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ABSTRACT

Background: No documentation currently exists that provides health professionals with
training in Shared Decision-Making (SDM) for breast cancer screening. We have therefore
developed a handbook and clinical practice guide to this topic, based on the Three-talk model.

Objective: To evaluate a handbook and clinical practice guide aimed at healthcare
professionals, focused on the application of Shared Decision-Making to breast cancer
screening.

Design: A study using Delphi methodology in three rounds of questions. The 20 participants
were SDM experts and health professionals who provide care for women in the field of breast
cancer prevention in Spain. The criterion established for consensus was a coefficient of
concordance (Cc) above 75, for questions using a Likert scale of 1 to 6 with a cut-off point
equal to or greater than 4.

Results: Participants considered the Three-talk model suitable for the screening context. The
handbook’s sections and level of detail were considered satisfactory (Cc=90). The summary
provided by the clinical practice guide was considered necessary (Cc=75), as was the self-
assessment tool for professionals (Cc=85). Content was added: addressing the limitations of
the SDM model; extending the number of example dialogues for health professionals to three;
providing supplementary resources on using Patients Decisions Aids (PtDAs) and adding
references on communication skills.

Conclusions and aplications: The first handbook and clinical practice guide providing unique
SDM support material for health professionals have been developed. Both aim to familiarise
professionals with the SDM model, thereby fostering women’s participation in the decision on
whether to be screened for breast cancer. The evaluation concluded that the handbook is useful
and innovative but, to facilitate implementation, practical strategies and a plan for piloting it
are needed.

Keywords: Shared Decision-Making; breast cancer screening; health professionals.
STRENGTHS AND LIMITATIONS OF THIS STUDY

- Development of a handbook and a clinical practice guide to Shared Decision-Making for
breast cancer screening.

- Adaptation of the Three-talk model to breast cancer screening.

- Participation of professionals in validating the design of the support materials.

- Facilitating the application of a person-centred model to the screening context.
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BACKGROUND

Breast cancer (BC) screening programmes have undergone extensive development in the
European Union over the past few decades (1). The aim of these programmes is early detection
of malignant tumours in women (2). Screening is the most effective type of examination
identified to date. Its main benefit is reducing mortality (3) and improving survival of women
aged over 50 years (4). Of every 200 women who receive screening mammograms every two
years, aged between 50 and 69 years, one woman is saved thanks to early detection of the
tumour (5). Nevertheless, like any clinical tool, it has adverse effects: false positives, false
negatives and overdiagnosis that, in term, is associated with overtreatment (5-9). It is still not
possible to determine which women will experience the positive and negative effects of
screening, and to what extent. The Shared Decision-Making model therefore enables health
professionals and women to deliberate over the best choice on the basis of scientific evidence,
and women’s preferences and values, in order to come to a shared decision in contexts of
uncertainty (10-11).

In Spain, the public BC screening programme has been active since the 1990s (12). The
programme currently falls under the Oncology Master Plan (Plan Director de Oncologia) in
Catalonia (13). However, while there are strategies for incorporating women’s values and
preferences into the decision on whether or not to have the examination, there is no associated
framework on how to put them into practice (14). For BC screening, the Breast Cancer
Detection Programme (Programa de Deteccion del Cancer de Mama) sends women between
50 and 69 years a letter informing them of the time and date at which they should attend their
local centre to have a mammogram (15). The programme achieves a high level of coverage,
but it fails to incorporate an opportunity for the woman and the professional to exchange
information and enter into dialogue on the decision.

In order to promote the women’s participation, several research teams have developed projects
that involve women in making the decision on screening. In 2017, Toledo-Chavari and
colleagues created a Patient decision aids (PtDAs) (16) (Annexes 1), consisting of a trifold
leaflet that provides balanced information on the benefits and adverse effects, for the
professionals and women to use during the clinical consultation. However, on the basis of the
barriers and enabling factors cited in the literature (17-19), the researchers decided that it was
not enough to use the PtDAs alone, concluding that SDM training material aimed at health
professionals was also needed.

