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POTENTIAL LIMITATIONS OF THE STUDY

Selection bias

Due to ethical constraints, patients were identified and approached by their breast teams to
participate in the study. It could be argued this led to the presence of selection bias of patients in

the study.

The speed of recruitment of patients from the breast units was different. This was only partly
explained by the breast unit case-loads. Interestingly, despite the assistance of an NCRI Clinical
Trials nurse, recruitment of patients was slowest at the low MR, which was the highest turnover
unit. Discussions with the recruiting clinicians confirmed the finding of the clinician interviews,
that as a unit, they identified only a sub-population of patients suitable for BCT as eligible for
choices; patients with smaller cancers were automatically recommended BCT rather than
provided with options. Therefore their pool of patients eligible for the study was more limited

than that of the medium and high MR units.

Response rate

One of the limitations of this study is the overall response rate of 51% of the patient population
approached. This could be argued insufficient. However, it is similar to many published studies on
DMS; where this information is available. Many existing published studies either fail to include a
response rate (as denominator information is absent) or they present this information but make it
impossible to meaningfully compare their response rates with that of this study, as they adopt
filtering recruitment techniques which mean their actual response rates cannot be calculated; for

example they recruit via preliminary surveys of patients accessed through registries.

Participants in research are a self-selected group. It is possible that certain subgroups are over or
under-represented. While it may be supposed that those participating in research are more likely
to represent the more active subset of decision-makers and non-responders represent a more
passive group, to our knowledge no published data is currently available to support or refute this.
Ethical and governance issues surrounding the conduct of research and UK laws on data

protection, mean no data is available on the characteristics of study non-responders.




The response rate may affect the extent to which the findings can be extrapolated. However, it
should be noted that the same limitations apply to the majority of previous published studies; so
while this issue is a potential limitation, it does not negate the findings. As in all studies of this
nature, the findings may be characteristic only of those patients choosing to participate in

research.

Potential recall bias

The main limitation of this study (in common with many of the same type) relates to participants’
retrospective recollections and the potential for recall bias or post hoc justification. The potential
of recall bias is difficult if not impossible to avoid in a study reliant on the capture of information
immediately after the provision of diagnosis, if it is to adhere to ethically sound practice and
conducted among a subgroup of cancer patients (i.e. those not requiring a mastectomy on clinical
grounds) within the UK healthcare system. As diagnosis is routinely provided within one to two
weeks of initial assessment, and diagnosis and treatment options are discussed within the same

consultation.

UK ethical considerations limited us to approaching patients following the completion of
decision-making and surgery. Such limitations were placed due to the sensitive nature of
exploring such experiences in a vulnerable group of patients, and concerns that the study itself
might influence the relationship between the patient and their treating clinicians or impact the
decision being studied. Ethical requirements also dictate that patients need to be permitted
sufficient time to consider whether or not they wish to participate in a research study and should
not feel pressurised to do so. Patients were therefore approached to participate in the study as
soon as possible following their initial therapeutic surgery (the day following surgery in most
instances). Consequently, there was insufficient time to recruit and conduct interviews before

patients received their post-operative results.

The data was collected close to but never the less, following the decision-making experience.
Completed questionnaires were received a mean 6.9 weeks following surgery and interviews were
conducted a mean 6 weeks following surgery. Therefore the consequences of patients’ initial
therapeutic treatment were known. This raises the possibility that their recollections of their

consultations and decision making experiences, and therefore our findings, might be influenced




by subsequent events depending on ‘favourable’ or ‘poor’ clinical or aesthetic outcomes. For
example, a patient who had undergone BCT on the advice of their clinician could perceive it as
positive or negative depending on subsequent information or events. Patients might express
regret and dissatisfaction regarding their original decision-making experience if they felt they
were advised or recommended a treatment option without adequate information (i.e. potential
need for margin re-excision) and had more extensive disease than initially anticipated or required

subsequently further surgery.

Though the reported study could be considered flawed by virtue of issue of recall bias, the data
was collected within a similar timeframe to many other quantitative and qualitative studies
exploring treatment decision-making among cancer patients. It is therefore comparable to
previous studies which suffer similar biases; including the previous UK DMS study conducted over
a decade ago.(Beaver, Luker, Owens, Leinster, Degner, & Sloan 1996) The results therefore

almost certainly reflect a genuine change in the DMS of the UK population. Similar trends

reported in other countries(Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Lam,
Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz
2005;Mastaglia & Kristjanson 2001;Singh, Sloan, Atherton, Smith, Hack, Huschka, Rummans,

Clark, Diekmann, & Degner 2010) add weight to this argument, as does the concordance of these
results with those of a questionnaire-based decision-making study by Collins et.al., which was

conducted in real-time among US breast cancer patients.(Collins, Moore, Clay, Kearing,

Q

O'Connor, Llewellyn-Thomas, Barth, Jr., & Sepucha 2009)

Much of the study is based purely on self-report findings

It could be argued that the majority of the study’s findings are based purely on self-report
information rather than direct observation, and that an observational approach would have been
superior. Patients’ recall in stressful situations is known to be suboptimal,(Butler & Haile,
1996, Fallowfield 2000) and an observational study could capture the exact words exchanged
between the patients and clinicians within consultations, and analyse the various elements of

communication.(Ford et al. 2000)

However, studies have demonstrated enhanced recall when it the information is specifically

pertinent to patients’ needs; with patients quoting their clinicians verbatim. (=




Also, communication is complex. What is perceived from an interaction is not only the overt
verbal articulation of the intended message.(Mehrabian 1572) Pure observational methods would
not permit the analysis of this. Data analysis in this study was also facilitated by listening to the
interview audio recordings as part of the process of analysing the verbatim transcripts.
Participants’ re-enactment of parts of their consultations enhanced the analysis of the verbatim

transcripts.

Also, although predominantly self-report, the multi-stakeholder, multi-method nature of the
study conducted permits the triangulation of data and provided a view of the extended nature of
the decision making journey which starts at initial assessment and ends at arrival at a decision.
The complexity, magnitude and expense of conducting a purely observational study to capture all
clinician-patient consultations (from assessment to establishing consent) explored within the
interviews, would probably have made it prohibitive. The study conducted also provided
information on aspects of the decision making experience which are not observable. For
example, clinicians’ beliefs and patients’ absorption, understanding, interpretation and
assimilation of the information provided during consultations with their specialist clinicians,

together with its incorporation into the patient’s pre-existing preferences and concerns.

Relatively small number of patients undergoing mastectomy

The intention at the outset of the study was to fill half the sampling frame from each breast unit
with patients choosing mastectomy and half BCT. The frame was under-filled for patients
undergoing mastectomy due to difficulty recruiting this relatively small group, within the
timeframe of funding for the study’s interview phase (November 2003 to December 2004).
Recruitment of the mastectomy group was especially difficult in the low MR breast unit, where
the numbers identified as having chosen a mastectomy were particularly small. Negotiation with
members of the breast unit highlighted the issue found in the clinician interviews, of different
eligibility criteria for choice in this unit. We believe however, failure to fill the sampling frame did
not have a detrimental effect on the findings of the study, response saturation was achieved and

the findings are representative in understanding variation in unit practice.

Over the course of two patient interviews it became evident that, although identified as having

been offered a treatment choice, they had instead been firmly guided toward mastectomy due to




the presence of large or multifocal cancers; both were recruited from the low MR unit. We

suggest this supports the study’s other findings.

Minimal data on patients’ prior perceptions and pre-existing decision making influences.

We present little information on patients’ preconceptions, which are noted to be one of the major
factors guiding patients’ decisions. While some information emerged regarding these, there was
insufficient data to present this as a separate theme. Much has already been written on this
subject, and not wishing to duplicate previously published research, this was not an issue our
study was specifically designed to investigate. Instead, our focus was on one of the other major
factors demonstrated to guide patients’ decisions; notably clinicians’ recommendations and
patients’ perceptions of them.(Gort, Broekhuis, Otter, & Klazinga 2007;Johnson, Roberts, Cox,
Reintgen, Levine, & Parsons 1996;Katz, Lantz, & Zemencuk 2001;Kotwall, Maxwell, Covington,
Churchill, Smith, & Covan 1996;Molenaar, Oort, Sprangers, Rutgers, Luiten, Mulder, & de Haes
2004;Morrow, Jagsi, Alderman, Griggs, Hawley, Hamilton, Graff, & Katz 2009;Nold, Beamer,
Helmer, & McBoyle 2000;Schou, Ekeberg, Ruland, & Karesen 2002;Smitt & Heltzel 1997) These
rely predominantly on the interaction and communication between patients and specialist

clinicians. Relatively little is known regarding these and the impact they have over patents’

decisions.

MR categorisation

The study was conducted in three breast units from a single UK region. The units recruited for the
in-depth components of the study were selected to reflect the spectrum of treatment variation;
demonstrating high, medium and low case-mix adjusted MRs. To optimise reflectivity of findings
with units’ MR categorisation, the stability of the permanent specialist team workforce over the
period of the study from the onset of the audit period to commencement of the questionnaire
phases of the study (April 1997 to December 2003), was also considered. The study was not
conducted in the highest case-mix adjusted MR unit of the audit series (unit 10), which had
consistently very high MRs even among the subgroup with cancers <aigmm diameter. It was
instead conducted in the second highest (unit 4). This unit had case-mix adjusted rates verging on

a statistical significance; since the lower 95% confidence interval was exactly 1.0. This decision




was necessitated by a substantial change in the specialist staff workforce of unit 10, between
closure of the audit phase (April 2003) and the onset of the patient questionnaire and qualitative
components of the study. It was felt such changes in the workforce had the potential to produce

findings which were non-representative of case-mix adjusted MR categorisation.

At national level, the low MR unit studied lies within the low MR end of the spectrum and is likely
to reflect outlying practice. However at national level, the high MR unit studied lay within the
medium section of the MR spectrum.(Bates, Kearins, Monypenny, Lagord, & Lawrence
2009;BCCOM 2006;BCCOM Steering Group 2007) It is unlikely that the findings from the high MR
unit studied represent the very high MR end of the national spectrum. Some UK units’ non-case-
mix adjusted MRs approach 80%. It is possible such units have similar decision-making practices
to that of the low MR in our study, but with a preference or lower threshold for directing patients
toward mastectomy. Our study’s limitations preclude any conclusion in relation to these units.
However the findings of a recently published questionnaire study regarding decision making
conducted among patients of a very high MR breast screening unit in the UK, seems to support
this theory.(Ballinger et al. 2008) To confirm such a supposition, it would be necessary to explore
decision making among very high MR breast units outside the Trent region, utilising qualitative

and qualitative methodology.

STRENGTHS OF THE STUDY

Triangulation of methodological approaches and stakeholder perspectives

The strengths of this programme of research lie in the adoption of a mixed methods, multi-
perspective approach among breast units from a single region, possessing similar practice
guidelines, but differ in MRs. The study utilised quantitative methodology to confirm the
spectrum of practice variation was not due to cancer characteristics. Quantitative and qualitative
methods were then adopted to explore the various steps involved in the process of decision-
making which are enshrined in breast unit practice, from the perspectives of the various relevant
interacting stakeholders. The triangulation of data from the different key stakeholder

perspectives, and the qualitative exploration of the quantitative findings, facilitated the more




comprehensive exploration of the multifactorial nature of decision-making and a more

comprehensive answer to the research question.

DISCUSSION POINTS RAISED BY THE THESIS
Variation is not due to case-mix

Analysing a high quality externally validated database, this study demonstrates statistically
significant variation in the surgical treatment of breast cancer among those suitable for BCT, is
not due to case-mix. It also demonstrates the persistence of variation amongst patients with
small cancers infinitely suitable for BCT or a choice of surgery (66% of the 506 cancers <2omm
diameter, 87% <3omm diameter). Conclusively establishing that variables other than those
included in the case-mix adjustment (cancer size, cancer site, cancer grade, patient age and year
of presentation) are responsible for the observed MR variation. To our knowledge this is the first
study of this type to correct data for case-mix at an individual patient level. Previous studies
based their findings on aggregated data analysis, where case characteristics were amalgamated
across units or hospitals.(Bates, Kearins, Monypenny, Lagord, & Lawrence 2009,BCCOM
Farrow, Hunt, & Samet 1992;Goel, Olivotto, Hislop, Sawka,

2006,BCCOM Steering Group

007
2007,

Coldman, & Holowaty 1997;Grilli, Scorpiglione, Nicolucci, Mainini, Penna, Mari, Belfiglio, &
Liberati 1994;Iscoe, Goel, Wu, Fehringer, Holowaty, & Naylor 1994;lshizaki, Imanaka, Hirose,
Kuwabara, Ogawa, & Harada 2002;Mandelblatt, Hadley, Kerner, Schulman, Gold, Dunmore-
Griffith, Edge, Guadagnoli, Lynch, Meropol, Weeks, & Winn 2000;Moneypenny 2004;Morris,

Cohen, Schlag, & Wright 2000;Morrow, White, Moughan, Owen, Pajack, Sylvester, Wilson, &

Winchester 2001;Nattinger, Gottlieb, Veum, Yahnke, & Goodwin 1992;Nattinger & Goodwin

1994;Samet, Hunt, & Farrow 1994;Sauven, Bishop, Patnick, Walton, Wheeler, & Lawrence

2003;Scorpiglione, Nicolucci, Grilli, Angiolini, Belfiglio, Carinci, Cubasso, Filardo, Labbrozzi,
Mainini, & . 1995;van Nes, Seynaeve, Jones, Markopoulos, Putter, van, V, Hasenburg, Rea
Vannetzel, Dirix, Hozumi, Kerin, Kieback, Meershoek-Klein Kranenbarg, Hille, & Nortier 2010) his

technique provides a potentially inaccurate representation of practice; especially among those

with smaller volume workloads.




The low pseudo R* value of the clinicians’ DCE questionnaire supports the case-mix adjustment
findings that cancer characteristics routinely available pre-operatively, do not account for
patterns of treatment variation observed. The five variables included in the DCE (patient age,
cancer size, bra cup size, cancer site and centricity) all significantly influenced clinicians’
responses. However the pseudo R*value of 0.29 indicates despite the statistically significant
impact of these particular variables, the variables themselves only explain 29% of the clinicians’
responses. Something other than these exerts the predominant influence; accounting for 71% of

the responses.

Patients’ information needs and the patient-specific factors influencing decisions

Consistent with previous studies among cancer patients, patients from all units exhibited high
information needs(Bilodeau & Degner 1996;Blanchard, Labrecque, Ruckdeschel, & Blanchard
1988;Butow, Kazemi, Beeney, Griffin, Dunn, & Tattersall 1996;Cassileth, Zupkis, Sutton-Smith, &
March 1980;Chen, Tao, Tisnado, Malin, Ko, Timmer, Adams, Ganz, & Kahn 2008;Davison,
Degner, & Morgan 1995;Degner, Kristjanson, Bowman, Sloan, Carriere, O'Neil, Bilodeau, Watson,
& Mueller 1997a;Fujimori & Uchitomi 2009;Galloway, Graydon, Harrison, Evans-Boyden, Palmer-
Wickham, Burlein-Hall, Rich-van der Bij, West, & Blair 1997;Graydon, Galloway, Palmer-Wickham,
Harrison, Rich-van der Bij, West, Burlein-Hall, & Evans-Boyden 1997;Hack, Degner, & Dyck
1994;Jenkins, Fallowfield, & Saul 2001;Jones, Pearson, McGregor, Gilmour, Atkinson, Barrett,
Cawsey, & McEwen 1999;Luker, Beaver, Leinster, & Owens 1996a;Meredith, Symonds, Webster,
Lamont, Pyper, Gillis, & Fallowfield 1996;Sutherland, Llewellyn-Thomas, Lockwood, Tritchler, &
Till 1989;Vogel, Bengel, & Helmes 2008a) which did not necessarily correlate with their
preferences for or achievement of, more autonomous treatment decision-making.(Blanchard,
Labrecque, Ruckdeschel, & Blanchard 1988;Cassileth, Zupkis, Sutton-Smith, & March 1980;Cox,
Jenkins, Catt, Langridge, & Fallowfield 2005;Davison, Degner, & Morgan 1995;Ende, Kazis, Ash, &
Moskowitz 198g;Fallowfield 2008;Hack, Degner, & Dyck 1994;Strull, Lo, & Charles
1984;Sutherland, Llewellyn-Thomas, Lockwood, Tritchler, & Till 1989) Information needs were
also largely unrelated to operative choice or unit MR. A few exceptions were noted. There were
trends for active decision makers to want more information on possible side effects (p=0.051) and
high MR unit patients to want examples of where surgery had been effective or not (p=0.060 and
0.066 respectively). One questionnaire item reached statistical significance. Those undergoing

BCT were more likely to ‘absolutely need to know’ how the surgery would affect their body




(p=0.049). Given the likely impact of surgery on body image, this is perhaps not surprising and

would be consistent with evidence that women choosing BCT have a greater focus on body

image.(Arndt, Stegmaier, Ziegler, & Brenner 2008;Carlsson & Hamrin 1994;Fall eld, Ba
Maguire 1986;Irwig & Bennetts 1997;Moyer 1997;Sanger & Reznikoff 1981;Schover 1994;Stefanel
1993)

Patients described the impact of known patient-specific factors over their decisions.(Carver,
Pozo-Kaderman, Price, Noriega, Harris, Derhagopian, Robinson, & Moffat, Jr. 1998;Collins,
Moore, Clay, Kearing, O'Connor, Llewellyn-Thomas, Barth, Jr.,, & Sepucha 2009;Fallowfield,
Baum, & Maguire 1986;Hawley, Griggs, Hamilton, Graff, Janz, Morrow, Jagsi, Salem, & Katz
2009;Hughes 1993;Kotwall, Maxwell, Covington, Churchill, Smith, & Covan 1996;Lasry &
Margolese 1992;Mandelblatt, Hadley, Kerner, Schulman, Gold, Dunmore-Griffith, Edge,
Guadagnoli, Lynch, Meropol, Weeks, & Winn 2000;Molenaar, Oort, Sprangers, Rutgers, Luiten,
Mulder, & de Haes 2004;Moyer 1997;Nold, Beamer, Helmer, & McBoyle 2000;Schou, Ekeberg,
Ruland, & Karesen 2002;Smitt & Heltzel 1997, Wei, Sherry, Baisden, Peckel, & Lala 1995;Wilson,
Hart, & Dawes 1988) For example, prior experience and expectations regarding breast cancer and
its treatment, body image and a trade-off between this and fears of cancer recurrence/spread. As
already outlined in the potential limitations section, this study was not designed to duplicate this

previous research. However some new information regarding these patient-specific themes

emerged from the interviews, which should be discussed.

