGE Publishing Policies
on our Journal Author Gateway.
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3.4 Permissions

Authors are responsible for obtaining permission from copyright holders for reproducing any
illustrations, tables, figures or lengthy quotations previously published elsewhere. For further
information including guidance on fair dealing for criticism and review, please visit our
Frequently Asked Questions on the SAGE Journal Author Gateway

4. Preparing your manuscript

4.1 Word processing formats

Preferred formats for the text and tables of your manuscript are Word DOC, RTF, XLS.
LaTeX files are also accepted. The text should be double-spaced throughout and with a
minimum of 3cm for left and right hand margins and 5¢cm at head and foot. Text should be
standard 10 or 12 point. Word and LaTex templates are available on the Manuscript
Submission Guidelines page of our Author Gateway.

4.2 Artwork, figures and other graphics

For guidance on the preparation of illustrations, pictures and graphs in electronic format,
please visit SAGE’s Manuscript Submission Guidelines. Please refer to clause 4.5 for
information on SAGE Language Services.

Figures supplied in color will appear in color online regardless of whether or not these
illustrations are reproduced in colour in the printed version. For specifically requested color
reproduction in print, you will receive information regarding the costs from SAGE after
receipt of your accepted article.

4.3 Supplementary material

This journal is able to host additional materials online (e.g. datasets, podcasts, videos, images
etc) alongside the full-text of the article. These will be subjected to peer-review alongside the
article. For more information please refer to our guidelines on submitting supplementary
files, which can be found within our Manuscript Submission Guidelines page.

4.4 Journal layout

In general, QHR adheres to the guidelines contained in the Publication Manual of the
American Psychological Association [“APA”], 6th edition (ISBN 10:1-4338-0561-8,
softcover; ISBN 10:1-4338-0559-6, hardcover; 10:1-4338-0562, spiral bound), withregard to
manuscript preparation and formatting. These guidelines are referred to as the APA
Publication Manual, or just APA. Additional help may be found online at
http://www.apa.org/, or search the Internet for “APA format.”

4.5 Reference style
QHR adheres to the APA reference style. Click here to review the guidelines on APA to
ensure your manuscript conforms to this reference style.

4.6 English language editing services

Authors seeking assistance with English language editing, translation, or figure and
manuscript formatting to fit the journal’s specifications should consider using SAGE
Language Services. Visit SAGE Language Services on our Journal Author Gateway for
further information.
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5. Submitting your manuscript

5.1 How to submit your manuscript

QHR is hosted on SAGE Track, a web based online submission and peer review system
powered by ScholarOne™ Manuscripts. Visit http://mc.manuscriptcentral.com/ghr to login
and submit your article online.

5.2 Title, keywords and abstracts

Please supply a title, short title, an abstract and keywords to accompany your article. The
title, keywords and abstract are key to ensuring readers find your article online through online
search engines such as Google. Please refer to the information and guidance on how best to
title your article, write your abstract and select your keywords by visiting the SAGE Journal
Author Gateway for guidelines on How to Help Readers Find Your Article Online

5.3 Corresponding author contact details

Provide full contact details for the corresponding author including email, mailing address and
telephone numbers. Academic affiliations are required for all co-authors. These details should
be presented separately to the main text of the article to facilitate anonymous peer review.
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