Working within the framework of the ProShare Study, our research team has therefore
developed a handbook (Annexes 2) and clinical practice guide (20) (Annexes 3) aimed at health
professionals who have direct relationships with women. These documents provide guidance
on performing SDM in BC screening and on how to progress towards professional practice that
promotes the active participation of women.

According to the literature, SDM in BC screening requires at least three elements: providing
the patient with information and education, interpersonal communication between doctor and
patient, and a decision (21). Given its inclusion of these three elements, it was decided to use
the Three-talk model, adapting its three steps to BC screening: 1) Team talk; 2) Option talk and
exploring preferences; 3) Decision talk (22).
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METHODS

Delphi Methodology

A Delphi study was conducted. Delphi methodology enables experts to reach agreements on
specific topics through intuitive thinking, in a virtual, anonymous and confidential space.
Experts meet under these conditions when it is difficult to meet in person due to economic,
geographic or time-related constraints (23-24). According to the literature, experts can be
grouped into two broad categories: Subjects (Su) — people who would use the instrument in
their profession; and Specialists (Sp) — people who have knowledge about the subject due to
their academic and/or professional experience (23-24).

Participants

The handbook and clinical practice guide, entitled ‘The participation of health professionals in
Shared Decision-Making in breast cancer screening’ (La participacion de los profesionales de
la salud en la Toma de Decisiones Compartida en el cribado de cancer de mama) (Appendix
2) (20), were developed by the ProShare research team. The first version was produced with
the participation of three researchers with experience in Shared Decision-Making and BC
screening, who acted as external reviewers, and two health professionals, who produced the
plan for piloting the questionnaire online (using a Google form).

The inclusion criteria for participants were as follows:

- Subjects: a) health professionals, preferably from primary care services, who provide
direct care to women through breast cancer prevention activities, and b) who have at
least five years’ experience (25) in the Spanish health system.

- Specialists: a) international-level researchers whose research career has focused on the
Shared Decision-Making model, and b) who are proficient in Spanish (given that the
handbook has been produced in this language). Preference was given to individuals who
had developed educational support material for professionals.

Sampling
Two sampling strategies were used to recruit participants: convenience sampling for the health
professionals and snowball sampling for the specialists.

Recruitment
Invitations were sent by email to 43 potential participants, 30 of whom accepted.

Data collection

Three rounds of questionnaires were administered between July and October 2020. The aim of
the questionnaires was to evaluate the usefulness of the topics, relevance of the content and
document design. In the first and second rounds, open questions were given, using a Likert
scale of 1 to 6, in which 1 was ‘completely disagree’ and 6 was ‘completely agree’. In the last
round, responses were dichotomous. The second and third rounds (R2 and R3, respectively)
were developed on the basis of the elements about which no agreement had been reached in
the previous round.

Data analysis

The researchers (MJH-MC-MJP-NC-AC) analysed participants’ responses at the end of each
round, considering responses whose score on the Likert scale was 4 or above to be positive.
Agreement was determined to be reached when the coefficient of concordance (Cc) was greater
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than 75 (26). For R3, the criteria established by Martinez (2003) were considered in order to
bring the Delphi process to a close (27).

This research was approved by the Medicinal Product Research Ethics Committee (CEIm) of
the Institut d'Investigaci6 Sanitaria Pere Virgili (Pere Virgili Health Research Institute).
Informed consent was secured, which stated that participants accepted the conditions of
participation upon agreeing to respond to the questionnaire. These conditions specified that
responses were confidential and would only be used for the purposes of this research.

RESULTS

Of the 30 professionals who initially agreed to participate, 20 (66.6%) went on to respond in
the first round (R1), 16 (53.3%) in the second (R2) and 17 (56.6%) in the third (R3) (Figure 1).
In R1, the mean age of the experts was 46.6 years (SD 10.25), 75% were female, 65% were
doctors, 70% worked in the public sector and they had an average of 19 years’ (SD 9.69)
experience (Table 1).