Patients described their operative preferences and choices being partially innate or patient-
specific. While most of these were described consistently across the breast units, there were
some notable differences. For example, patients’ perception of which treatment options were the
least disruptive or most reassuring. Patients from all units considered BCT less disruptive as an
inpatient treatment; describing a shorter hospital stay. But medium and high MR patients could
describe it as a more disruptive treatment course. They spoke of the possibility of margin re-
excision and commitment to several weeks of radiotherapy. Low MR unit patients tended not to

voice these in the same way. They mentioned them fleetingly and in less detail.

Perceptions of which treatment provided most reassurance also varied. Low MR unit patients
tended to report the options were equally ‘safe’. The other unit's patients were more likely to
stratify their perceptions of safety into survival (equivalent) and LRRR (higher with BCT). These
impacted patients’ impressions of reassurance about remaining disease-free in the long-term.

Some choosing mastectomy felt they were more likely to be cured; believing minimising LRRR as

257



far as possible must also minimise the risk of death. Some mistakenly believed mastectomy was
associated with no risk of recurrence. Likewise, some (mainly low MR unit patients) expressed
greater reassurance of safety from BCT. They described their awareness of mastectomy as an
option, but relayed a clear impression from their consultations with clinicians, of the irrelevance
of mastectomy to them; either because it was not an option presented or because clinicians
heavily emphasised BCT and dismissed mastectomy. A minority extrapolated this to an increased

chance of cure.

The clinician interviews reported in chapter 5 provide a potential explanation for this. The
information provided, and use of emphasis and minimisation, meant many low MR unit
consultations seemed filled with an excess of reassurance and recommendations, together with
comparatively less factual information of the sort those undertaking more autonomous decisions
described utilising. This is explored in the ‘Clinicians’ decision making approaches and patients’

decision making considerations’ section of the discussion.

The prerequisites for patient decision making

Despite the passage of time and greater dissemination of information, our findings suggest what
Beaver stated in 1999 probably still holds true ...individuals who are not presented with choices
and who do not have expectations of being involved in decision making may well prefer a passive role
because they are unaware of alternative roles.'(Beaver, Bogg, & Luker 1999) Though patients
largely classified themselves as preferring more autonomous roles in treatment decision making
in the IDMQ, in the interviews they identified a number of barriers to more autonomous
engagement in the process. At diagnosis, preconceptions of decision making paternalism were
predominant and most patients expressed feeling particularly vulnerable and (in common with
previous studies) experiencing difficulty in absorbing information.(Butler & Halley 1996, Cimprict
1993;Fallowfield 2000;Hughes 1993) In the absence of pre-existing awareness of the options or
strong pre-existing treatment preferences, patients’ perceptions of involvement in decision
making were dependent on several factors; feeling they were offered a genuine choice;
understanding the rationale for a more autonomous role in the process; perceiving they
possessed the necessary tools (information/knowledge and support) for informed decision

making; and having a realistic timeframe to complete the process.




Of particular importance was the early possession of knowledge about why there were options
and a clearly defined timeframe for making a decision. Unless specifically informed otherwise,
they tended to assume decisions had to be instantaneous. In combination with the immediacy of
their diagnosis and difficulty absorbing information, this could lead them to feeling overwhelmed
and prompt a compulsive request for recommendations. However, if they were aware of the
timescales for the decision making process and the support available at an early stage in the
consultation, they described fear and concerns diminishing, the onset of information acquisition

and commencement of engagement in decision-making.

In addition to these prerequisites, many described requiring time away from the clinical
environment to contemplate the information provided, explore information needs and consider
the options in the context of their personal preferences. In the absence of these, patients could

feel insufficiently equipped or confident to engage in more autonomous decision making.

Is the shift toward more active patient DMSs over time genuine?

When many of the earlier studies into patient decision making were conducted, patients were

reported to predominantly desire and adopt passive DMSs.(Beaver, Luker, Owens, Leinster,

Degner, & Sloan 1996;Bilodeau & Degner 1996;Degner, Kristjanson, Bowman, Sloan, Carriere,

O'Neil, Bilodeau, Watson, & Mueller 19973;Singh, Sloan, Atherton, Smith, Hack, Huschka,

Rummans, Clark, Diekmann, & Degner 2010;Wallberg, Michelson, Nystedt, Bolund, Degner, &

Wilking 2000) Approximately 50% of the women with breast cancer in the previous UK study

possessed a passive DMS.(Beaver, Luker, Owens, Leinster, Degner, & Sloan 1996) Our

questionnaire demonstrates an apparently dramatic reversal of predominant passivity between

the time-points. Less than 20% of patients in our study reported a passive PDMS or ADMS.

But do these findings represent a genuine change? To answer this we need to examine how

comparable the studies were? The DMS tool utilised contained the same items as prior studies.

The earlier studies adopted a card-sort application of the tool,(Beaver, Luker, Owens, Leinster
Degner, & Sloan 1996, Bilodeau & Degner 1996;Degner, Kristjanson, Bowman, Sloan, Carriere
O'Neil, Bilodeau, Watson, & Mueller 1997a;Singh A

Rummans, Clark, Diekmann, & Degner 2010) while we adopted a questionnaire application. This
is the more commonly utilised version now.(Janz, Wren, Copeland, Lower,

»004;Lam, Fielding, Chan Chow, & Ho 2003;Lantz, Janz, Fagerli




& Katz 2005;Mastaglia & Kristjanson 2001) Our study was performed at a similar(Beaver, Luker,
Owens, Leinster, Degner, & Sloan 1996;Bilodeau & Degner 1996;Degner, Kristjanson, Bowman,
Sloan, Carriere, O'Neil, Bilodeau, Watson, & Mueller 1997a;Singh, Sloan, Atherton, Smith, Hack,

INSTer

Huschka, Rummans, Clark, Diekmann, & Degner 2010) or earlier(Beaver, Luker, Owens, |

M

Degner, & Sloan 1996;Bilodeau & Degner 1996;Degner, Kristjanson, Bowman, Sloan, Carriere,
O'Neil, Bilodeau, Watson, & Mueller 1997a;Singh, Sloan, Atherton, Smith, Hack, Huschka,
Rummans, Clark, Diekmann, & Degner 2010) time point from diagnosis. The main difference
between the earlier studies and ours resides in the eligibility criteria. The earlier studies only
excluded breast cancer patients on the basis of recurrent or metastatic disease.(Beaver, Luker,
Owens, Leinster, Degner, & Sloan 1996;Bilodeau & Degner 1996;Degner, Kristjanson, Bowman,
Sloan, Carriere, O'Neil, Bilodeau, Watson, & Mueller 1997a;Singh, Sloan, Atherton, Smith, Hack,
Huschka, Rummans, Clark, Diekmann, & Degner 2010) Our eligibility criteria were more specific.
We limited recruitment to the subgroup who were provided choices by their clinicians, as it
seemed unethical to explore how patients make choices among a group who were not provided
this opportunity. Other recent studies have also tended to recruit a theoretically similar subgroup
of the breast cancer patient population to ours; those with stage 1 and 2 breast cancer.(Janz,
Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Mastaglia & Kristjanson 2001) However, they
did not differentiate between whether patients were provided options or not. The differences in
methodology between the previous UK study and ours are not striking, but the differences in
DMS proportions are. While our study’s recruitment of the subgroup of those provided a choice
may exaggerate a time-change in DMS, we feel that the dramatic nature of the shift is unlikely to
be accountable to this alone. We believe the change in patients’ DMS reflects a genuine

alteration over time.

Why has there been a shift in patient DMS over time and the exaggeration of the active

change within the high MR unit?

It has been demonstrated and is largely accepted, that over time there has been shift toward
expectations of greater autonomy within the wider population.(Coulter and Jenkinson 2005) But
does this account for the DMS shift among the patients of this study? If a purely cultural shift
were responsible for these findings, the change in DMS should be more uniform over the units,

rather than there being a statistically significant exaggeration among patients of one unit?




Patients from the high MR unit in our study, both preferred and achieved more active DMS than
those from the low MR unit (p= 0.015 and p<o0.001 respectively). Prior studies have demonstrated
that individuals' DMS become more passive when they are diagnosed with a serious
disease(Beaver, Luker, Owens, Leinster, Degner, & Sloan 1996;Butow, Maclean, Dunn, Tattersall,
& Boyer 1997;Deber, Kraetschmer, & Irvine 1996;Deber, Kraetschmer, Urowitz, & Sharpe
2007;Degner & Sloan 1992;Giordano, Mattarozzi, Pucci, Leone, Casini, Collimedaglia, & Solari
2008;Levinson, Kao, Kuby, & Thisted 2005;0'Donnell & Hunskaar 2007a;0'Donnell & Hunskaar
2007b;Rothenbacher, Lutz, & Porzsolt 1997) or are asked to make a treatment decision in an
unfamiliar disease context.(Deber, Kraetschmer, Urowitz, & Sharpe 2007) Our study did not
include the analysis of healthy or benign diagnosis controls. But the DMS proportions identified
(particularly among the high MR breast unit patients), were more akin to those previously
reported among healthy populations rather than those with cancer.(Molenaar, Oort, Sprangers,
Rutgers, Luiten, Mulder, & de Haes 2004;Schou, Ekeberg, Ruland, & Karesen 2002) This prompts

the question: Are patients of this unit innately more active or is there something about the high

MR unit which means patients classify themselves more actively?

There are a number of possible explanations. One is that patients are not different, but are forced
to assume more autonomous roles by their units. This seems unlikely. Overall concordance
between PDMS and ADMS in the study was 61%, which is similar or greater than among other

studies. Also, concordance did not vary by breast unit (p=0.533).

Our study also demonstrated the predominance of the active DMS among those choosing
mastectomy. This is seemingly contrary to previous studies reporting proportionately more
active PDMS and ADMS among those choosing BCT.(Collins, Moore, Clay, Kearing, O'Connor,
Llewellyn-Thomas, Barth, Jr., & Sepucha 2009;Degner, Kristjanson, Bowman, Sloan, Carriere,
O'Neil, Bilodeau, Watson, & Mueller 1997a,Kotwall, Maxwell, Covington, Churchill, Smith, &
Covan 1996;Mastaglia & Kristjanson 2001;Molenaar, Oort, Sprangers, Rutgers, Luiten, Mulder, &
de Haes 2004;Schou, Ekeberg, Ruland, & Karesen 2002) However they are consistent with the
findings of more contemporary studies.(Collins, Moore, Clay, Kearing, O'Connor, Llewellyn
Thomas, Barth, Jr.,, & Sepucha 2009;Davison & Degner 2002;Hack, Degner, Watson, & Sinha

2006;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Keating, Guadagnoli, Landrum,

Borbas & Weeks 2002;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz
,ooc-Molenaar, Qort, Sprangers, Rutgers, Luiten, Mulder, & de Haes 2004;Schou, Ekeberg
Ruland & Karesen 2002) Those choosing mastectomy comprise a larger subgroup within the




high MR unit.  Could pushing patients to assume more active roles result in more choosing
mastectomy and higher MRs? Again, this seems unlikely. Discordance in PDMS and ADMS was
identified in 39%, but there was no statistically significant correlation between DMS concordance
and operation type (p=0.070). If anything, there was a trend toward greater overall concordance
among those choosing mastectomy (67% vs. 59%), and the achievement of more passive roles

than preferred among the BCT group (21% vs. 3%).

Does post hoc justification explain the preponderance of the active DMS in the high MR unit? Do
those having a more body image altering treatment like mastectomy need to assume greater
ownership of their decision as a coping strategy? If so, patients choosing mastectomy who might
otherwise have classified themselves in the collaborative PDMS, might classify themselves within
the active category. Data from table 4.7 presenting ADMS by operation choice and breast unit
MR demonstrates no patients choosing mastectomy from the medium and high MR units
classified themselves with a passive DMS. This might support this explanation. However, the
same table , demonstrates the passive self-allocation of 6 of the 27 (22.2%) low MR unit patients
having mastectomy. This is not concordant with those having mastectomy utilising the adoption

of greater decision ownership as a coping strategy.

Could patients’ self-categorisation be influenced by the norms operating within the breast units’
decision making culture? This might also account for the seemingly time-related shift in DMS
associated with operative decisions observed in the literature. If there were a shift in clinicians’
preferences over time, this might alter what is perceived and portrayed as the norm to patients.
This could apply equally to clinicians’ preferences for a particular treatment option or approach to
decision making. For example, if there were a shift in preferences towards BCT, this option might
become the norm. In this context those preferring BCT might classify themselves as collaborative
decision-makers and BCT would predominate among passive patients. Likewise, those preferring
mastectomy may adopt (or feel they need to adopt) a more active DMS to receive a treatment
outside the perceived norm. The latter was described, but only in the context of a breast
unit/decision making experience focussed on the operating norms being a combination of BCT
and more paternalistic decision making. We therefore don't believe this explains the

preponderance toward the active DMS described over time or within the high MR unit.

Triangulating the quantitative (IDMQ) and quantitative (clinician and patient interview) findings
of this mixed methods study leads us to believe the shift in DMS over time has more to do with

the decision making environment patients experience than a cultural shift toward expectations of




greater autonomy. Although a statistically significant majority of patients completing the IDMQ
reported a desire for more autonomous decision-making, an unexpected majority of those
interviewed still anticipated a paternalistic decision making experience at diagnosis. They
expected a treatment plan. They described their preconceptions as being based on prior
experiences, seriousness of their diagnosis, and awareness of their deficiency of knowledge and
experience. We believe the same combination of factors is responsible for both the time-related
DMS shift and the exaggeration of the findings within the high MR unit. So what is different?
Over time, the healthcare decision making environment patients experience has changed from a,
primarily paternalistic, toward a more shared one. We suggest the key to understanding the
reported DMS findings resides in whether the norm patient experience is in a shared or
paternalistic decision making environment, against the background of their preconceptions of the
decision making experience; that providing and normalising greater patient autonomy in decision
making shifts patients’ expectations (and therefore DMS) toward the more active end of the
spectrum. The offer of a more autonomous role in decision making could be met with initial
surprise and feeling of inadequacy. However patients’ responses and preferences for involvement
in decision making often altered as the encounter progressed. They described this occurring in
response to three factors; their initial adjustment to diagnosis; experiences with clinicians; and
acquisition of knowledge. Patients’ perception of whether undertaking more autonomous roles
was attractive and achievable or not, and therefore their categorisation of PDMS and ADMS,
were influenced by the normalisation of either more autonomous or paternalistic decision
making, and the provision or absence of the prerequisites for decision making (outlined in the
earlier section). Clinicians from the medium and high MR unit described their commitment to
normalising patients’ participation in informed decision making and providing the prerequisite
factors for this. This was particularly evident among both the doctor and BCNs consultations in
the high MR unit. This is supported by the data in table 4.7. The low MR unit norm was direction.
As already described, it was the only unit where any patients having mastectomy classified
themselves within the passive ADMS. This may be a feature of the small numbers involved
(mastectomy choice passive ADMS n=6/27, 0/29 and 0/38 patients from the low, medium and high

MR units respectively), but it was also consistent with the interview findings.

Clinicians’ awareness of patients’ preconceptions at diagnosis and the fact they are not
necessarily indicative of their PDMS is an important issue. This study suggests if preconceptions
of paternalism are not countered, clinicians actively promote their particular preference or they

fail to provide the other prerequisites for more autonomous decision making, patients’




perceptions of passivity are reinforced or they feel too ill equipped to make their own decision.
We suggest this group are more likely to categorise themselves within less active DMSs.
Applying the reverse of this argument, if preconceptions of passivity was countered and patients
are provided with the tools and time for decision making, a greater proportion engaged in
decision making; possibly to their more naturally preferred extent; as suggested by the more
active PDMS and concordance with ADMS. Evidence from patient Decision Support Instrument
(DSI) studies seems consistent with this. Significantly more active PDMS were identified among
women newly diagnosed with breast cancer who were in the intervention arms of the studies.
Among these, shared decision making was normalised and patients were provided an

independent evidence-based resource to explore options prior to consultation with their

surgeon.(Belkora et al. 2008;Collins, Moore, Clay, Kearing, O'Connor, Llewelly n-Thomas, Barth,
Jr., & Sepucha 2009;Davison & Degner 2002;0'Connor et al. 1999;0'Connor, Stacey, Entwistle,
Llewellyn-Thomas, Rovner, Holmes-Rovner, Tait, Tetroe, Fiset, Barry, & Jones 2003b) However,

unlike our study which demonstrated highest DMS concordance among those with and active
PDMS 131/144 (91.0%), the DSI studies demonstrated greater levels of DMS discordance among

those classifying themselves more actively.(Davison & Degner 2002)

What role do clinicians think patients want in decision making?

Clinicians’ impressions of the predominant PDMS of their patients, varied by breast unit. Medium
and high MR units consistently placed the majority of their patients in the collaborative group,
while many low MR unit clinicians described the majority as passive. Impressions of predominant
passivity were not reflected in the study’s IDMQ, which demonstrated less than 20% had a
passive PDMS. Clinicians recognised that reliably identifying a patient’s DMS could be difficult.
Most were confident detecting those with the most active DMS, but expressed less certainty
discriminating between the other groups. Those seeking to engage patients in decision making
and those from the medium and high MR units, prioritised the identification of DMS to tailor their
consultations and support. Many low MR unit clinicians did not focus to the same extent on DMS.
They viewed passive and collaborative DMS as a single category and believed those who really

wanted a role in decision making would make this apparent.

Why did clinicians possess different impressions of their patients’ DMS? Patients often described

shock at their diagnosis and initial concerns about the adequacy of their knowledge and decision




making capability. As already discussed, they also possessed predominant preconceptions of
paternalism. This combination resulted in them asking for clinicians’ recommendation. Clinicians
described the frequency of receiving such requests and recognised that especially initially,
patients could be traumatised by their diagnosis and appear passive. However, clinicians’
interpretation of these reactions and requests, which formed the basis of their impressions of

patients’ DMS, differed depending on their particular set of beliefs and unit ethos.

The process-based clinicians viewed them as predictable responses to an acutely stressful event in
an unfamiliar context. They did not necessarily conclude that they equated to a passive PDMS.
They expressed concern that it was easy to incorrectly label patients as passive at this early stage,
and that this might deny them a role in decision making. The outcome-focused clinicians’
interpretation was different. They felt these responses confirmed patients’ passivity and inability
to engage in decision making. These impressions might have been exacerbated by the lack of
time described for the decision making process, and the generally more directive clinician

consultation styles and decision making approaches adopted.

Correctly identifying patients' PDMS is important as it should facilitate the tailoring of decision
making experiences to preferences. In our study 39% of patients’ failed to achieve their PDMS;
presumably partly due to clinicians’ inaccurate assessment of patients' DMS. As outlined earlier,
the study suggests patients’' PDMS are not necessarily pre-determined, obvious (even to patients)
at diagnosis, or fixed. This may explain why clinicians within the study described uncertainty and
difficulty in ascertaining patients PDMS (among all but the most active of DMS), and why there is

clear, persistent evidence of clinicians’ misallocation of patients’ PDMS in this study and in the

literature.(Bilodeau & Degner 1996;Bruera, Sweeney, Calder, Palmer, & Benisch-Tolley
2001;Bruera, Willey, Palmer, & Rosales 2002;Butow, Devine, Boyer, Pendlebury, Jackson
Tattersall 2004;Degner, Kristjanson, Bowman, Sloan, Carriere, O'Neil, Bilodeau, Watson,
Mueller 1997a;Gysels & Higginson 2007;Hughes 1993;Janz, Wren, Copeland, Lowery, Goldfarb, &
Wilkins 2004;Kotwall, Maxwell, Covington, Churchill, Smith, & Covan 1996;Montgomery & Fahey
2001;0'Connor, Stacey, Entwistle, Llewellyn-Thomas, Rovner, H '

Fiset, Barry, & Jones 2003b;Richards, Ramirez, Degner, Fallowfield, Maher, & Neube
1995;Rothenbacher, Lutz, & Porzsolt 1997;Strull, Lo, & Charles 1984) Further research is required

to investigate how clinicians can more reliably identify and respond to the role that their patients
wish to take in making treatment choices, thereby enabling patients to make decisions in

healthcare and enhancing their experience of the process.

265



What are clinicians’ preferences and motivations in breast cancer decision making

Prior to this study there was definitive evidence that doctors have treatment preferences and that

these impact patients’ treatment decisions,(Gort, Broekhuis, Otter, & Klazinga 2007 Jol
Roberts, Cox, Reintgen, Levine, & Parsons 1996;Katz, Lantz, & Zemencuk 2001;Kot e
Covington, Churchill, Smith, & Covan 1996;Molenaar, Oort, Sprangers, Rutgers, Luiten, Mulder, &
de Haes 2004;Morrow, Jagsi, Alderman, Griggs, Hawley, Hamilton, Graff, & Katz 2009;Nold,
Beamer, Helmer, & McBoyle 2000;Schou, Ekeberg, Ruland, & Karesen 2002;Smitt & Heltzel 1997)

but they provided little detail. There was also a lack of information about the motivations
underlying clinicians’ preferences and the mechanism of their influence over decisions and
practice. A number of limitations were associated with the previous studies. The majority were
based on vignette responses. They were predominantly conducted among surrogate clinician
groups and convenience samples, rather than the pertinent specialist group whose preferences
might impact on the decisions in question. Finally, all were conducted among doctors. Other
relevant specialist clinicians (i.e. BCNs) were not included. This study adds to the evidence from
prior studies conducted among doctors, therefore permitting a fuller description of the
preferences and motivations of both occupational groups of specialist clinicians who engage with

patients making breast cancer surgery decisions.

The DCE questionnaire demonstrated the existence and lack of uniformity of clinicians’
preferences, along with new evidence regarding some of the intricacies of them. For example,
other factors being equal, clinicians preferences for BCT, choice or mastectomy changed with
cancer size (p<0.001). Those preferring BCT did so till cancers reached 20mm, then they moved
toward patient choice, and those preferring mastectomy moved toward choice in cancers under
3omm. These different thresholds for switching preferences seem low. Rather than being
absolute, the specific levels may reflect the dominant effect of another variable included such as
centricity or breast size. To explore these further, ideally we should examine these preferences
against their audit data. Unfortunately however, at the time of the study the level of detailed
data required for confirmation of stated preferences against clinicians’ practice, was only
available through the NHSBSP QA process. There was an absence of similar data for symptomatic
detected cancers. As a consequence, the audit phase of the study only included screen detected
breast cancers; the majority of which were less than 3omm diameter (87%). Most clinicians’

preferences were consistent with evidence-based guidelines for safe practice. But, the DCE also




revealed that some clinicians rigidly adhered to their personal preferences despite them being
contrary to evidence of safe practice and acceptable aesthetic outcome; for example, some
expressed a continued preference for BCT in cancers exceeding s5omm diameter even in a small

volume breast. This degree of preference adherence was uncommon.

The way patient age influenced clinicians’ DCE responses varied with their preferred option.
There was a positive correlation between age and preference for mastectomy, but it was less
influential in patients over 8o. Age should not independently influence surgery and the
explanation for clinicians’ purely age-based preference for mastectomy in older women is not
obvious. It may indicate a conditioned impression of patient preferences, a belief that older
patients are best treated with mastectomy, or it may reflect clinicians’ assuming a positive
correlation between increasing age and co-morbidity (despite the DCE instructions that other
aspects of the cases were equal or insignificant). Age exerted less impact over those preferring
BCT; only reaching statistical significance in the 70-80 year patient group.. But what might be
interpreted as less ‘ageism’ among these clinicians, may reflect the fact that of the two
operations, BCT is the more achievable under local or regional anaesthesia; which is a more

important consideration among those with extensive co-morbidities.

A key finding of the DCE was that although cancer characteristics available preoperatively
significantly influenced clinicians’ treatment preferences (p<o.001), the majority (71%) of their
responses were driven by other factors; as indicated by the low pseudo R* of 0.29. A limitation of
DCE methodology is that it does not elicit of individual respondents’ motives for selecting
options. Selection of the equivalent preference option might reflect the view that the two
treatments are exactly equal or that the provision of choices to patients is optimum. Alternatively
it might be the default for those with a relative insufficiency of knowledge or experience. Future
research utilising the DCE technique in similar clinical contexts should include the elicitation of

respondent’s motives for their responses at individual scenario level, through an addition

quantitative or qualitative element to the survey.

The qualitative phase of the study permitted further exploration of clinician and breast teams’
preferences and their underlying motivations. These suggest what the ‘missing’ influencing
factors highlighted by the pseudo R* might be. Although treatment guidelines and cancer
characteristics influenced clinicians’ consideration of the options available to individual patients,
they possessed beliefs about what the optimum management of their patients was. They

differed in what they considered the optimum to enhance patient well-being and minimise the
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negative impact of the cancer diagnosis. They either primarily focussed on the optimum being a
specific treatment option or it being a particular process of treatment decision making. There
was variation in the strength of individual clinicians’ preferences. Some declared an over-riding
preference which eclipsed other considerations. Others described a more tempered preference,
or balance between their preferences for BCT and shared decision making. While clinicians were
happy declaring a preference for BCT, none of those interviewed declared a preference for
mastectomy per se; although different levels of aversion and acceptance of mastectomy were
expressed. Some believed mastectomy should be reserved as a last resort (low MR), others
described it as the ‘right’ option for some well-informed patients (predominantly medium and
high MR units). These beliefs influenced the options and level of autonomy they offered patients
in treatment decision making. Those with over-riding preferences for BCT described an outcome-
based approach. Those expressing patients should define the optimum treatment for
themselves, described a process-based approach; providing options and shared decision making

where possible.

We have demonstrated clinicians’ possess preferences. But does the study confirm whether these
are communicated to their patients and influence MRs? The self-report nature of study is a
potential limitation in understanding this. Clinicians said what they preferred (in the DCE and
interviews) or did (in the interviews). The lack of availability of the symptomatic cancer data
means it is not possible to analyse clinicians’ DCE responses against their individual MRs, as the
number of cases for analysis is too small. However we can explore this using the example of male
doctors. Their DCE responses demonstrated specific treatment preferences. The triangulation of
the DCE and interview data indicates, although clinicians could state their possession of
preferences for specific treatment options, their intention to relay these or allow them to
influence their practice, depended on their concurrent beliefs; particularly those regarding what

comprised optimum management; i.e. primacy of patient choice or the specific option.

The DCE and interviews provided a more uniform impression of BCNs preferences and
motivations across the units. Their DCE responses were more consistent with the concept of
patient choice and they described motivations focusing on providing their patients with

psychological support, reassurance and the opportunity to consolidate information.




Breast units have different decision making cultures

Clinicians expressed their treatment preferences and motivations corporately, as well as at an
individual level. A prevailing ethos was described within each breast unit, which was based on
these corporately held beliefs. The patient and clinician interviews provided a generally
concordant view of the decision making environments of the breast units and revealed the
presence of particular decision making cultures within them. These were defined by a number of
interdependent distinct and consistent differences in; some of which were overt, others more
subtle. As a group, the low MR unit differed distinctly from the more comparable medium and
high MR units. These differences are summarised in tables 8.1 and 8.2. The different decision
making cultures provided a diverse backdrop for the experiences patients described; which either
empowered more autonomous patient decision making or sustained acquiescence. In this way,
although treatment guidelines and patients’ cancer characteristics influenced the options
available to them, these options and patients’ decision making experiences were influenced by

the culture of the breast unit.

The primary motivation of these decision making cultures expressed at corporate level, echoed
those expressed by individual clinicians: To provide their patients optimum management.
However, the primarily focus of this depended on the breast unit; a particular treatment outcome
or a decision making process. The outcome-focussed clinicians believed BCT was the superior
option and described providing genuine choices in a far more targeted way to a subgroup of
patients whom they felt were not definitively suitable for BCT. In contrast, the process-focussed
clinicians described and promoting more autonomous decision making to a much wider group.
To them, any patient considered suitable for BCT was offered a choice. They referred to their
belief in evidence that engagement in decision making provided patients long-lasting

benefit.(Andersen, Bowen, Morea, Stein, & Baker

Slade 2001;Fallowfield, Hall, Maguire, Baum, & A'Hern 1994a;Fallowfield, Hall, Maguire, &
1990;Fallowfield, Hall, Maguire, Baum, & A'Hern 1994b;Hack, Degne
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One of the core beliefs driving breast units’ cultures was the perception of the predominant DMS

among patients; which varied with unit affiliation — passive in the low MR unit and collaborative in




the others. These provoked different responses among clinicians. Within the process-focussed
decision making culture of the medium and high MR units, the clinicians pre-empted patients’
initial by specifically describing the decision making process and providing reassurance about the
time, information and support available. Not wishing to deny patients a role in decision making,
most targeted and purposefully deferred recommendations; to feel certain they had correctly
differentiated passive patients from the other groups. The outcome-focused clinicians believed
the appropriate response was the provision of the expert opinion. They pre-empted patents’

reactions by providing directive information and volunteering recommendations.

Although there was a dominant decision making culture within breast units, clinicians’ could vary
their approaches in response to individual patients’ clinical and cancer characteristics. In the
medium and high MR units, there was a transition toward a more outcome-based approach when
cancers were particularly small (a few mms). In this context they could describe emphasising
BCT, although their approach usually remained less directed than described in the low MR units’
routine practice. In the low MR unit when patients had cancers they considered borderline for
BCT, there was a transition toward a more process-based approach; although most retained an
element of direction. The mechanisms in place for supporting more autonomous patient decision
making were less well-described at the low MR unit and the consenting process usually remained
rapid. This combination may explain why this group of clinicians described the majority of
patients given more autonomy struggling with it, and their impression that only those who

actively sought a role seemed able to engage in the process.

Despite the wider emphasis on patient choice, and shared or informed decision-making in the
NHS and by the GMC, some clinicians and clinical units seem to possess decision making cultures
which are less conducive to patients engaging in more autonomous decision making, and either

actively or passively promote patient acquiescence.

Differences in who gets choices/options

One of the key issues identified was clinicians’ thresholds at which they believed patients should
be offered treatment choices. The clinician interviews highlighted the classification of patients
into different treatment groups depending on their breast unit affiliation. Clinicians from the low
MR unit defined three option categories, those suitable for BCT only, a choice, or mastectomy

only. The medium and high MR units utilised only the latter two; placing those suitable for BCT in
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the choice category. This is perhaps reflected in the different rates of identification and
recruitment of eligible patients among the units. Less than 20% of the low MR unit patients
having surgery for newly diagnosed breast cancer were approached to participate in the study,
compared with 54% from the medium and 32% from the high MR units (see table 4.1). This is
supported by interviews with patients identified as eligible for a choice of surgery, i.e. those who
did not require a mastectdmy on clinical grounds. Some (particularity from the low MR unit)
described consultations consistent with clinicians’ description of allocation of patients into the

BCT only option category.

As already discussed, the DCE identified differences in clinicians preferences based on cancer size.
These were reproduced in the interviews. Although as already discussed, there is insufficient data
in the audit, DCE and interviews to delineate what the specific thresholds are. Nevertheless, the
interviews do indicate low MR unit clinicians’ greater preparedness to offer options to those with
much larger sized cancers; based on the information that some only started to switch from purely

offering BCT, when cancers reached 30-40mm diameter.

Is there variability among clinicians of the same unit?

As reflecting any real-life situation, the qualitative findings exposed a spectrum of beliefs,
attitudes, and behaviours among individual clinicians from the same unit. However the diversity
was framed within their individual unit culture. To illustrate, a minority of low MR unit doctors
expressed preferences and beliefs more harmonious with the processed-based approach of the
other units. They described providing additional time and consultations to afford patients more
autonomy, and consenting patients at a later stage. However they still often described providing
clear recommendations to their patients early in their first consultation about diagnosis and
treatment; especially if they considered them clearly suitable for BCT. They did not perceive the
volunteering of clear recommendations as being inconsistent with their seemingly strong stated
preference for greater patient autonomy, nor their understanding that most patients followed
recommendations provided. This limited level of reflexivity may correspond to a demonstration
of third dimensional power described in Lukes' power theory. , ) The theory would
suggest the units’ cultures were so pervasive there were certain things clinicians from some units

believed, described and accepted, which those from other breast units might question, challenge

or reject.
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The DCE and interviews provided a more uniform impression of BCNs' individual consultations
with patients across the units. However, some variation was noted. Although some BCNs from
the low MR unit articulated personal preferences consistent with a process-based approach,
preferences at odds with the unit ethos were mostly suppressed. The majority described
consulting within the confines of the doctors’ approach. But a minority of the more experienced
BCNs described sometimes engaging in a more process-based approach at patients’ provocation;
providing a more extensive exploration of information and the options than those included in the
doctor’s consultation. They also described arranging additional consultations with the doctors to

expand patients’ treatment options.

Do clinician gender, occupational role and age make a difference?

Clinician factors have been reported to influence their treatment preferences. The DCE
demonstrated doctors were more likely to display specific treatment preferences and females
were more orientated toward choices. But was being female per se associated with a greater

preference for more autonomous patient decision making?