Figure 1: Flow diagram of participation in each round
Table 1: Characteristics of the participants

Round 1

R1 was designed to achieve two objectives: evaluating the content and the design of the support
material. For this purpose, participants were asked 33 Likert-scale questions, 1 multiple-choice
question and 6 open questions on the handbook and were given 2 Likert-scale questions and 4
open questions on the clinical practice guide (Table 2).

Table 2: R1 responses

A Cc greater than 75 was recorded for 32 of the Likert-scale questions and the minimum Cc
was not reached for only 3 of them. These questions concluded that Figure 5, entitled ‘Flow
diagram of the Early Detection of Breast Cancer programme’, was clear (Cc=60) and useful
(Cc=70). The same applied to the question that determined Figure 6 — Team talk (page 34) —
to be clear (Cc=75). These questions were incorporated into R2.

In the multiple-choice question, participants were asked which section of the handbook should
be edited: 10 responded ‘none’; 5 chose the section entitled ‘Which skills or competencies do
health professionals need?’; 3 selected the ‘Screening programme’ section, and 2 chose the
‘Introduction’.

In their open responses, most participants considered the initiative to be positive and thought
that it would enable health professionals to access information on SDM through use of the
Three-talk model in BC screening (Box 1). However, one of the participants suggested using
the Agency for Healthcare Research and Quality model.

Box 1: Response to the question: Are the steps based on “Three-talk” suitable for the
application of SDM in breast cancer screening? Please explain briefly
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P3 (R1): Yes, it shows how the health professional can implement SDM in a three-step
process in a brief, practical and easy-to-read way. It describes the characteristics that
differentiate each step, and specific examples of implementation in breast cancer
screening.

The participants also provided some suggestions to modify the handbook. The most frequently
cited concerned the length of the handbook, recommending reducing the content (Box 2) and
incorporating example dialogues, communication skills (Box 3) and instructions for using the
PtDAs. The comments were incorporated into the questions in R2.

Box 2: Response to the question: How would you improve the elements selected in the
previous question?

P7: I think that the handbook is very long, which may reduce motivation to read it.

P6: Very long and it doesn’t show how to use the tool.

Box 3: Response to the question: What other content would you include in the clinical
practice guide?

P3: Provide more information or example dialogues on how to use communication
skills. This last [point] if the health professionals don’t have a grounding or training
in active listening, motivational interviewing, empathy, reflection, etc.

P10: I'd go into greater depth on relationship-building skills and give a few links to
where they can find exercises to train themselves [in this].

Finally, in response to the question on whether the dialogues in each step represent their
objective, most participants agreed (‘Team talk’ step, n=10; ‘option talk’ step, n=7; ‘Decision
talk’ step, n=12) and made suggestions on the wording of the dialogues. Suggestions were also
made to adapt the name of the original the Three-talk steps to one that was more representative
of the screening context. All the suggestions were incorporated into R2 to be approved or
rejected by the other participants.

Only one of the questions evaluating the clinical practice guide did not reach the minimum Cc
established: ‘Do you consider a guide that concisely summarises the SDM steps to be
necessary?’ (;Cree necesaria una guia que resuma de forma rapida las fases de la TDC?)
(Cc=75). This question was incorporated into R2. In the open questions, the participants
suggested changing the wording of the step 1 dialogues (n=3) and incorporating a review of
communicative skills (Box 4); the same applied to step 2, but participants added a comment
about using relative risks instead of absolute ones (n=1) (Box 5).

Box 4: Response to the question: What elements would you change in step 1: ‘Team talk’?

P3: I'd include a few reviews, such as [on] active listening and deliberation. Perhaps
using a phrase like ‘Remember to pay close attention and give assertive responses
(active listening), and to think the options through carefully for the decision
(deliberation)’.
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Box 5: Response to the question: What elements would you change in step 2: ‘Option
talk?

P15: Change relative risks to absolute risks.

They also proposed: eliminating the definition of SDM for step 3 in the guide (n=4),
incorporating a brief clarification noting that women may also consult other people for support
with making the decision (n=3) and mentioning the possibility of reversing the decision (n=4)
(Box 6). Between 6 and 8 people stated that they would not makes any change to steps 1, 2 or
3.