Some prior studies suggest higher BCT rates among female surgeons.(Gilligan, Neuner,
Sparapani, Laud, & Nattinger 2007;Mandelblatt, Berg, Meropol, Edge, Gold, Hwang, & Hadley
2001;Schou, Ekeberg, Ruland, & Karesen 2002) Consistent with most UK breast units, all BCNs

were female and the majority of consultant surgeons male. Among the DCE respondents there
were 35 BCNs and 33 doctors; 10 of whom were female. The pronounced gender-role bias
inherent in our study population made it difficult (if not impossible) to separate the effect of
gender from occupational role over doctors’ preferences, beliefs and consultation approaches.
However, within these limitations, we feel it is possible that female gender among the doctor
occupational subgroup is associated with a shift in preferences and decision making approach
toward the less directive end of the spectrum. Of those interviewed, three of the six female
doctors were consultant surgeons; two from the low and one from the high MR unit. Most
consultant surgeons from the low MR unit were particularly directive, but one female consultant
from this unit expressed a process-based preference. The other female non-consultant grade
specialist doctors from the low MR unit were happy to present recommendations, but provided
more tempered versions of the outcome-based approach described by their consultant

counterparts, and were more orientated toward providing more autonomy.
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The evidence from the literature is unclear about whether surgeons’ years of experience(Grill

Scorpiglione, Nicolucci, Mainini, Penna, Mari, Belfiglio, & Liberati 1994;Liberati, Patterson
Biener, & McNeil 1987,McKinlay, Burns, Durante, Feldman, Freund, Harrow, Irish, Kaster

Moskowitz 1597) and academic affiliation have an effect over clinician preferences.(Goel
Olivotto, Hislop, Sawka, Coldman, & Holowaty 1997;Porter & McMulkin-Tait 2004) This DCE
component of this study failed to demonstrate an association between preferences and clinician
experience or age (for example, choice vs. mastectomy preference years of experience RRR 0.98,
Cl 0.95-1.00, p=0.10, choice vs. BCT preference years of experience RRR 1.00, Cl 0.96-1.04,
p=0.99). However, this may be a reflection of the relatively small numbers; only 10 of the DCE
respondents were over 56, and only one within the 61-65 age group. The unit ethos (rather than
clinician age) seemed to be a more dominant factor influencing clinicians’ preferences. The
interviews did however highlight a possible age/experience related difference in consultation
styles among both occupational groups. Most BCNs described themselves as focusing on
providing their patients with psychological support, reassurance and reiteration of the clinical
consultation. As an occupational group, their personal DCE responses were more consistent with
a preference for greater patient inclusion in decision making. However most described consulting
within the confines of the unit ethos/culture and the doctors’ consultation. A small minority of
more senior and experienced BCNs from the low MR unit described stepping outside the confines
of the doctors’ message and holding more extensive discussions and discussing options not
volunteered by the doctor. Age/experience seemed to exert an influence among the male doctor
subgroup in a different way. The three older male consultant surgeons interviewed (one from the
high MR and two from the low MR units) described similar doctor-centred consultation styles.
Their information provision was more targeted and less extensive, and they expressed discomfort
using words like ‘cancer’ with their patients. Their intent (treatment outcome direction or
facilitation of a more autonomous process) however remained consistent with their unit ethos.
Whereas the low MR clinicians’ approach was more akin to their units’ more directive approach,
the high MR unit doctor was aware that theirs was discordant with their unit’s culture and sub-
optimal for their process-based intent. They and fellow clinicians from their unit described
counterbalancing these ‘shortcomings’, which might otherwise prove barriers to more

autonomous patient decision making, with a reliance on BCNs. The doctor focussed on outlining

the available options and ensuring patients knew a more extensive discussion with their BCN

would ensue.
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Clinicians’ decision making approaches and patients’ decision making considerations

Patient and clinician interviews described consultation and decision making experiences
consistent with those described in literature; doctor- and patient-centred consultation styles; and
paternalism, shared and informed choice decision making approaches. Their descriptions
provided the impression of a spectrum from facilitation of more autonomous patient decision

making to treatment direction. Figure g.1 illustrates this and the factors contributing to it.

FIGUREg.1  The spectrum of clinicians’ decision making approaches
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Patients experiencing the facilitative end of the spectrum (what would be considered shared

decision making), tended to describe the provision of the tools and structure for decision making.
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The possession of a timeframe for the process was particularly important to patients feeling it
was achievable. Both they and their clinicians also described the acquisition of information and
fuller participation in treatment discussions and decision making being potentiated by a less

rushed environment and the provision of support.

At the directive end of the spectrum (what would be considered paternalism), the focus was on
patients being reassured and guided toward a specific decision, rather than being informed and
supported for decision engagement. Direction was provided with varying strength from a more
tailored less prescriptive form incorporating the encouragement of consideration of options with
a gentle steer toward a specific option; through to the issue of a clear, specific non-tailored
treatment plan, based on what the clinician felt was most appropriate. Sometimes to the point

patients described being compelled to undergo an unwanted option.

Between these ends of the spectrum patients were presented with options, but certain aspects of
treatment or cancer characteristics could be emphasised, minimised or absent. Some clinicians
described their intention being to provide reassurance, others to steer patients toward the most
appropriate treatment. A feature often emphasised was a small cancer size along with suitability
for BCT. It is possible those clinicians who referred to cancers up to 30 and 4omm diameter as
small and suitable for BCT rather than options, might adopt this type of emphasis amongst those

with these larger diameter cancers.

The transition point between clinicians emphasising a treatment or aspect of the diagnosis and it
becoming a recommendation, was not always obvious. The remit of the study did not include
observing consultations, but triangulation of the patient and clinician interviews infers that the
transition point of what is perceived by the patient as a point of emphasis or recommendation
was determined by a combination of; the degree of emphasis placed on specific information
components; clinicians’ non-verbal communication;(Mehrabian 1572) and their use of active
listening skills interacting with patients’ preconceptions, knowledge and preferences. In this way,
two patients hearing the same intended message or form of words might interpret reassurance or
a recommendation. Clinicians also differed in their approach to the provision of overt
recommendations; whether these were volunteered, provided in response to patients’ requests or

withheld.

There was also the impression from some patient interviews that though choices were given,

clinicians failed to disclose (or patients did not absorb) crucial pieces of information which might
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have influenced their treatment decisions. This was consistent among some specific low MR unit
clinicians’ patients. The information usually related to radiotherapy being an integral component
of BCT for invasive breast cancer, radiotherapy course length, the possibility of requiring a further

operation for close margins, and the small but significant difference in LRRR.

A skewed power-relationship and an information/knowledge gap between patients and clinicians
were evident in the interviews. These were upheld, minimised or exaggerated depending on the
breast units’ decision making culture and environment. These provided the impression of
differences in units’ conduciveness to patients’ engagement in more autonomous decision
making. The process-focussed clinicians and units described specifically seeking to anticipate
patient needs and redress these imbalances. This is a frequently reported deficiency identified
within national patient surveys(Richards and Coulter 2007) and research studies.{Stevenson, 2004
1495 [id}{Moumijid, 2009

2009

1397 /id}{Grol, 2000 1496 /id}

The differences in clinicians'/units’ approaches described was reflected in patients’ decision
making considerations. There was a clear tendency for patients from the medium and high MR
units to describe greater complexity of decision making. They based their decisions on more
comprehensive knowledge and their descriptions incorporated the extensive consideration of
their preferences and concerns against the perceived pros and cons of the options. Their
accounts were consistent with shared decision making and the establishing of informed consent.
The low MR units sought to alleviate the discomfort of the skew in power and knowledge by
providing reassurance and recommendations. The description of many of this group of patients’
experiences, were consistent with a more superficial engagement in decision making. They
generally described less complex, more concise considerations based on preferences but less
extensive information, and a greater reliance on clinicians’ reassurance and recommendations.
Rather than undergoing an experience of informed consent, theirs might be more aptly defined as
‘informed’ compliance or compliance; a term first introduced by O'Cathain et al. from work

evaluating women's maternity decision making experiences.(O'Cathain et al. 2002, 5tapl

ton et

.IE 200 2)
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How patients and clinicians influence each other in the decision making process

The different approaches adopted by clinicians suited some patients. However, clinicians often
described rigidly adhering to their usual consultation style, giving the impression of being
uncomfortable and/or unwilling to adapt these to suit their patients’ individual preferences. This
impacted different patient groups within the units studied; those with active PDMS in the low MR

unit and the passive group in the medium and high MR units.

The interviews with clinicians echo Krupat et al.s(Krupat, Irish, Kasten, Freund, Bu

Moskowitz, & McKinlay 1999) findings, which suggest patients expressing themselves more
assertively are more likely to be afforded more power in their interactions with clinicians.
Patients in our study had to be either ‘assertively active’ to stimulate clinicians to switch to
provide a more autonomous patient decision making experience and discuss options (in the low
MR unit), or they had to be ‘assertively passive’ over the decision making process to retract (in the
medium and high MR units) a more autonomous patient decision making experience and receive
a treatment recommendation. Levels of assertiveness were not quantified by our study or
Krupat’s. But Krupat described patients only needing to display moderately assertive behaviour

to elicit a response among clinicians. Our interview findings imply a much greater degree of

assertion was required.

Butow et al.’s study analysing oncologists’ detection and response to patients’ communication
clues, may help explain why such levels of assertion were required. Butow noted oncologists
responded well to very explicit verbal expressions of need, and found they did not seem to detect
more subtle versions; the ‘hints’ rather than statements.(Butow et al. 2002) If this is true, the
active patients from the low MR unit would be more advantaged than the passive patients from
the other units. Active patients’ very obvious statements of need demanded a response from the
clinicians, while passive patients’ would be express their needs more subtly. In addition, the
clinicians adopting a process-based approach were clear that they delayed the adoption of a more
directive style to a point when they were certain their patient was passive, rather than in the early
phase of shock after diagnosis. They were also concerned that once a recommendation or
direction was provided, patients were likely to acquiesce to this;

Klazinga 2007;Johnson, Roberts, Cox, Reintgen, Le
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2002;5mitt & Heltzel 1997) and risk subsequent regret if they accepted it without due
consideration.(Hack, Degner, Watson, & Sinha 2006;Janz, Wren, Copeland, Lowery, Goldfarb, &
Wilkins 2004;Keating, Guadagnoli, Landrum, Borbas, & Weeks 2002;Lam, Fielding, Chan, Chow,
& Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005) Therefore, passive
patients had to amplify the expression of their PDMS and express it consistently, to elicit a
response from their clinicians. The medium and high MR units BCNs provided a crucial role here.
They described providing psychological and decision making support until patients’ PDMS were
clarified, and when identifying a particular patient need, would either address it directly or

arrange an additional consultation with the doctor, if necessary.

Stakeholder contributions to decisions and patients’ acquiescence to clinicians

The literature demonstrates that patient-specific factors influence patients’ decisions.(Carver,
Pozo-Kaderman, Price, Noriega, Harris, Derhagopian, Robinson, & Moffat, Jr. 1998;Collins,
Moore, Clay, Kearing, O'Connor, Llewellyn-Thomas, Barth, Jr., & Sepucha 2009;Fallowfield,
Baum, & Magquire 1986;Hawley, Griggs, Hamilton, Graff, Janz, Morrow, Jagsi, Salem, & Katz
2009;Hughes 1993;Kotwall, Maxwell, Covington, Churchill, Smith, & Covan 1996;Lasry &
Margolese 1992;Mandelblatt, Hadley, Kerner, Schulman, Gold, Dunmore-Griffith, Edge,
Guadagnoli, Lynch, Meropol, Weeks, & Winn 2000;Molenaar, Qort, Sprangers, Rutgers, Luiten,
Mulder, & de Haes 2004;Moyer 1997;Nold, Beamer, Helmer, & McBoyle 2000;5choy, Ekeberg,
Ruland, & Karesen 2002;Smitt & Heltzel 1997;Wei, Sherry, Baisden, Peckel, & Lala 1995;Wilson,
Hart, & Dawes 1988) But there is also clear evidence of a pronounced impact of clinicians over
patients’ decisions and MRs.(Gort, Broekhuis, Otter, & Klazinga 2007;Johnson, Roberts, Cox,
Reintgen, Levine, & Parsons 1996;Katz, Lantz, & Zemencuk 2001;Kotwall, Maxwell, Covington,
Churchill, Smith, & Covan 1996;Molenaar, Oort, Sprangers, Rutgers, Luiten, Mulder, & de Haes
2004;Morrow, Jagsi, Alderman, Griggs, Hawley, Hamilton, Graff, & Katz 2009;Nold, Beamer,
Helmer, & McBoyle 2000;Schou, Ekeberg, Ruland, & Karesen 2002;Smitt & Heltzel 1997) What is
not currently clear from the literature is what influences the relative contributions of the two

stakeholder groups.

Stanton et al(Stanton et al 1998) proposed patients’ health-related decisions could be explained
by subjective expected utility (SEU) theory. This assumes humans approach decisions rationally;

assessing information logically and weigh up expected consequences against the value they place
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on them. Our findings and those of a small recent in-depth qualitative study,(Sinding et a

suggest the theory has merit, but alone it is too simplistic to adequately capture the process of

treatment selection.

Our study provides information about the interface between clinicians and patients. The findings
illustrate clinicians’ were the stakeholders who possessed the majority of power to affect
decision, in numerous overt, subtle, intentional and unintentional ways. They influenced how
much genuine choice patients perceived they had and whether they felt this was a positive thing.
When they provided options, patients’ decisions were influenced by; what was communicated to
them; whether they were provided direction; or sufficient time and support to engage in the
process. The skewed power-relationship between patients and clinicians favoured clinicians.
They were the knowledgeable expert in this situation; relied on for information, reassurance and
treatment. Patients (due to the acuteness of their diagnosis) tended to be frightened, possessed
comparatively little information and often displayed minimal confidence. Clinicians’ control of
the agenda of discussions has been reported among recent reviews of observational studies of
clinician-patient consultations.{Stevenson, 2004 1495 /id}{Moumijid, 2009 1397 /id} One such
review of 134 studies demonstrated clinicians failed to encourage patients to discuss their needs
and concerns.{Stevenson, 2004 1495 /id] This is reflected in national patient surveys(Coulter
>011a;Richards & Coulter 2007) and the findings among some of our patients. The extensiveness
of the power-relationship skew and gap in confidence and knowledge, were upheld, minimised or
exaggerated, depending on the communication approaches and decision making environment
clinicians generated. This affected how patients felt about engaging in the process of decision
making. Also, although decisions might be based on patients’ personal preferences, clinicians
influenced what they perceived was safe, normal to choose and desirable. Alongside previous
evidence, this study demonstrates that although patients may want to play increasingly
autonomous roles in choosing their treatment, there is continued acquiescence to clinicians’

preferences and recommendations.

Patients’ vulnerability and lack of knowledge did not necessarily translate into patients wanting
clinicians to decide their treatment. As demonstrated, 80% of patients wanted to participate in
deciding their treatment. Whether and to what extent they did so depended on their decision
making environments. The interviews illustrated all three dimensions of Lukes’ power theory in
action.(Canter Some clinicians unilaterally assumed control and failed to

provide options; 1* dimension power. Clinicians controlled the consultation/decision making
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agenda; some directed and subjugated patients by failing to provide time and demonstrating
. ’ . d - ’

poor listening skills; 2" dimensional power. They also dominated patients’ impressions of their

decision making capability by reinforcing or overturning patients’ expectations of paternalism and

portrayed the norm they wished to propagate (BCT or shared decision making); 3" dimensional

power.

The dominance of clinicians in decision making illustrated by our findings have been clearly
demonstrated by two quantitative studies published since the completion of this research.
Morrow et. al.’s questionnaire survey among American women with breast cancer (n=1984)
demonstrated that 9o% given a recommendation by their surgeons followed it, and only 2%
recommended BCT underwent mastectomy; while mastectomy was chosen by one third not
given a recommendation for BCT.(Morrow, Jagsi, Alderman, Griggs, Hawley, Hamilton, Graff, &
Katz 2009) Gort et al. used multilevel modelling to quantify the magnitude of influence of
surgeons and hospitals in Netherlands had over the operative decisions of patients with early
breast cancer (n= 2,929) who were suitable for BCT. Once cancer characteristics were excluded,
83.2% of treatment variability was attributable to surgeons and 16.8% to hospital factors.(Gort,
Broekhuis, Otter, & Klazinga 2007) Gort did not identify what these factors were, but did exclude
surgeon experience, surgeon and unit workload, teaching hospital status, and management and
policy. The findings of our study identify what some of these clinician/unit level factors are;
specialist teams’ prevailing ethos, underlying clinician beliefs, preferences and their routine
practice. They also highlight that decision making among patients is by varying degrees of

informed consent or informed/uninformed compliance depending on the approach of the clinician

and breast unit.

The issue of satisfaction is more complex than achieving congruence in DMS

What optimises patient satisfaction and outcomes? This a particular focus among healthcare
providers. The evidence suggests improved patient satisfaction and outcomes are associated
with numerous factors; the adoption of an active DMS per se; Dead

Dewey, & Slade 2001;Hack, Degner, Watsor

Goldfarb, & Wilkins 2004;Keatin

Chan. Chow, & Ho 2003;Lantz, Janz, Fagerlin art

tailoring decision making to patient preferences (achieving congruence between patients’ PDMS




and ADMS);(Charles, Whelan, & Gafni 1999a;Keating, Guadagnoli, Landrum, Borbas, & Weeks
2002;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005) engaging in shared
decision making;(Picker Institute Europe 2010) undergoing shared decision making;(Hack,
Degner, Watson, & Sinha 2006;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Keating,
Guadagnoli, Landrum, Borbas, & Weeks 2002;Lam, Fielding, Chan, Chow, & Ho 2003;Lantz, Janz,
Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005) experiencing good
communication;(Fallowfield 1997;,Lerman, Daly, Walsh, Resch, Seay, Barsevick, Birenbaum,
Heggan, & Martin 1993;Stewart 1995;Vick & Scott 1998) receiving high quality information and
patient-centred care;(Degner 1998;Fallowfield 2000;Jenkins, Fallowfield, & Saul 2001;Lerman,
Daly, Walsh, Resch, Seay, Barsevick, Birenbaum, Heggan, & Martin 1993;Vick & Scott 1998) and
feeling safe in the care of an expert.(Lerman, Daly, Walsh, Resch, Seay, Barsevick, Birenbaum,
Heggan, & Martin 1993;Sinding, Hudak, Wiernikowski, Aronson, Miller, Gould, & Fitzpatrick-

Lewis 2010;Vick & Scott 1998, Wright et al. 2004)

Women's involvement in choosing their breast cancer surgery has been associated with
improvements in satisfaction with the decision-making process and surgery undertaken,
(Andersen, Bowen, Morea, Stein, & Baker 2009;Deadman, Leinster, Owens, Dewey, & Slade
2001;Fallowfield, Hall, Maguire, Baum, & A'Hern 1994a;Hack, Degner, Watson, & Sinha
2006;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Keating, Guadagnoli, Landrum,
Borbas, & Weeks 2002;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005;Moyer
1997;Moyer & Salovey 1998;Stewart 1995;Street, Jr. & Voigt 1997) reduced regret(Fallowfield,
Hall, Maguire, & Baum 1990;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Keating,
Guadagnoli, Landrum, Borbas, & Weeks 2002;Kotwall, Maxwell, Covington, Churchill, Smith, &
Covan 1996;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005,Molenaar, Oort,
Sprangers, Rutgers, Luiten, Mulder, & de Haes 2004;Morris & Ingham 1988;Schou, Ekeberg,
Ruland, & Karesen 2002) and improved psychological recovery. But how important is patients
achieving their desired DMS? There is evidence that an active ADMS per se exerts a positive
impact,(Bruera, Willey, Palmer, & Rosales 2002;Degner, Kristjanson, Bowman, Sloan, Carriere,
O'Neil, Bilodeau, Watson, & Mueller 1997a;Hack, Degner, Watson, & Sinha 2006;Janz, Wren,
Copeland, Lowery, Goldfarb, & Wilkins 2004;Keating, Guadagnoli, Landrum, Borbas, & Weeks
2002;Lam, Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem,
& Katz 2005;Singh, Sloan, Atherton, Smith, Hack, Huschka, Rummans, Clark, Diekmann, &
Degner 2010) in the short and long term.(Hack, Degner, Watson, & Sinha 2006) Although some

demonstrate an amplification of the positive impact of active DMS when it is also the preferred




role.(Charles, Whelan, & Gafni 19993;Keating, Guadagnoli, Landrum, Borbas, & Weeks 2002:Lam.
Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem & Katz
2005) Previous studies suggest women often fail to achieve their PDMS.(Eilodeas & Degne
1996;Bruera, Sweeney, Calder, Palmer, & Benisch-Tolley 2001;Bruera, Willey, Palmer, & Rosales
2002;Butow, Devine, Boyer, Pendlebury, Jackson, & Tattersall 2004;Degner, Kristjanson,
Bowman, Sloan, Carriere, O'Neil, Bilodeau, Watson, & Mueller 1997a:Gysels & Higginson
2007;Hughes 1993;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Kotwall, Maxwell,
Covington, Churchill, Smith, & Covan 1996;Montgomery & Fahey 2001;0'Connor, Stacey,
Entwistle, Llewellyn-Thomas, Rovner, Holmes-Rovner, Tait, Tetroe, Fiset, Barry, & Jones
2003b;Richards, Ramirez, Degner, Fallowfield, Maher, & Neuberger 1995;Rothenbacher, Lutz, &
Porzsolt 1997;Strull, Lo, & Charles 1984) The majority of women in our study achieved their
PDMS (62% n=218/356). But it should be remembered that not all wish to assume such
autonomous roles; 30% of the patients in our study undertook a more active role than preferred.
Being asked to undertake a more active role than preferred has been shown to exert a negative
impact on patient satisfaction.(Hack, Degner, & Dyck 1994;Hack, Degner, Watson, & Sinha
2006,5chain 1980) Lam's recent small study (n=154) conducted within 2 weeks of surgery among
women with breast cancer from Hong Kong, found that assuming a more active role than
preferred was associated with reduced satisfaction and less confidence in having made the right
decision (p=0.005).(Lam, Fielding, Chan, Chow, & Ho 2003) But, equally negative impacts are
evident among those who feel excluded from the decision process,(Bilodeay & Degner
1996;Degner, Kristjanson, Bowman, Sloan, Carriere, O'Neil, Bilodeau, Watson, & Mueller
1997a;Hack, Degner, Watson, & Sinha 2006,Lam, Fielding, Chan, Chow, & Ho
2003;Rothenbacher, Lutz, & Porzsolt 1997) and evidence from a large US study by Lantz et al.
(n=1633), demonstrated that the passive DMS per se was associated with the most detrimental
impact on satisfaction; even when this was the patients’ PDMS.(Lantz, Janz, Fagerlin, Schwartz,
Liu, Lakhani, Salem, & Katz 2005) What could be responsible for the seemingly discrepant
findings of these studies? Most studies do not specifically provide contextualising information on
their decision making environments, but Lam et al. do. They describe a breast unit environment
dominated by clinician recommendations, and highlight substantial barriers and fewer facilitators
(time and information) to more autonomous decision making among patients reporting DMS
discordance.(Lam, Fielding, Chan, Chow, & Ho 2003) Lam et al.’s it is possible that the decision
making environments were different. If the evidence that satisfaction increases when patients

achieve either an active ADMS or DMS congruence is believed, most of our patients should be




satisfied; as only 9% (n=33/356) achieved more passive roles than preferred. This contrasts with
Singh’s meta-analysis of North American cancer patient DMS studies (n=2742), which
demonstrated identical overall concordance rates, but the predominance of passivity (57%)
among the discordant group.(Singh, Sloan, Atherton, Smith, Hack, Huschka, Rummans

Diekmann, & Degner 2010)

But, can a quantitative tool like the Control Preferences Scale which our study and many others
have utilised to identify patients’ PDMS, ADMS and DMS concordance reflect patient
satisfaction? A recent study by Davey et al. suggest not.[Davey, 2004 1491 /idl Based on our
experience we believe the Control Preferences Scale is a useful tool to examine differences
between groups and study time-trends, and that possessing information on DMS concordance
can contribute to understanding patients’ health care decision making experiences and
satisfaction. But we suggest the crude use of this quantitative data without the addition of a
qualitative exploration, can provide only limited implications of patient satisfaction. We also
suggest that women's views and experiences of decision making be viewed as simplistically as
many of the above studies depict; that more autonomous patient decision making equates with
positive experiences and psychological impact, and less autonomous participation the reverse.
Based on the evidence of our study and that of a small recently published in-depth qualitative
study (n=5) by Sinding(Sinding, Hudak, Wiernikowski, Aronson, Miller, Gould, & Fitzpatrick-Lewis
2010) we suggest this view is too simplistic. The majority of patients in our study described
satisfaction with their experiences. But their reasons for satisfaction were characterised

differently. Satisfaction depended on not only their preferences, but their experiences with

clinicians (doctors in particular).

The interviews highlight a positive correlation between patient satisfaction and their perception
of receiving patient-centred care. Those given more autonomous but supported roles, tended to
express satisfaction associated with their perceptions of their clinicians providing patient-centred
care and decision making. Specifically they discussed satisfaction related to; being treated as
partner or equal in their treatment decision making journey; the provision of clear tailored
information and unrushed consultations; and having the opportunity to choose a treatment that
was right for them. They also described their involvement in choosing their treatment as a
positive aspect of their cancer experience; expressing it provided the opportunity to re-establish a
sense of power and control they felt they deprived of at diagnosis. These were expressed among

both those who found decision-making relatively uncomplicated, and those who found it more




challenging. Even those who labelled themselves as passive decision-makers could view the
provision of more autonomous decision making as a source of satisfaction, if it was provided in
conjunction with patient-centred care and sufficient support. We agree with Deadman, that the

decisional role itself can enhance patients’ experiences(Deadman, Leinster, Owens Dewe

Slade 2001) and concur with Fallowfield, that it is difficult to separate the contributions of good
communication/information provision and actual engagement in decision making, to the positive
effect observed among those who participate in the process.(Fallowfield 1657) Based on our
findings and the literature, we suggest there is a symbiotic effect enhancing satisfaction; the
receipt of the prerequisites for decision making (including information provision at cancer
diagnosis)(Degner 1998;Fallowfield 2000;Jenkins, Fallowfield, & Saul 2001) and patient-centred
care. We also suggest it is possible that the increase in positive outcomes seen in the literature
associated with the active DMS or achieving concordance between PDMS and ADMS, are more a
reflection of these, than satisfaction resulting from the DMS per se. This is supported by the
finding that patients told they could choose their treatment but not given the tools to do so

(knowledge, time and support), described the concept of making a decision both unpleasant and

hard or impossible.

Satisfaction was articulated in a different way by many of those describing more paternalistic
experiences. Their reasons centred on being treated by a caring expert who provided reassurance
and their specialist opinion. This positive view may be embedded in the finding that most women
originally anticipated a paternalistic encounter. However, as evidenced by interviews among
those desiring more autonomy in the process, we suggest the paternalistic approach per se is
unlikely to be a source of satisfaction outside of the context where patients expect paternalism or
lack of particular treatment preference. These findings highlight the complexity of what
contributes to patient satisfaction and what they feel about their involvement in decision making.
But why did patients express satisfaction using these different criteria in the context of often
contrasting experiences? Understanding this may be assisted by examining a study by number of
recently published qualitative studies. Wright et.al. found that women with breast cancer (n=39)
apportioned greater value to their impressions of clinicians’ traditional expert abilities and
capacity to care for them, than they did regarding their communication skills or the provision of
options.(Wright, Holcombe, & Salmon 2004) They also found that patients sought to maintain
communication exchanges with their clinicians which would reinforce, rather than challenge
these.(Wright, Holcombe, & Salm .) Vick and Scott demonstrated patients’ main priorities

among doctors were good communication and a patient-centred style, rather than




choices.(Lerman, Daly, Walsh, Resch, Seay, Barsevick, Birenbaum, Heggan, & Martin 1993) Both

(X

these studies and Lerman et.al found these were associated with improved psychological

outcomes.(Lerman, Daly, Walsh, Resch, Seay, Barsevick, Birenbaum, Heggan, & Ma
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& Scott 1998)  This seems contrary to the evidence that patients now want more autonomy in
medical decision making and are generally less likely to exhibit unquestioning trust in their
clinicians.(Rowe and Calnan 2006) Our findings together with those above, imply patients’
expressions of satisfaction are probably related to their priority need to feel safe in expert
hands.(Lerman, Daly, Walsh, Resch, Seay, Barsevick, Birenbaum, Heggan, & Martin 1993;Sinding,
Hudak, Wiernikowski, Aronson, Miller, Gould, & Fitzpatrick-Lewis 2010;Vick & Scott 1998;Wright,
Holcombe, & Salmon 2004) Seemingly at odds with this was the marked dissatisfaction
articulated by the minority, whose PDMS and/or treatment preferences were at odds with their
units ethos and decision making culture. We suggest the interviews illustrate the compounding
negative effects of clinicians’ failure to; meet patients’ expectations of the clinicians’ role; provide
patient-centred care; reflect published evidence of greater dissatisfaction among those with more
extreme discordance in their PDMS and ADMS on the 5-point scale; and the denial of a strong
preference for a specific treatment or way of making decisions. Based on this we suggest that if
the trend for increasingly autonomous patient PDMS continues,(Beaver, Luker, Owens, Leinster,
Degner, & Sloan 1996;Bilodeau & Degner 1996;Coulter 20113;Coulter 2011b;Flynn et al
2006;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Lam, Fielding, Chan, Chow, & Ho
2003;Lantz, Janz, Fagerlin, Schwartz, Liv, Lakhani, Salem, & Katz 2005,Luker, Beaver, Leinster, &
Owens 1996b;Mastaglia & Kristjanson 2001;Singh, Sloan, Atherton, Smith, Hack, Huschka,
Rummans, Clark, Diekmann, & Degner 2010) those cliniciansfunits adopting more directive, less

patient-centred, outcome-based approaches, may find their patients’ satisfaction diminished.

Accurately tailoring consultations and decision making is more important than adopting a

specific decision making style, to achieving a positive patient decision making experience?

The receipt of patient-centred care and tailoring were central to patients’ positive experience of
decision making, while negative decision making experiences were associated with the
experience of clinician-centred care, the provision of insufficient information and patients’
possession of inadequate knowledge. Lack of tailoring and mismatches in patient needs and
preferences and clinicians’ provision for these, were sources of dissatisfaction. So while clinicians

should provide options, they need to be aware and responsive to the minority of patients who




retain the desire for a more passive role in the selection of their treatment. It is important that
the management of these patients is tailored to their preferences and that they are provided with
direction at an appropriate time to meet individual patients’ needs and preferences. Or they risk
being more clinician/treatment-centred, than patient centred; as their approach is more closely
aligned with the adoption of the clinicians’ favoured treatment or decision making style, than

responsive to patients’ individual subjective preferences.

If they are to provide positive decision making experiences, clinicians need to be able to reliably
gauge patients’ preferences, concerns and needs. They also need to understand the reasons for
their patients’ preferences through open and tailored discussions. This ideally requires time with
patients outside of the period of immediate diagnosis ‘shock’. This may prove the hard to
achieve. Clinicians have a relatively limited amount of time available to spend with their patients,
and the majority of doctors’ time is concentrated around the diagnosis consultation. Here,
patients’ immediate reaction to their diagnosis influences their perception of patients’
preferences for involvement in decision-making. Also as already indicated, patients' feelings
about participating in decision-making and their PDMS often adapt as they recover from the
initial shock of their diagnosis, acquire knowledge and receive decision-making support from their
clinicians. A further potential barrier to this form of optimised consultation process and decision-
making support may come from the recent adoption increasingly short diagnosis to treatment
targets, which have the possibility to further reduce opportunities for patients to experience

multiple consultations with their clinicians if necessary.

As discussed, clinicians often make inaccurate assessments of their patients’

°, IS Z E = ol i Y (I Q Barcrlh. T allal
preferences.(Bilodeau & Degner 1996,Bruera, Sweeney, Calder, Palmer, & Benisch-Tolley
>001:Bruera, Willey, Palmer, & Rosales 2002;Butow, Devine, Boyer, Pendlebur J
ek s o =11 ] _ I / /
Tattersall 2004;Degner, Kristjanson Bowman, Sloan, Carriere, O'Neil, Bil

Wren, Copeland, Lowery, Goldfarb, &

A

Mueller 1997a;Gysels & Higginson 2007;Hughes 1993;Janz,

Wilkins 2004;Kotwall, Maxwell, Covington, Churchill Smith, & Covan 1996;Montgomery & Fahey
2001;0'Connor, Stacey, Entwistle, Ll Il 10Mas

Fiset, Barry, & Jones 2003b;Richards, Ramirez, Degne '
1995;Rothenbacher, Lutz, & Porzsolt 1997;Strull, Lo, & Charles 1984) If they could accurately

gauge these, the majority who want to participate in decision-making(Be

L%‘i\'!jffc‘[, [1‘9(;\‘::"/ & ’,‘v[;’,‘-'”" 1990 pllodeau & UE x;H" o 19

& Wilkins 2004;Lam, Fielding, nal




Lakhani, Salem, & Katz 2005;Luker, Beaver, Leinster, & Owens 1996b;Mastaglia & Kristjanson
2001;5ingh, Sloan, Atherton, Smith, Hack, Huschka, Rummans, Clark, Diekmann, & [reqne{" 2010
could be provided with high quality comprehensible information along with sufficient time and
support to make informed choices consistent with their personal preferences. While the minority
who steadfastly want less autonomy in decision-making even after adjustment to their diagnosis,
could be provided with carefully tailored and targeted treatment direction or a treatment plan
sensitive to the individual patients’ unique set of needs, concerns and preferences. These
requirements and the time limitations, highlight the key role of the BCN subgroup of clinicians in
the process; providing time, information and support; which is especially vital when tailoring and

waiting to clarify patients’ PDMS.

The role of BCNs

The provision or additional consultations with BCN varied. These were provided routinely, but
formed a greater part of the support of the process to establishing consent in the medium and
high MR units; and were particularly extensive in the high unit. BCNs described their role as
providing their patients with support, reassurance and the reiteration/reinforcement of

information provided by the doctors.

BCNs from the high MR unit appeared to undertake particularly extensive comprehensive
discussions with their patients. They extensively explored patients’ perceptions of their
consultations, information and impression of their role in decision making. They described this
being crucial for informed decision making. But the differences described between theirs and the
other units might partly reflect the fact (that at the time of the study) unlike the other breast
teams, BCNs described not being routinely present in the consultations where the diagnosis and
treatment options were discussed between doctors and patients. The explanation given for this
was a manpower-workload discrepancy. To avoid compromising the availability and length of
one to one patient-BCN consultations, the unit sacrificed their presence in the diagnosis
consultation for BCN time with patients immediately following the diagnosis consultation. Prior
to this they had a brief discussion with the doctor to discuss the consultation, but were not privy
to exactly what had been said or the patient’s reactions. They therefore described questioning
patients to elicit what they had understood from the consultation. Then consistent with their unit

ethos of facilitating more autonomous patient decision making, they described providing
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information, checking understanding and exploring patients’ options; even if patients perceived
their doctor had a preference for a particular treatment. BCNs from the other units were
routinely present in these consultations. They described checking patients’ understanding. But
having witnessed the consultation, it is possible they might partially base their impression of what
patients had gleaned from it on their own interpretation of the encounter, rather than the
patients’ interpretations. Theoretically, there might be differences in how extensively BCNs

explored patients’ understanding.