Box 6: Response to the question: What elements would you change in step 3: ‘Decision
talk’?

P11: I'd add the possibility of reversing the decision; 1'd take out the explanation
about SDM.

Finally, in the last question — ‘What other content would you include in the clinical practice
guide?’ — the participants reiterated the need to include a review of communication skills (n=3)
and one of them proposed changing the self-assessment to use either the ASQ3 or the
CollaboRATE instrument.

Round 2

R2 was structured around the open-question responses and included the elements about which
agreement had not been reached in the previous round. Thirteen Likert-scale questions, 5
multiple-choice question and 6 open questions were produced on the handbook. For the clinical
practice guide, 2 Likert-scale questions and 5 open questions were included (Table 3).

Table 3: R2 responses

Of the 13 Likert-scale questions, only 3 reached a score of Cc>75. These underlined the need
to: reduce the length of the handbook (Cc=81.3), create a clinical practice guide to accompany
the handbook (Cc=81.3), and mention the possibility of reversing the decision in the follow-up
plan (Cc=87.6).

The closed questions included the following — ‘Which elements of the handbook would you
shorten?’ (;Qué elementos reducirian del Manual?) — to which the two most significant
answers were the ‘Introduction’ (50%) and ‘None’ (31.3%). Following the comments made in
the previous round, alternative formulations of the example phrases for the dialogues in each
the Three-talk steps were given, as well as a change of name for step 2 to ‘Option talk and
exploring preferences’ (Plantear opciones y explorar preferencias), on which consensus was
reached (81,3%).

In their responses to the open questions, those who considered the proposed dialogues not to
be representative of the steps had the opportunity to suggest how they could be reworded.
Finally, participants were able to include their final comments on the handbook and the clinical
practice guide. Most had no further suggestions for either document, but some participants
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included comments about shortening the handbook (Box 7) and including this material in
clinical practice guides, in order to improve implementation (Box 8).

Box 7: Response to ‘Provide your final comments on the handbook’

P10: None, the idea of including appendices on communication skills for the health
professional, and on the screening tests for the women, seems like an excellent idea to me,
to avoid making the handbook longer but offer additional tools for those health workers
and women who would like more information.

Box 8: Response to ‘Provide your final comments on the guide’

P10: Clinical practice guidelines on the preventive approach to breast cancer that includes
these points on shared decision-making would be very useful to support implementation. In
any case, I don’t think that it is a prerequisite to be able to produce the handbook that you
are working on. This handbook could be incorporated into future Clinical Practice
Guidelines (CPG).

Round 3

R3 was structured around the 10 elements about which no agreement was reached in R2. Six
questions with closed, dichotomous answers were posed in the section evaluating the
handbook, and 1 in the section evaluating the clinical practice guide, in addition to an open
question. Of these, only those proposing an improvement to the organisation of the clinical
practice guide, a change of colours and a review of cross-cutting communication skills in SDM
reached a Cc of over 75% (Table 4).

Table 4: R3 responses

Given that agreement was not reached on the Flow diagram for the Early Detection of Breast
Cancer Programme, this figure was removed from the handbook, in light of the fact that it only
applies to the region of Catalonia. The other elements about which no agreement was reached
were: the need to incorporate more examples of professional dialogues (64.7%); incorporating
information about joint responsibility for the decision (41.2%); adding information on the
limitations of the SDM model (58.8%), as well as adding supplementary resources on using
the DST (52.9%) and on communication skills and competencies (58.8%). The researchers
believed that the additional content would not entail substantial changes to the handbook and
would provide more information to professionals who are not familiar with the model, so all
these elements were incorporated into the handbook.

The texts included were developed in line with the proposals submitted by the participants in
previous rounds. For example, the following elements were highlighted in the professional
dialogues: the possibility of reversing the decision, needing more time, and accessing support
from a third person to make the decision (Figure 2).

Figure 2: Example of dialogues for the professionals to “Team talk” step

The Delphi process was brought to close in R3, taking into account the criteria cited by
Martinez regarding the elements about which agreement was not reached (27): a) the limited
number of items for which Cc>75 was not achieved (6 of the 61 Likert-scale and closed
questions); b) limited resources and time; c¢) the possibility that participants would abandon the
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study in a subsequent round, which would affect the external validity of the study. The latter
two criteria applied in the context of the COVID-19 pandemic, given that half of the
participants are health professionals who work in health centres.

DISCUSSION

The literature mentions certain barriers to applying SDM in BC screening, including limited
time in clinical appointments and health professionals’ lack of training in providing more
participatory care (19). This was the motivation for producing the first handbook and clinical
practice guide on this subject, aimed at supporting health professionals by providing them with
the essential elements for implementing SDM with women in a BC screening context.

The most relevant results included validation of the support materials using Delphi
methodology, taking into account the opinion of experts to reach agreements on editing the
design and content, as well as their recommendation to incorporate these materials into the
clinical practice guide. This validation included the possibility of adapting a generic model —
Three Talk — to one designed specifically for the BC screening context.

Of the 43 participants who were invited to respond to the Delphi questionnaires, more than half
expressed interest in the topic of the research and collaborating in it. However, only 20 of these
went on to participate in the study. This may be related to the timetabling of the questionnaires,
which coincided with the end of the first wave of the COVID-19 pandemic and the resurgence
of cases at the beginning of the second wave. In spite of this, the professionals who decided to
participate at the beginning of the process fulfilled their commitment, illustrated by the fact
that participant numbers only decreased by three between rounds, these having been lost from
the Subjects category (n=3).

Discussion between the participants

It was easy to reach an agreement on the main content elements in the first round. Regarding
the structure and development of SDM using the Three-talk model (22), which was considered
suitable for BC screening, one of the participants initially suggested using the model created
by the Agency for Healthcare Research and Quality (28). However, this alternative model
contains five steps and the model proposed by the authors, which involves fewer steps, met all
the requirements of SDM. Regarding the set of nine figures in the handbook, only one was
eliminated, and the wording of three was edited.

The participants also easily came to an agreement that the initial version of the handbook was
very long, at 56 pages. The length was due to the fact that it will be published in a pocket
edition, which is equivalent to 23 pages in a larger textbook edition. The researchers decided
to maintain the smaller format because it is more transportable, although they cut down the
content elements agreed by the participants.

For six of the items, it was not possible to reach an agreement. While agreement should ideally
be reached for all items, when a new round will not provide any more information or is unlikely
to achieve a better result, the rounds of questions may be brought to a close despite a small
number of disagreements remaining (27). The change in the formulation of the responses
between R2 (Likert scale) and R3 (dichotomous) meant that participants had to opt for one of
the options rather than rating their level of agreement with the statements, which undoubtedly
made it more difficult to arrive at an agreement.
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Certain responses to the open questions were analysed in depth by the researchers. One of the
participants in R1 suggested that the professional self-assessment method could be changed
from SDM-Q-doc (29) to Ask 3Q (30) or CollaboRATE (31). However, Ask 3Q is a
methodology for applying SDM, making it an equivalent to the Three-talk model. Given that
the Three-talk model received a positive evaluation from the participants, the change was not
made. The other tool, CollaboRATE, is designed for the patient to evaluate the professional,
which was not the purpose of this questionnaire (31). Our objective was for the professional to
be able to evaluate how he or she performs SDM, resulting in self-guided learning of this
methodology. The researchers therefore kept the original version, SDM-Q-doc, and adapted it
for screening.

The decision on the flow diagram was affected by whether participants came from the region
of Catalonia (of those living in Catalonia, 5/6 wanted to keep it, albeit improving its resolution;
in contrast, the specialists originating outside Spain (7/11) opted to remove it). Given that the
objective of the handbook is to be used in other territories, the research group decided to
eliminate the flow diagram.