BCNs from all units described time-pressures and high workloads limiting their time with
patients. But this was especially marked among BCNs from the low MR. The differences
between the units seemed to be related to the constraining influence of working within their
particular team. There were differences in work-load pressures (as evidenced by the ratio of
BCNs to patients illustrated in table 4.1), clinician priorities (BCN time being prioritised to
consenting patients or providing additional consultation time) and time constraints imposed by
when clinicians consented their patients for their treatment. Frustration with these was

expressed.
Decision-making and establishing consent is a process

The units’ clinicians held different perceptions regarding what decision making and establishing

consent involves. Some were consistent with national guidelines, others were not.(Association of

Breast Surgery at BASO 200g;Department of Health 20013;Department of Healtl
2001¢;Department of Health 2009;General Medical Council 2008;National Collaborating Centre
for Cancer 2009;Scarth, Cantin, & Levine 2002a;Scarth, Cantin, & Levine 2002b) Medium and

high MR units viewed it as a process through which a patient determined their preferred option,
by exploring their preferences within the context of an attained relevant knowledge-base.  Time
to negotiate this process was viewed as a central requirement. In contrast, some low MR
clinicians viewed it as the simple establishment of compliance to treat as considered optimal by
the expert. Consistent with this, their routine process of consenting patients for treatment was
swifter, and some routinely completed the process on the day of diagnosis after discussing

treatment with the patient.

Based on the data of this study and existing literature, we submit that decision-making and
establishing consent is a process which progresses through a number of stages requiring patient

and clinician interaction. The approach adopted by clinicians (i.e. paternalistic, shared or
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informed choice model) dictated the extent of patient inclusion in the stages and the spacing
between them. In shared and informed choice, the process commences with the acquisition of
information (which can be passive, collaborative or active) through clinician disclosure and patient
information seeking. The process includes discussion of treatment options, outcomes and
implications. This permits patients’ consideration of the options. The process culminates in the
arrival at an informed tailored treatment decision; which is then confirmed by the procedure of
consenting. Adoption of the paternalistic model concentrates on the two ends of the process

outlined above and involved foreshortened stages with less patient inclusion in the process.

The provision of high quality correct information and skilled communication are essential to the
establishment of consent and patient participation in decision making One reason decision-
making and establishing consent need to be viewed as a process to be completed over a sufficient
timeframe, is knowledge of the negative impact of receiving unpleasant information(Butler &
Hailey 1996) or a life threatening diagnosis,(Cimprich 1993,Hughes 1993) on patients ability to
recall information. The findings of this study and existing literature highlight, if patients are to
understand the implications of treatments and make informed choices, information needs to be
understandable, tailored(Fallowfield 2000) and provided over a period of time.(Fallowfield 1997)
The one-off provision of information is not sufficient. Clinicians also need to be aware that their
intended message and the words vocalised, do not necessarily equate to understanding.
Therefore clinicians need to check understanding and correct inaccuracies, to ensure patients’

decisions are based on correct information.

Some differences in patients’ decision making descriptions were harmonious with their PDMS
being active, collaborative or passive. These were evident across the units and were reflected in
varying degree of their participation in the stages of the process. More autonomous patient
decision making and the more participatory DMS involved greater participation in the individual
stages of the process. The speed of negotiation of the process varied with DMS and strength of
patient preferences. Active decision makers generally described negotiating the process more
rapidly, as did those with strong (sometimes) pre-existing preferences or values. Collaborative
and passive decision makers (especially the latter) described a more involved and lengthy process
of knowledge acquisition and consideration, prior to feeling ready to provide informed consent to
treatment. Some passive decision makers described the cessation of participation in the process,

in favour of their decision being directed by their clinician. Direction was either sought or

volunteered.




Clinicians’ impression of a safeguard in more directive decision making

In an environment where there are increasing numbers of choices available to treat women with
breast cancer, it has been argued that ‘the expert’ clinician should provide treatment plans rather
than options. Some low MR unit doctors’ expressed this within their interviews. Their rationale
being that; patients were not equipped to receive and process the volume of information required
to make a treatment decision; their belief that patients possessed predominantly passive PDMSs;
and their belief that most patients possessed the same dislike of mastectomy as they did. Some
of these consultants consented patients at the first consultation discussing diagnosis and
treatment. They argued establishing consent for treatment in this way was acceptable, as
patients would voice their disagreement if they did not want the proposed treatment. They felt

this provided a safeguard to patients undergoing a treatment they did not want.

This safeqguard impression however, was inconsistent with the same clinicians’ views about
patients’ predominantly passive PDMS. The literature and the findings from our patient and
clinician interviews suggest their argument is flawed on a number of levels: Firstly it fails to take
into consideration the skewed power relationship in favour of the clinician. Secondly, clinicians
are the gatekeepers of choices. They identify who receives choices and how they are provided;
both of which varied greatly between the units studied. Finally, a knowledge disparity exists
between patients and clinicians. Patients at diagnosis have comparatively limited knowledge;
they do not necessarily know what the available treatments are, what the processes or timescales
of treatment are etc. they also do not know what to ask or query. Under these circumstances it
seems contradictory to presume patients (who the same clinicians feel are uniformed and passive)
can be relied on to disagree with the experts’ treatment plan; especially if a specific treatment is
recommended or presented as a forgone conclusion. We would argue that consent cannot be
assumed to be synonymous with the absence of disagreement with clinicians’ plans or
compliance with them. And suggest that patients requesting information on an alternative from

the expert (particularly at the time of diagnosis), requires a very definite and ‘active’ act on behalf

of the patient.

In the light of this we would suggest that if the aim is to encourage greater patient involvement in
decision making, clinicians cannot merely be passively permissive of patients deciding their

treatment, but actively permit and empower it; through explicit framing of the consultation and




decision-making process, as one in which the patients’ choice is the norm, and patients are
provided understandable, comprehensive information, time and decision-making support.
Without the adoption of this approach, only the most active patients are likely to get the

opportunity to play a role or the role they want, in choosing their treatment.

How should breast surgery decisions be made? Getting it ‘right’ for patients

Based on the information from this study and evidence from the literature, we need to ask: How
should treatment decisions be made where there is no definitively superior treatment option or
true equipoise between treatments? As a consequence of the demonstrable benefits of patient
involvement in decision making(Andersen, Bowen, Morea, Stein, & Baker 2009;Deadman,
Leinster, Owens, Dewey, & Slade 2001;Fallowfield, Hall, Maguire, Baum, & A'Hern
1994a;Fallowfield, Hall, Maguire, & Baum 1g990;Fallowfield, Hall, Maguire, Baum, & A'Hern
1994b;Hack, Degner, Watson, & Sinha 2006;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins
2004;Keating, Guadagnoli, Landrum, Borbas, & Weeks 2002;Kotwall, Maxwell, Covington,
Churchill, Smith, & Covan 1996;Lam, Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fagerlin,
Schwartz, Liu, Lakhani, Salem, & Katz 2005;Molenaar, Oort, Sprangers, Rutgers, Luiten, Mulder,
& de Haes 2004;Morris & Ingham 1988;Morris & Royle 1987;Moyer 1997,Moyer & Salovey
1998;Schou, Ekeberg, Ruland, & Karesen 2002;Stewart 1995;Street, Jr. & Voigt 1997, Wilson, Hart,
& Dawes 1988;Wolberg 1990) and clear evidence that patients’ desire increasing involvement in
decision making,(Beaver, Luker, Owens, Leinster, Degner, & Sloan 1996,Bilodeau & Degner
1996;Coulter & Jenkinson 2005;Davey et al. 2002;Davey et al. 2004;Degner, Kristjanson,

Bowman, Sloan, Carriere, O'Neil, Bilodeau, Watson, & Mueller 1997a;Flynn, Smith, & Vanness

2006;Janz, Wren, Copeland, Lowery, Goldfarb, & Wilkins 2004;Lam, Fielding, Chan, Chow, & Ho
2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005;Mastaglia & Kristjanson
2001;Richards & Coulter 2007;Singh, Sloan, Atherton, Smith, Hack, Huschka, Rummans, Clark,

Diekmann, & Degner 2010;Wallberg, Michelson, Nystedt, Bolund, Degner, & Wilking 2000)
national guidelines set out by the UK's NHS, Royal Colleges and regulatory bodies such as the
GMC, are unambiguous in stating that patients should undergo a process of informed consent.

This necessitates the provision of tailored information along with the opportunity to ask

questions and achieve understanding before consenting can take place.(Association of Breast
Surgery at BASO 2009;General Medical Council 2008:National Collaborating Cent
2009:Scarth, Cantin, & Levine 2002a,5carth, Cantin, & Levine 20020 It implies adoption of either




a shared or informed choice model of decision making. This and other studies demonstrate that
despite this, substantial barriers still exist to their patients’ more autonomous participation in

decisions about their breast cancer treatment.

Evidence of paternalism persists within the UK's NHS, despite the cry of ‘nothing about me

without me’(Coulter 2011a;Coulter 2011b;Delbanco et al. 2001) and the focus on patient

engagement in healthcare decisions;(Secretary of State for Health 2011) as illustrated by this
study and demonstrated consistently by national(Coulter 2011a) and international
reports.(Coulter 2006,Davis et al. 2012) For example, the results of national patient surveys

conducted by the Care Quality Commission suggest at least 50% of those undergoing hospital
treatment, experience a more passive decision making experience than preferred, and there is no
evidence of improvement in this over time(Coulter 20115,Richards & Coulter 2007) Viewed
internationally, the UK was ranked lowest amongst affluent nations in the realm of patient—
centred care and patient engagement in healthcare, by the 2010 Commonwealth Fund
survey.(Davis, Schoen, & Stremikis 2012) This evidence demonstrates that if we are to truly move
from a paternalistic style of healthcare decision-making and clinician-centred care, to one where
patients are central partners in the process, clinicians need to recognise the powerful impact they
can have over patients and transform their interactions with them. They need to do more than
passively permit patients’ more autonomous involvement in decision-making. They also need to
overcome organisational barriers to patient-centeredness(Davies and Cleary 2005) and engage in
changing the culture of decision making at individual health provider and clinician level; to
provide genuine choices and develop environments which are conducive to patients’ comfortable

participation in healthcare decisions.

However, we also need to ensure the 20% minority who have a passive PDMS also experience
optimised decision making experiences; which may be more or less autonomous. There is

evidence that an active DMS per se can provide a beneficial impact on patients even if it is not the

Q = /man

preferred DMS.(Bruera, Willey, Palmer, & Rosales 2002;Degner, Kristjanson

Carriere, O'Neil, Bilodeau, Watson, & Mueller 1997a;r

Wren, «Qo;f‘eﬁ;—w_{ Lowery, Goldfarb, & Wilkins 2004;Kea

Weeks 2002;Lam, Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fageriin

Salem, & Katz 2005;Mastaglia & Kristjanson 2001,;Singh, Sloan, Athert

Rummans, Clark, Diekmann, & Degner 2010) This study also confirms positive impact of decision

involvement among the majority of passive; contingent of their possession of the prerequisites
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decision making, experiencing a patient-centred approach and perceiving they had adequate
support during the process. Many of this patient subgroup discussed their co-existing preferences
for passivity in decision making and the receipt of a treatment tailored to their particular
preferences.  They recognised limitations in clinicians’ being able to accurately tailor
recommendations to their unique set of preferences, concerns and needs. Even though more
autonomous decision making can be beneficial among passive patients, there is also evidence

that those who undertake their preferred role in decision making receive most benefit from

M

it(Charles, Whelan, & Gafni 1999a;Keating, Guadagnoli, Landrum, Borbas, & Weeks 2002.Lam
Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz
2005) (Charles, Whelan, & Gafni 1999a)and that undertaking a more active role than preferred
can result in a negative impact.(Lam, Fielding, Chan, Chow, & Ho 2003) And a minority of
patients with a passive PDMS participating in this study, described very negative reactions to

their forced autonomous involvement in decision making.

Considering all the evidence, we suggest it the most appropriate course is to tailor decision
making experiences to patients’ individual preferences; respecting their rights as an individual to
adopt whichever role they feel most comfortable in. Ultimately, the most important
consideration is that although clinicians provide treatment, it is the patient who has to live with it
and their memories of the experience. Therefore optimising patients’ experience of their cancer
decision making and treatment is important in seeking to enhance QoL in survivorship. Especially
as the physical and psycho-social impacts will have a more protracted effect as life expectancy
increases; with predictions of 64% of UK women diagnosed with breast cancer at this time point

living 20 years, compared with only 44% diagnosed in the early 1990s.(Blamey, Ellis, Pinder, Lee,

Macmillan, Morgan, Robertson, Mitchell, Ball, Haybittle, & Elston 2007;Coleman, Babb, Damiecki
Grosclaude, Honjo, Jones, Knerer, Pitard, Quinn, Sloggett, & De Stavola 199g,Coleman, Rachet
Woods, Mitry, Riga, Cooper, Quinn, Brenner, & Esteve 2004;Hack, Degner, Watson, & Sinha
2006;Mandelblatt, Edge, Meropol, Senie, Tsangaris, Grey, Peterson, Jr., Hwang, Kerner, & Weel
2003;Office of National Statistics 2005;Rachet, Maringe, Nur, Quaresma, Shah, Woods, Ell
Walters, Forman, Steward, & Coleman 2009, Street, Jr. & Voigt 1997

The findings of predominant participation in decision making in our study may reflect a move
away from the traditional paternalistic model of healthcare decision-making among our group of
clinicians. But, although rates of DMS concordance were higher than among previous studies and

those preferring an active role had 91% (131/144) concordance, those preferring a collaborative or




passive DMS were less likely to achieve their preferred role in treatment selection. It could be
argued that all the approaches described within this study were equally doctor/clinician-centred
and paternalistic, as they were biased toward the adoption of the clinicians’ favoured
management (BCT or greater patient autonomy), rather being tailored to individual patient
preferences. Tailoring and optimising experiences and treatments to preferences is particularly
important within situations where patients’ preferences vary but no single treatment is associated
with a definitively more favourable outcome; as in the treatment of breast cancers less than
somm diameter. Two issues may hinder this; the accurate and timely identification of patients’
decision making preferences and clinicians’ flexibility and tailoring of their decision making
approaches and consultation styles to tailor patients’ experiences effectively to their individual

DMS.

Reliably gauging patients’ PDMS at the time this information is required remains a difficult issue,
fraught with the potential for misallocation — as demonstrated by previous studies.(Bruera,

Sweeney, Calder, Palmer, & Benisch-Tolley 2001;Bruera, Willey, Palmer, & Rosales 2002;Butow,

Devine, Boyer, Pendlebury, Jackson, & Tattersall 2004;Gysels & Higginson 2007;Hughes
1993;Kotwall, Maxwell, Covington, Churchill, Smith, & Covan 1996;0'Connor, Stacey, Entwistle
Llewellyn-Thomas, Rovner, Holmes-Rovner, Tait, Tetroe, Fiset, Barry, & Jones

2003b;Rothenbacher, Lutz, & Porzsolt 1997;Strull, Lo, & Charles 1984) There has been a
suggestion that educating clinicians about patients’ more autonomous involvement in decision
making can improve their willingness to engage patients in the process and might as a
consequence improve DMS identification.{Lewin, 2001 1500 /idl However, we suggest there
remains a potentially substantial hindrance to effective PDMS identification demonstrated by our
study; that patients’ PDMS are not necessarily pre-determined, obvious (even to patients) at
diagnosis, or fixed; but instead are determined by the combination of patients’ preconceptions of
the decision making encounter and their experiences with clinicians. It also demonstrated that
their PDMS can adapt as they recover from the initial shock of their diagnosis. Making a reliable
assessment in this context is perhaps additionally hampered by, clinicians trying to gauge these
during consultations in time-pressured clinics while providing patients with a potentially life
threatening diagnosis of cancer. We suggest providing recommendations or direction at an early
stage in the decision making process should be avoided, due to difficulty in accurately identifying
these PDMS and knowledge of patients acquiesce to clinicians’ recommendations;

Broekhuis, Otter, & Klazinga 20«

l;ﬂm:,&kknnenuﬂ‘Jmuy‘ﬂh\ﬂNfﬁn-;w\,Q»

EN



Oort, Sprangers, Rutgers, Luiten, Mulder, & de Haes 2004 Morrow
HaW|QYI Hamllton/ Gl’aﬁcl & Katz 2009,’”0’d, BE’B[’H@!'/ Heh‘i‘:fg(’l & McBovle 2000:Scho =

s K Q sl§ e :
Ruland, & Karesen 2002;Smitt & Heltzel 1997) which can expose them to a greater risk of

subsequent regret(Fallowfield, Hall, Maguire, & Baum 1990;Molenaar, Oort, Sprangers. F

Luiten, Mulder, & de Haes 2004;Schou, Ekeberg, Ruland, & Karesen 2002) dissatisfaction
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1995;Street, Jr. & Voigt 1997) and worse psychological recovery.(Andersen, Bowen, Morea Stein
& Baker 2009;,Deadman, Leinster, Owens, Dewey, & Slade 2001,Fallowfield, Hall, Maguire, &
Baum 1990;Kotwall, Maxwell, Covington, Churchill, Smith, & Covan 1996;Molenaar, Oort,
Sprangers, Rutgers, Luiten, Mulder, & de Haes 2004;Morris & Ingham 1988;Schou, Ekeberq,
Ruland, & KKaresen 2002) We suggest it is appropriate to defer and careful target the provision of
directive information and recommendations to the minority in whom a passive PMDS is
confirmed. BCNs provide a crucial role among these patients; supporting more autonomous
decision making experiences (providing reiteration of information and decision support) and

providing psychological support, either until patients’ treatment decision or confirmation of their

passivity and provision of a treatment plan.