The example dialogues suggesting how professionals should conduct SDM at each point in the
process were widely accepted as a fundamental part of the handbook, although no consensus
was reached on whether to include more example dialogues for each steps (Su=4/6; Sp=7/11).
While Cc>75 was not reached, a larger proportion of both groups advocated providing more
examples. This may be directly related to the fact that both groups believed that SDM training
for health professionals is still incomplete. Some of these participants therefore called for the
handbook to provide more support, giving professionals greater confidence in implementation
through use of the aforementioned dialogues. The same conclusion can be made regarding the
decision to include more bibliographic references on communication skills and relationship-
building competencies (Su=3/6; Sp=7/11) and on including information about PtDas (Su=5/6;
Sp=4/11). In the latter case, the results differed between the two groups: most of the Subject
participants wanted to add information on these tools, perhaps highlighting their lack of
knowledge about them or training in their use, while the Specialists did not consider their
inclusion to be as relevant, due to their familiarity with the tools.

How to improve the application of SDM to screening

While 83% of the health professionals expressed a high level of interest in promoting Shared
Decision-Making during the clinical encounter (32), they recognised their lack of training in
the SDM model as one of the most significant barriers to its implementation in the screening
context (19).

A review of the training that health professionals receive confirmed our belief that there is a
lack of strategies able to familiarise health professionals with this model. In Spain, the topic
has been introduced into medicine and health-related degree programmes (33-36). However, it
is not framed precisely within a SDM model, but is closer to communication or clinical
communication skills, which have been used interchangeably as equivalents to the model. The
level of detail and the strategies used in this training are also unknown. Most training in SDM
is acquired in postgraduate-level study aimed at doctors and nurses (37), whereas particular
attention should also be paid to health workers in primary care (including support and technical
staff, as well as clinicians), who provide person-centred healthcare in a holistic manner (38).
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Experts in SDM have argued that it is necessary to prioritise adapting curricula to consolidate
this training, by emphasising education in communication skills and the accreditation of these
competencies (39), within the framework of a horizontal care model. Additionally, experts
highlight the need to create partnerships between universities and interdisciplinary research
groups to develop this material (39).

Experts also recommend training methodology based on practical activities such as role plays,
as well as working in small teams of six people, training of over a day in length, and providing
constructive feedback on students’ capacity to express empathy, give assertive responses,
engage in active listening, and other skills (40). This handbook and clinical practice guide
therefore include dialogues and specific examples of how to apply them. This will serve as
reference material supporting an initial grounding in SDM for professionals who have not
received formal training in this subject, and as supplementary material for those who have,
enabling them to apply the skills and competencies acquired in the specific context of BC
screening.

The final structure of our document responds to the need described in the preceding paragraph
and highlighted by the participants in the Delphi study.

Given the change of paradigm that SDM entails, all measures that help familiarise professionals
with SDM are important. For example, adding a section into Clinical Practice Guidelines
(CPG) on how to include the patient in decision-making, thereby coordinating evidence-based
practice with SDM (41), may be useful. Patients may even participate to some degree in its
development, as is current practice in such organisations as the National Institute for Health
and Clinical Excellence (NICE) and the Scottish Intercollegiate Guidelines Network (42). In
this sense, our proposed handbook and clinical practice guide, as well as the PtDas whose
quality has already been evaluated and certified by international organisations such as The
Ottawa Hospital (43), may be considered complementary materials.

LIMITATIONS

The main limitation of the study was participant recruitment, which is a typical constraint. It
was a particular problem in this case, given that the empirical work coincided with the
successive waves of the COVID-19 pandemic, hindering the active participation of some
professionals who had initially agreed to participate in the study. Despite this, there were fewer
withdrawals from Round 2 onwards than might have been expected in the circumstances.

The change in the formulation of the R2 (Likert scale) and R3 (dichotomous) responses may
have made it more difficult to reach the established minimum Cc for agreement. Nevertheless,
with reference to Martinez (2003) (27), the research team determined that one more round
would not have provided any added value to the results, for the reasons described in the
preceding sections. Nevertheless, the decision made regarding those elements about which no
agreement had been reached did not significantly affect the participants’ opinions regarding
the basic concepts on which the initial questionnaire was based.