Based upon current evidence from the published studies and the findings of this study, we believe
that including patients in appropriately supported shared decision making is the most appropriate
way forward. But the concept needs to be clarified and adapted to build in flexibility. The classic
description of the decision-making approaches is provided in the introduction and illustrated in
figure 1.2. Shared decision making involves the two-way exchange information and incorporates
decision making support. The decision making approaches have been classical described as
discrete entities, but if adopted optimally, the shared approach should provide sufficient
flexibility to permit its tailored application. But the key is clinicians correctly and confidently
identifying patients’ PDMS. If individuals' PDMS are correctly identified, clinicians should be able
to appropriately guide the shared decision making approach toward a version more akin to
informed choice or the paternalistic approach, dependent on patients’ PDMS. This would permit
the appropriate modification of decision making to the individual patient, rather than the
experience being determined by clinicians’ preferences, or patients’ initial responses and lack of
knowledge. Figure 9.2 illustrates how clinician and patient factors interact to influence decision

making, and figure 9.3 outlines a proposed model of the decision making approach for the




surgical treatment of breast cancer based upon the existing evidence and findings of this

programme of research.

Within the process of determining patients’ treatment, patients need to be provided with time.
Time is a frequently sited barrier to patients’ inclusion in decision making.{Gravel,

/id;Legare, 2008 1165 /id} This study found as others have before, that breast cancer patients
have high information needs, (Bilodeay & Degner 1996;Blanchard, Labrecque, Ruckdeschel &
Blanchard 1988;Butow, Kazemi, Beeney, Griffin, Dunn, & Tattersall 1996;Cassileth, Zupkis,
Sutton-Smith, & March 1980;Chen, Tao, Tisnado, Malin, Ko, Timmer, Adams, Ganz, & Kahn
2008;Davison, Degner, & Morgan 1995;Degner, Kristjanson, Bowman, Sloan, Carriere, O'Neil,
Bilodeau, Watson, & Mueller 1997a;Fujimori & Uchitomi 200g9;Galloway, Graydon, Harrison,
Evans-Boyden, Palmer-Wickham, Burlein-Hall, Rich-van der Bij, West, & Blair 1997,Graydon,
Galloway, Palmer-Wickham, Harrison, Rich-van der Bij, West, Burlein-Hall, & Evans-Boyden
1997;Hack, Degner, & Dyck 1994;Jenkins, Fallowfield, & Saul 2001;Jones, Pearson, McGregor,
Gilmour, Atkinson, Barrett, Cawsey, & McEwen 199g;Luker, Beaver, Leinster, & Owens
1996a;Meredith, Symonds, Webster, Lamont, Pyper, Gillis, & Fallowfield 1996;Sutherland,
Llewellyn-Thomas, Lockwood, Tritchler, & Till 1989;Vogel, Bengel, & Helmes 2008a) but their
‘shock’ at the time of diagnosis when they receive most of the information about treatment
choices, hinders the absorption and processing of information. Most patients described needing
time (including that away from the clinical environment) to start to adjust to their diagnosis
before they were able to utilise a lot of the information and engage in decision making. Some
desired further clinician consultations following this initial period, to re-explore their options and
needs. Those providing and those engaging in more autonomous decision making, described the
benefits of time; unrushed time for consultations; time for reiteration and exploration of
information and patient needs following the immediacy of their diagnosis; time to consider the
options; and to complete the decision making process and establish consent for treatment.
Crucially, patients needed to be aware of the time for this, to provide confidence and a framework

for their decision making journey. As well as the provision of additional time with BCNs, the

incorporation of adjuncts to support patients’ information exploration and decision-making (such

as evidence-based communication tools{Trevena, 2006 1490 /id} and DSls(Collins, Moore
Kearing, O'Connor, Llewellyn-Thomas, Barth, I R SepL

2001;0'Connor, Stacey, Entwistle, Llewellyn-Thomas

Fiset, Barry, & Jones 2003b;Waljee et a 7"Whelan ¢ 1) may be of assistance in

extending patients’ time receiving a reiteration of information and exploring the options. The




incorporation of such technologies is likely to become increasingly relevant as the number of

potential options available to patients and complexity of treatments increases.

Given the current economic climate, it is reasonable to suppose that the clinician workload-
manpower balance may deteriorate and time-pressures increase, as cost saving exercises
promote the more efficient ‘processing’ of patients. If this occurs within this speciality, there may
be a pressure for breast units to reduce patients’ opportunity to spend the necessary time with
their clinicians (possibly over multiple consultations) to explore and achieve more autonomous
decisions. This may risk clinicians being pushed towards adopting the more time and manpower-
efficient directive or paternalistic consultation approach, which requires less time and clinician
support. The practice of establishing consent at a very early stage (as seen in the low MR unit)
would seem to deny patients a meaningful role in decision making. Decisions made within such a
short timeframe are in most, are more likely to reflect more than clinicians’ preferences; as
exemplified by some patients who tried to subsequently retract their consent. To minimise the
negative impact of patients experiencing time-pressure, a balance needs to be achieved between
shortening timelines to treatment associated with achieving hospital targets, and providing

patients with sufficient time to negotiate the decision making process.
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FIGUREg9.2 ~ How clinician and patient factors influence decision making
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FIGURE 9.3 Proposed model the decision making approach for the surgical treatment of

breast cancer
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TABLE 9.1 Summary of the prerequisites for patient involvement in shared decision making

- Perceive provided a genuine choice
Understand why there is a choice e Rationale for a more autonomous role in
the process

' Possess tools for informed decision making e Information/knowledge
e Time
- e Support
Decision making & psychological support e Clinicians, especially BCNs
Time e Realistic timeframe for decision making

e Unrushed consultations & accessibility
e Time away from the clinical environment

Safety e Ofthe options
e Of the decision making environment
e What will happen if unable make
decision

- Confidence e Fordecision makingin a supported
environment

TABLE 9.2 Summiary clinician factors to optimise shared decision making

Provide prerequisites for patient decision making

- Communication skills e Good communication skills; active
listening etc.

e Patient-centred approach

e Tailor communication & information

Portray e (aring
e Traditional expert abilities
| Accurately identify PDMS e Differentiate between initial reactions &
passive PDMS
Information e Clear

e Plain English

e Non-biased full information

e Reiterate (within & over consultations)
Check understanding

Provide tools to reiterate pertinent points of tailored information

Defer direction/recommendations till later in the decision making process




Chapter 10

Implications

Suggestions in response to the study findings




Practice and policy issues

The evidence from the published literature and this study cause us to question how we should

respond. Some of the issues relate to practice and policy.
e Should we accept and define a ‘correct’ MR or an acceptable range?

The UK Department of Health previously proposed adopting BCT: MR ratios as performance
indicators of breast unit practice to discourage treatment variation.(Department of Hea

These have not been adopted so far in the UK; possibly due to the potential difficulty in defining a
‘correct’ MR or acceptable range. The ideal MR could only be established having when we know
what ideal practice is; more autonomous or more paternalistic decision making. The ideal MR or
range could then be calculated from units confirmed to provide the ideal practice. This might

prove a difficult.

Perhaps the more fundamental issue to consider is that, this is probably too simplistic a solution.
Focussing on achieving a specific numeric target would be unlikely to promote best practice or a
more patient-centred tailored approach to consultations and decision making. Target
achievement usually becomes the focus to the exclusion of other factors. We would suggest this
focus might force breast team practice away from a more tailored patient-centred approach;

especially if units are penalised for failing to achieve the target.
e Should patients only have mastectomy if breast conservation is contraindicated?

Some (like many of the low MR unit clinicians) would argue that the expert clinician should
recommend treatment plans, as patients are not equipped to receive and process the volume of
complex information required to come to a genuinely informed decision. Some clinicians are also
likely to feel strongly that patients should only have a mastectomy if breast conservation is
contraindicated We would suggest such approaches contradict current evidence demonstrating
that patients want more control over their treatment decisions and prefer a patient-centred
approach. Based on this we would suggest clinicians need to be informed this data
demonstrating individuals benefit from undergoing their preferred treatment; with improved

satisfaction, aids psychologically adjustment and reduces regret.




The way forward

The current evidence from published research and this study suggest that when there is
equivalence in many aspects of BCT and mastectomy, patients should have the opportunity to

participate in supported, but genuine decision making, as this improves psychosocial functioning

in both patient and their partners.

Previous studies have demonstrated that clinicians are often unsuccessful at gauging their
patients’ preferences,(Bilodeau & Degner 1996;Bruera, Sweeney, Calder, Palmer, & Benisch
Tolley 2001;Bruera, Willey, Palmer, & Rosales 2002;Butow, Devine, Boyer, Pendlebury, Jackson,
& Tattersall 2004;Degner, Kristjanson, Bowman, Sloan, Carriere, O'Neil, Bilodeau, Watson, &
Mueller 1997a;Gysels & Higginson 2007;Hughes 1993;Janz, Wren, Copeland, Lowery, Goldfarb, &
Wilkins 2004;Kotwall, Maxwell, Covington, Churchill, Smith, & Covan 1996,Montgomery & Fahey
2001;0'Connor, Stacey, Entwistle, Llewellyn-Thomas, Rovner, Holmes-Rovner, Tait, Tetroe,
Fiset, Barry, & Jones 2003b;Richards, Ramirez, Degner, Fallowfield, Maher, & Neuberger
1995;Rothenbacher, Lutz, & Porzsolt 1997;Strull, Lo, & Charles 1984) and the involvement and
empowering patients of patients in decision making, requires a reciprocal change in
clinicians.(Hack, Degner, Watson, & Sinha 2006;Janz, Wren, Copeland, Lowery, Goldfarb, &
Wilkins 2004;Kaner et al. 2007;Keating, Guadagnoli, Landrum, Borbas, & Weeks 2002;Lam,
Fielding, Chan, Chow, & Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz
2005, 5treet, Jr. & Voigt 1997) This may include the education of clinicians and teams regarding
patients’ preferences for involvement in decision-making and in some breast units the adopting a
new ethos. It will also require a change in consultation styles for some clinicians, from a more
prescriptive less open approach, to a more tailored flexible discussion style which encourages and
supports patients’ more autonomous decision-making. Many patients require time to acquire
knowledge, explore their preferences and make a decision. The findings also suggests the
adoption of a patient-centred approach with the implementation of shared decision making in a
flexible way, is the most appropriate route of decision making. Clinicians would provide
reassurance and non-directive information, along with a structure, time and suitable clinician
support to facilitate patient decision making. They would additionally utilise active listening skills
to tailor information and decision making experiences to patients’ preferences. They would defer
and carefully target the provision of directive information and recommendations, to the minority
who definitely do not want a role in choosing their treatment. This approach should enable

clinicians to more reliably provide recommendations based on patients’ preferences rather than




their own. It should also prevent the disempowering of the majority who can benefit from

participating in deciding their treatment.(Andersen, Bowen, Morea Stein & Baker
2009;Deadman, Leinster, Owens, Dewey, & Slade 2001:Fallowfield Hall Maguire. Baum

A'Hern 1994a;Fallowfield, Hall, Maguire, & Baum 1990;Fallowfield, Hall Maquire, Ba & A'Herr
1994b;Hack, Degner, Watson, & Sinha 2006;Kotwall, Maxwell, Covington, Churchill, Smith, &
Covan 1996;Molenaar, Oort, Sprangers, Rutgers, Luiten, Mulder, & de Haes 2004;Morris &
Ingham 1988;Morris & Royle 1987;Moyer 1997;Moyer & Salovey 1998;Schou, Ekeberg, Ruland, &
Karesen 2002;Stewart 1995;Street, Jr. & Voigt 1997;Wilson, Hart, & Dawes 1988;Wolberg 1990)

The evidence from this study and others refs also suggests if informed consent is to be achieved,
consent for treatment should only be established after an appropriate interim period of

consideration. Otherwise consent is more likely to represent (informed) compliance.

Where there is no superior treatment, implementation of the above necessitates clinicians
becoming more aware of patient decision-making styles. It may require clinicians to undergo
specific advanced communication skills training, with a focus on the provision of reassurance
while synchronously providing unbiased equipoise options with full information, incorporating
active listening skills and empowering techniques. Clear, robust, flexible support mechanisms
need to be in place to routinely assist patients undergoing decision making. Some are also likely
to need more time with both their breast teams and social support networks to work through the
process of decision-making. In some breast units the structure of the decision making process
may need adapting. For example, to provide additional routine consultations between diagnosis

and the establishing of consent, and routinely delaying consent to ensure maximal consideration.

There is evidence to suggest that the use of a Decision Support Instrument (DSI) can prove a
useful adjunct to the information and support for decision making provided by clinical teams in
consultations; assisting knowledge consolidation and option consideration.(\Whelan, Levine

Willan, Gafni, Sanders, Mirsky, Chambers, O'Brien, Reid, & Dubois 2004 The routine
incorporation of these into clinical practice might provide some of the additional support patients
require for genuine involvement in decision making and improve communication within
consultations; patient satisfaction with the process and outcome of the decision-making journey;,
and concordance between PDMS and ADMS for future patients. In a progressively target driven,
time pressurised, economically challenged healthcare system, those balancing budgets will seek

to implement cost efficient ways to support patients.




However, the implementation of methods to increase patient participation in decision making
through instruments like DSls requires a concurrent change in clinicians to avoid worsening
discordance between patients’ PDMS and ADMS; as this would risk increasing dissatisfaction and
regret. Raising clinicians’ awareness of patient DMS through education from the dissemination of
information is important. Clinicians need to be made aware of the current status of patient PDMS
and their attitudes to decision making, together with how these can impact patients’ short and
long term satisfaction, regret and adjustment. They also need to be aware of how their
consultation approaches and provision of supportive measures can aid patient decision making

and achieving a positive outcome from it.

Adopting these changes to practice uniformly should reduce the range and degree of practice

variation currently recognised.

Decision making in a changing NHS

If patients are to the come to genuinely informed decisions, rather than merely comply with their
expert clinicians, they need to be equipped and supported to receive and process large volumes of
complex information. Cancer treatment is constantly evolving. In a speciality like breast cancer,
there are an increasing variety of options available to women as new treatments and extended
treatment options are introduced; For example neo-adjuvant chemotherapy &
reconstructive/oncoplastic techniques including therapeutic mammoplasty, mini-flaps etc. An
increase in the number of options makes patient decision making more complicated; as the

details about each need to be considered. This strengthens the argument for identifying, defining

and adopting best practice.

Wider implications

Although the study was focussed on the surgical management of breast cancer in the context
where there is equipoise between the options in question, the findings may prove useful in
explaining why treatment variation exists optimise healthcare experiences in other aspects of
breast cancer treatment such as immediate and delayed breast reconstruction and in other

clinical contexts where practice variation and patients involved in healthcare decision making co-




exist; such as caesarean section rates,(Paranjothy et al. 2005) de-functioning ileostomy and
reversal rates in colorectal cancer(Koperna 2003) and the management of localised prostate
cancer.(Zeliadt et al. 2006) The reported findings could prove beneficial if applied to optimise

healthcare experiences in other clinical contexts where patients are asked to be involved in

healthcare decision-making.
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Research Questions

To what extent does mter-umt varlatlon in the surglcal treatment of breast cancer persist
after correctlon for case-mix? '

Statistical significant variation in practice remains following case-mix correction; which was more

pronounced among the smallest cancers.

Do clinician preferences influence patients’ decision making in breast cancer?

Clinicians’ preferences influence patient decision making in breast cancer. Clinicians in this study
possessed different perceptions of when patients should be involved in choosing their treatment.
They displayed a preference for a specific outcome of decision making (BCT) or a decision
making process (more autonomous patient decision making). This dictated the subgroup of
patients clinicians provided greater decision making autonomy; influencing the options provided
to patients, how information was portrayed, the time and process of patients’ decision making

experiences.

Although most patients offered the opportunity to engage in deciding their treatment wished to
do so, an unexpected minority anticipated this role. Many also described needing time to acquire
knowledge and confidence make a decision. As gatekeepers of information and time, clinicians
were able to narrow the knowledge and power disparity between themselves and patients to
facilitate more autonomous patient decision making or reinforce paternalistic expectations.
Patients undergoing more autonomous decision making described a more complex informed
process, with consideration of their preferences in the context of information about the options.

These differences were associated with variation in MRs between the breast units.

= .hé'*,-i"g}m;f gréétment' Sfuidei“"‘?s"'

The majority of clinicians operated within their units’ treatment guidelines. However, guidelines
were flexible and the different units’ clinicians interpreted them differently; specifically, when

mastectomy was not indicated on clinical grounds most low MR unit clinicians offered only BCT,

whereas the other units provided a choice of BCT or mastectomy.

The triangulated findings of the qualitative and quantitative findings of the study suggest
although treatment guidelines and patients’ cancer characteristics influenced clinicians’
consideration of the options available to individual patients, the options presented to them and

their decision making experiences, were influenced by breast units’ decision making culture with




its central ethos, underlying belief system, (including what the optimum management

comprised) and its reinforcing processes; including the process for establishing consent for
treatment.

The decision making environment generated by the clinician/unit either reinforced or

counteracted patients’ preconceptions of passivity and paternalism, and influenced the extent of

control of clinicians had over their decisions.

How s patient satisfaction with the decision making experience influenced by the above?

Satisfaction was expressed by most patients, but their reasons varied by unit. Low MR unit
patients often expressed satisfaction related to receiving the reassurance of an expert's care;
which included recommendation or direction to the ‘most appropriate’ or ‘best’ treatment. The
other units’ patients expressed satisfaction related to the tailored, patient-centred approach of
their clinicians. Many patients found the ability to select their preferred treatment a source of

satisfaction.