Finally, it should be noted that a systematic literature review (2018) showed that more research
is still needed to determine the real impact that training interventions have on health
professionals regarding SDM, given that the level of certainty of the studies was low or very
low. In this research, professionals who had received standard training were compared with
those who had been trained in SDM; from the 15 studies, it was concluded that the results for

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

Page 12 of 83



Page 13 of 83

oNOYTULT D WN =

BMJ Open

patients’ satisfaction, knowledge, decision-related conflict, regret, level of health and quality
of life differed little or not at all (37). In spite of this, the demand for information and training
expressed by this study’s participants leads us to believe that this first handbook aimed at health
professionals for implementation in a BC screening context will help bring clarity to the
healthcare model centred on patients and their needs and preferences. However, we have also
noted the need to expand training in SDM and develop empirical strategies to facilitate its
implementation.

CONCLUSION

A horizontal relationship between patients and health professionals enables person-centred care
to be delivered, in which that person is considered a protagonist in the decisions made about
his or her health. This has been recognised by several governmental organisations and
incorporated into discourse and strategies. However, the practical application of this model is
an area in which progress has yet to be made. The handbook and clinical practice guide
therefore aim to familiarise professionals with the model, helping them to engage women in
the decision of whether have BC screening or not. The results obtained enable us to conclude
that, in order to be applied as public policy, a pilot study with health professionals is needed,
which should be supplemented by formal training in SDM.
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TABLES

Table 1: Characteristics of the participants

Variable Round 1 Round 2 Round 3
N % N % N %
Sex Female 15 75 12 75 13 76.47
Male 5 25 4 25 4 23.52
Total 20 100 16 100 17 100
Age range (years) 31-40 7 35 7 43.75 |7 41.17
41-50 6 30 4 25 5 29.41
51-60 5 25 4 25 4 23.52
61-70 2 10 1 6.25 1 5.88
Total 20 100 16 100 17 100
Ownership of the affiliated Public sector 14 70 11 68.75 | 11 64.7
institute, health centre or Private sector 6 30 5 3125 | 6 35.29
research site Total 20 100 16 100 17 100
Profession Nursing 4 20 2 12.5 3 17.64
Medicine 13 65 11 68.75 |11 64.7
Psychology 1 5 1 6.25 1 5.88
Other 2 10 2 12.5 2 11.76
Total 20 100 16 100 17 100
Specialty Famlly.and community medicine 14 70 1 6375 | 12 70.58
or nursing
Public health 1 5 1 6.25 1 5.88
Gynaecology 1 5 1 6.25 1 5.88
Endocrinology 1 5 1 6.25 1 5.88
Research in health services 1 5 1 6.25 1 5.88
Content development for Decision
Support Systems for Healthcare ! > ! 6.25 ! >-88
None 1 5 0 0 0 0
Total 20 100 16 100 17 100
Experience (years) 6-10 6 30 6 37.5 6 35.29
11-20 6 30 5 3125 | 6 35.29
21-30 6 30 5 3125 |5 29.41
31-40 2 10 0 0 0 0
Total 20 100 16 100 17 100
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Table 2: R1 responses

Development of support material for health professionals who are implementing Shared Decision-Making in breast cancer screening: Validation using Delphi