However a small minority who felt ‘forced’ to undertake a more autonomous or more passive role
than desired, voiced marked dissatisfaction. This was exacerbated among active decision makers

who in addition did not undergo their preferred treatment.

Primary End Point

 breastcancerinTrent.

MR variation is genuine; not an artefact of case-mix and caseload. It is largely due to clinicians’
beliefs and preferences which combine to produce a unit ethos and define a decision making
culture within breast units. These determine which groups of patients clinicians provide genuine

treatment options to, and the form of decision making provided; facilitative to more autonomous

patient decision making or directed/paternalistic; sustaining patients’ continuing acquiescence.




Closing statement

The shift in modern healthcare provision and decision-making from a patemalistic to a shared

model is based on reported evidence of improved psychological outcomes and satisfaction

among patients.(Hack, Degner, Watson, & Sinha 2006;Janz, Wren, Copeland. Lowerv Goldfart

& Wilkins 2004;Keating, Guadagnoli, Landrum, Borbas, & Weeks 2002:Lam Fielding, Chan

Chow, & Ho 2003;Lantz, Janz, Fagerlin, Schwartz, Liu, Lakhani, Salem, & Katz 2005) Therefore
2 g = e =i l

in clinical contexts where the available options offer no definitive superior clinical benefit, patient

preferences are prioritised. This is enshrined in guidelines (Association of Breast Surgery at BASO
2009;General Medical Council 2008;Kaufmann, Morrow, von, & Harris 2010;National
Collaborating  Centre for Cancer 2009;Scarth, Cantin, & Levine 2002b) and
legislation.(Department of Health 2009;Nattinger, Hoffman, Shapiro, Gottlieb, & Goodwin
1996;Nayfield, Bongiovanni, Alciati, Fischer, & Bergner 1994) Women diagnosed with early

invasive breast cancer are typical of this group and can be offered the choice between BCT or

mastectomy as their primary surgical treatment.

This study was set against the backdrop of persistent widespread variation in MRs, despite the
call for patients to be offered treatment options where possible, with no clear explanation for this
practice pattern. Employing an inductive process and a mixed methodology, multi-perspective
approach, the study investigated variation in hospital breast unit MRs from the key stakeholder
perspectives (patient, specialist doctor and BCN) in a single UK region. The study design and
findings reflect the complexity of communication and decision making in healthcare. The study
reports new findings of the interface between patients and clinicians engaging in treatment
discussions and decision making and offers potential explanations for variation in practice. It adds
to the existing evidence and provides further information, permitting a fuller description of the
prelude to and interface between, patients and specialist clinicians in situations where patients

are given choices and treatment varies.

In the region studied, informed consent and (informed) compliance were associated with
treatment variation. Lower MRs were associated with the provision of genuine decision making
opportunities to a narrower subgroup, and the uptake of BCT reduced with shared informed
decision-making. These findings defy the conventional assumption that higher BCT rates arise

from a more fully informed group of patients being permitted to choose their own treatment. In

this region,




Breast clinicians as individuals and as a speciality need to be challenged about what the standard
of care or optimum management is for this group of patients; and having considering the
evidence, decide whether patients benefit most from being involved in selecting their treatment
in the majority of cases, or whether clinicians are the most appropriate stakeholders to make
these decisions. Other studies demonstrate the lack of conclusive evidence of the superiority of a
specific operation(Fisher, Anderson, Bryant, Margolese, Deutsch, Fisher, Jeong, & Wolmark
2002;Pockaj et al. 2009;van Dongen, Voogd, Fentiman, Legrand, Sylvester, Tong, van der, Helle,

Es= | - A | O AA
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van Zijl, & Bartelink 2000;Veronesi, Cascinelli, Mariani, G
2002) but distinct differences between the two options,(Arndt, Stegmaier, Ziegler,

2008;Clarke, Collins, Darby, Davies, Elphinstone, Evans, Godwin, Gray, Hicks, James, MacKinnon,

McGale, McHugh, Peto, Taylor, & Wang 2005;Early Breast Cancer Trialists' Collaborative Group

....... &

2002;Irwig & Bennetts 1997;Jatoi & Proschan 2005;Moyer 1997;Pockaj, Degnim, Boughey, Gray,
McLaughlin, Dueck, Perez, Halyard, Frost, Cheville, & Sloan 2009;van Dongen, Voogd, Fentiman,
Legrand, Sylvester, Tong, van der, Helle, van Zijl, & Bartelink 2000) differences in patients’
preferences, and convincing evidence of the benefit of involving patients in treatment decision
making. In the light of this study’s findings and existing evidence, we suggest MRs per se cannot
be considered accurate reflections of quality in patient care, and that the rates of specific surgical
procedures should not be the focus for improvements in healthcare service delivery and disease
management in breast cancer. We suggest the focus should remain on the provision of choice to
patients; even though this may result in some units’ MRs increasing. Echoing wider societal
changes, patients’ expectations for decision control in medical care and their views of experts, are
likely to change over time. Increasing accessibility of information through the internet and social
networking is likely to mean that patients diagnosed with breast cancer in the future, arrive at
their diagnosis expecting to choose their treatment, and possessing more information to do so. If
this happens clinicians adopting more directive or paternalistic consultations and decision making
approaches may find their patients less satisfied with their care; where currently, due to patients’
low or non-existing expectations of decision control, most feel satisfied and reassured by their

experts deciding what is ‘best’ for them.
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Future research




The findings of this study contributed to the development of BresDex, an interactive web-based
Decision Support Instrument for women with breast cancer; providing patients given a choice of
surgery with a supplementary and independent tool to aid the assimilation of information and
guide those to explore their preferences and options. This research study was funded by Cancer
Research UK and developed by The BresDex group; comprising; Professor Malcolm Reed and Lisa
Caldon from the Academic Unit of Surgical Oncology, University of Sheffield; Professor Glyn
Elwyn, Professor Adrian Edwards and Dr Rhodri Evans from the Centre for Health Sciences
Research at Cardiff University; Dr Joan Austoker and Dr Alison Clements from the Department of
Primary Health Care, the University of Oxford; and Mrs Julietta Patnick from NHS Cancer
Screening Programmes. The Decision Support Instrument will shortly be available through NHS

direct.

Expanding the observational audit performed in this study to examine individual breast unit
practice at a national level, incorporating both screening and symptomatic data collected by the
newly/imminently changing National Cancer Registries. Performing case-mix adjustment similar
to that adopted in this study, with the addition of screening vs. symptomatic route of detection.
This would permit the understanding of how much real variation in practice there is in the UK
nationally; how much is attributable to chance (in units with low volume practice), cancer
characteristics and route of detection. The analysis could incorporate other unit factors such as
type of unit (screening unit vs symptomatic vs. mixed, teaching hospital vs. district general
hospital), workload, patient-clinician ratio; geographic area/mean deprivation scores etc.

provided such data is available.

Expansion of the DCE to breast clinicians on a national level would permit the further elucidation
of clinician beliefs and preferences; which this study has demonstrated are associated with
clinicians’ approach to consultations and decision making. One of the limitations of the study
presented here is the relative deficiency of female doctors of all occupational subgroups and the
non-consultant grade specialist clinicians as a whole. Including greater numbers of these would
assist further understanding of the influence of gender and occupational role on clinician
preferences. Such issues are particularly important; as the female consultant group should
increase over time consistent with changes in medical school applications women entering

surgical specialities; and the non-consultant grade workforce may also increase in the future.

If breast clinician belief and preference data can be linked with their units’ breast cancer outcome

data, then the data provided by these two studies would permit the analysis of consultants’ case-




mix adjusted practice styles against their preferences. If possible, the data would be analysed at
individual consultant level as well as clinical team level by aggregating clinician preference data at
each unit and exploring how this is associated with patients’ outcome/surgery choice. For
example with three clinicians at a breast unit we would have to aggregate their three individual
DMS into a single style and use this in our analysis. By using multilevel modelling on groups of
consultants with similar practice patterns and preference demonstrations the study should

achieve sufficient power to examine these relationships.

One of the limitations of this study is that though there was demonstrable variation in practice in
the region and the units studied represented high, medium and low MR at a regional level,
although our low MR unit represents outlying low MR unit practice nationally, the Trent region did
contain a unit representative of very high MR rate practice nationally. Conducting a similar study
to the one performed but among breast units representing the very high end of the national MRs
spectrum (following adjustment of raw MR data for the specific units’ case-mix) would permit the
exploration of the clinicians’ and units’ ethos, beliefs, preferences and routine processes which

might differentiate the very high MR unit practice from medium and low practice.

It is recognised that the described programme of research relied on predominantly self-reported
findings. The remit of the study did not include observation of the actual consultations between
patients and clinicians. Therefore no information is provided on the subtleties of verbal versus
non-verbal communication or intended versus perceived consultation messages in this context.
Understanding decision making where there are options would benefit from further mixed
methods research into what it is about communication which determines treatment decisions
through the exploration of the subtleties of verbal versus non-verbal communication and
intended versus perceived meaning of consultation messages. One way to achieve this would be
to conduct a study involving a combination of direct observation of such consultations, together
with interviews with both clinicians and patients participating in the consultation. This could be
achieved utilising content analysis and the analysis of body language within video recorded
interviews utilising tools such as the Medical Interaction Process System (MIPS),

Ratcliffe, & Fallowfield 2000) in combination with interviews stimulating reflexivity; incorporating
the consultation participants viewing specific elements of their consultation as prompts to
facilitate exploration of the content of communication and interpretation of meaning. A
longitudinal study adopting the combination approach (including immediately prior and post to

diagnosis/initial treatment discussion, during and following treatment decision-making prior to




receiving the results of surgery and following the completion of treatment) would provide
information on the evolution of decision making and an understanding of how patients’ feelings

alter based on their experiences.

A current gap in the literature is knowledge of the longitudinal effects of more autonomous
patient decision making and directed decision making on patients. With improvements in breast
cancer survival rates information on this would be beneficial in confirming whether a particular

approach is superior in terms of medium and long patient outcomes; and the others factors

influencing these.
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APPENDIX 1.1 Funding: Cancer Research UK and Royal College of Surgeons of England

EDUCATION

15 May, 2002

Miss Lisa Caldon
288 Dobbin Hill
Sheffield

S11 7JG

Dear Lisa

Cancer Research UK Training Fellowship

CANCER RESEARCH UK e @

Cancer Research UK
PO Box 123

London WC2A 3PX
United Kidom

T 020 7242 320C
WwwLancerTesean h kerp

| am writing to give you the good news that your application for the above fellowship has been

successful.

The panel was impressed with you and your project, and with the considerable preparatory work
and commitment you have already shown. They felt that the work was ambitious, but that you
were aware of this and of the various areas where there was much for you to leam.

They wished to draw your attention to the major time commitment that writing up would entail, to

ensure you allow for this in your planning.
Congratulations and very best wishes for a successful Fellowship.
With best wishes.

Yours sincerely

NEPVN

Ms Jean King
Director of Education Funding

E jean.king@cancer.org.uk
T 0207 317 5188
F 0207 317 5304

Cancer Research UK 13 & roy stered charty No 10R9164. Repsierad s ¢ wctr pany aniled by guarantes 0 Lrglard and Wales No 1323221
R.tixm--d address, 61 _incolins livi Frelds London W 2A "X Tatron | ter Mipty The Queen

Presidents | 13} 1 The Duke of Glowrester KO GOVO and HRH Prvwess Alexand a. the Hor Lacy Cglvy Gi“{C'

Intorim Chief Exeaitive olessor And ew (4 er CBL PhD MST Mirecror General (Scionce) 51 Pad hurse MRS

Dirsctor General (Fandrising & Communicazions) 2 ofewar |G M Vie 190 TRCH
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The Royal College of Surgeons of England

35-43 Lincoln’s Inn Fields, London WC2A 3PE
T: 020 7405 3474 W: www.rcseng.ac.uk Research Board
Chairman: Professor Peter Bel] FRCS
Secretary: Martyn Coomer
tel 0207 869 6612
fax 0207 869 6644
¢-mail: mcoomer@reseng.ac.uk

13 June 2002

Miss Lisa Caldon
288 Dobbin Hill
Sheffield

S11 711G

Dear Miss Caldon,
The Royal College of Surgeons of England Research Fellowship

Project title:  Mealth care professionul fuctors influencing choice of surgery in breast
cancer :

1am delighted to inform you that your application has been successful for a College Surgical
Rescarch Fellowship. We received 143 applications and have made 21 awards; you and your
colleagues have done very well to achicve this grant amongst some very strong competition.
Would you plcase complete the enclosed form indicating your wish to accept the Rescarch
Fellowship, the title of your project and your start date, which should be no later than |
August 2002. Wc will let you know the full title of your Research I'ellowship i.e. the naine of
the donor, in the forthcoming weeks.

As you may know, your application has been reviewed by thrcc cxternal referees. Please ring
me on 0207 869 6612 for feedback which T am sure you will appreciate.

The terms and conditions of your award were outlined to you at the time of application and
have been accepted by yourself and the host institution. However, we enclose a document for
your information that we hope will clarify any queries you may have. Your salary and costs
will be administered by the host centre and invoiced quarterly in arrears to the College. You
will need (o liaise with Dr J Pursglove in the finance department of your host institution to
ensure that the department is also fully aware of your start date and salary scale. Please let
me know if you need any assistance with this. There is also a Research Training Support
Grant of up to £3000 — you and your supervisor should complete and sign the enclosed form.
The costs should then he included with the salary in arrears invoice.

We also enclose two leatlets for your information. Oue is an outline of what to expect from
your supervisor and the other offers information on our library services.

It is a condition of acceptance of the Rescarch Fellowship that you produce a final report for
the Collcge and we will contact you neaver the time with regard to this.

Advancing Surgical Standards

Registered Charity No. 212808



To assist i advertising the Research Fellowship Scheme it would be much appreciated if you
would kindly show the enclosed slide at any presentation you may give relating to this award
and please also acknowledge the College on any posters you may be producing from the
work. If you would prefer the slide sent to you via email in a Powerpoint format please ring
Bumbi Singh, Research, on 0207 869 6611 or email research @rcseng.ac.uk.

We are keen to maintain and enhance the profile of the Research Fellowship Scheme
throughout the U.K. and abroad; as part of this exercisc we need to arrange for you to be
photographed by the College photographer, John Carr. Please arrange to see John within the
next few months as it is very important that these photographs arc taken before the autumn for
fundraising purposes— he can be contacted on 020 7869 6188.

Finally, as part of the Research Fellowship we offer you the opportunity to take part in a
thrce-day Research Methods Coucse; the course is held twice a year, in October and March
usually at a site external to the College and we will be in touch with you over the summer
with the dates. Tn addition, we will invite you to be presented with your diploma at a
Diplomates Ceremony held in Januvary or July each year.

Again, many congratulations on gaining the Research Fellowship. Pleasc lct me know if Tcan
be of any further help.

Every good wish.

Yours sincerely

Mg o

Martyn Coomer
Secretary
Research Board

Enc. ~ Form, Supervisor information, library services, terms and conditions and slide.

Copy to: Mr M Reed
Dr J Pursglove
Mr P Mason, Finance Department, RCS
John Carr, RCS, Photographic Department
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APPENDIX 1,2 Certificate of insurance

UNIVERSITY OF SHEFFIELD

DEPARTMENT OF FINANCE
. To Lisa Caldon Date 26-Jun-03

Department Academlc Palliative Medicine Unit

Certificate of Insurances (non clinical trial)

Trial Number NCTO02/433

Department Academic Surgical Oncology Unit &
Academic Palliative Medicine Unit

Title of Trial Patient and Professional factors influencing the choice of surgery
in the management of Breast Cancer

Name of Investigators  Prof M W R Reed, Lisa Caldon
Mr David Wilde, Prof S H Ahmedzai

Commencement Date  Jun-03

The University has in place insurance against liabilities for which it may be legally liable
and this cover includes any such liabilities arising out of the above research project/study

=

C.F. Jackson , Financial Accountant (Insurances)

Please Note 1. If not already provided please forward a copy
of the Ethics Committee Approval as soon as possible

2. A record of the names of all participants
copies of signed Consent Forms and G.P.'s
approvals should be retained by the Department.

NCT



APP ini
ENDIX 1.3 Non-NCTI Clinical Trial registration acceptance

NCRN Coorcinaling Cortre

(SN
(\Q'Q ’ Arinington House
K(_(&\\\(kéb gton Housc

Cookridge Hosoital
Hospital Lane
Leeds LS16 QB

Tel: 0112 3924083
Fax: 0113 3924032
WY/W NCrN.org.uk

Email: ncrn @canceanced.leeds ac.uk

Direct line 0113 392 4046
e-mail m.stead@cancermed.leeds.ac.uk

Our ref: MS\P\General\Maxine SteadTrigls edoption\Local studies\Letters round 3\LIsa Caldon 17 Oct 03.doc
9oL

Miss Lisa Caldon

Academic Surgical Oncology Unit

Division of Surgica! Sciences (South)

Section of Surgical and Anaesthetic Sciences

Royal Hallamshire Hospital

Glossop Rd

Sheffield S10 2JF 17 October 2003

Dear Miss Caldon

NCRN Adoption of Non-NCRI Trials: Paticni and professiona! factors
influencing choice of surgery in the management of breast cancer: a qualitative
and quantitative study

Thank you for submitting an application form for the above study for adoption into the
NCRN porifolio. | am pleased to inform you that the NCRN Adoption Committee have
accepted the study into your local NCRN portfolio.

The study will shortly be added to our database, which can be accessed via our web

site at www.ncrn.org.uk. Laurence Truman, our Senior Data Manager,<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>