Section Questions using a Likert scale of 1 (Completely disagree) to 6 1 2 3 4 5 6 Cc*
(Completely agree)
1. The sections of the handbook are effective for understanding | 0 5 5 10 | 55 25 90
the application of SDM to breast cancer screening
4. The ‘Contents’ section is suitable for this handbook 0 5 5 5 35 50 90
5. The ‘Objective of the material” section is suitable for this 0 5 0 5 30 60 95
handbook
. — Py — -
6. The “Who is it aimed at?’ section is suitable for this 0 5 0 10 |35 50 95
handbook
7. The ‘Introduction’ section is suitable for this handbook 5 10 0 10 | 45 30 85
- T —— o —
8. Ths.e Shared Decision-Making: What is it?’ section is suitable 0 5 5 10 |40 40 90
for this handbook
9. The ‘Shared Decision-Making: Why is it important?’ section
is suitable for this handbook 0 > 0 3 4 4 95
10. The ‘Shared Decision-Making: ‘What skills or
competencies do health professionals need?’ section is suitable | 0 5 5 35 |35 20 90
for this handbook
11. The ‘Shared Decision-Making: What do patients think?’
section is suitable for this handbook 0 10 0 10135 4 20
12. The ‘Shared Decision-Making in breast cancer screening:
The screening programme’ section is suitable for this handbook 0 10 10 3 30 4 80
13. The ‘Shared Decision-Making in breast cancer screening:
Implementation of SDM in breast cancer screening’ section is 0 5 0 5 45 45 95
. suitable for this handbook
Evaluation of ™y, Ghared Decision-Making in breast cancer screening:
the Handbook | ge1f assessment of the SDM process’ section is suitable for this | 0 10 10 10 | 35 35 80
on Shgred handbook
l\l?lelc(l’smr'l— 15. The handbook provides the minimum content on SDM in
B a 1gg n breast cancer screening that health professionals should be 0 5 0 20 | 50 25 95
rga“ ancer | familiar with
creening 16. The content of the handbook is sufficiently detailed 0 5 5 5 [35 [50 [90
19.a. Figure 1: Models of healthcare (page 14) is useful 0 0 10 15 |30 45 90
19.b. Figure 1: Models of healthcare (page 14) is clear 0 0 15 10 |20 55 85
20.a. Flgure 2: Role of the participants in the clinical encounter 0 5 5 10 |35 45 90
(page 15) is useful
20.b. Flgu.re 2: Role of the participants in the clinical encounter 0 5 5 15 130 45 90
(page 15) is clear
.21.a. Figure 3: Elements of Shared Decision-Making (page 16) 0 0 10 20 |25 45 90
is useful
i251(.:1:1)é§r1gure 3: Elements of Shared Decision-Making (page 16) 0 0 5 20 |25 50 95
22.a. Figure 4: Communication skills (page 21) is useful 5 0 10 30 |15 40 85
22.b. Figure 4. Communication skills (page 21) is clear 0 0 10 20 |25 45 90
23.a. Figure 5: Flow diagram Qf the Early Detection of Breast 5 5 20 15 120 35 70
Cancer programme (page 27) is useful
23.b. Figure 5: Flow diagram Qf the Early Detection of Breast 10 10 20 15 115 30 60
Cancer programme (page 27) is clear
24.a. Figure 6: Team talk (page 34) is useful 10 5 0 30 | 25 30 85
24.b. Figure 6: Team talk (page 34) is clear 10 0 15 20 | 25 30 75
26.a. Figure 7: Option talk (page 36) is useful 5 5 0 30 |40 20 90
26.b. Figure 7: Option talk (page 36) is clear 5 0 10 45 | 15 25 85
28.a. Figure 8: Decision talk (page 38) is useful 0 5 10 5 35 45 80
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28.b. Figure 8: Decision talk (page 38) is clear 0 0 5 15 |30 50 95
1312)(:;;lflgure 9: Shared Decision-Making steps (page 39) is 0 0 5 20 |25 50 95
30.b. Figure 9: Shared Decision-Making steps (page 39) is clear | 0 0 10 35 110 45 90
31. Does its design (colours, images) make the handbook easier
to read for an SDM professional? 0 0 > 200133 40 95
Closed questions Options | Percentage (%)
a) Front cover 0
b) Objective of the material 0
¢) Who is it aimed at? 0
d) Introduction 10
e) Shared Decision-Making: What is it? 0
f) Shared Decision-Making: Why is it important? 0
g) Shared Decision-Making: What skills or competencies do 25
2. Which section of the health professionals need?
handbook do you think h) Shared Decision-Making: What do patients think? 0
should be changed? i) Shared Decision-Making in breast cancer screening: The 15
screening programme
j) Shared Decision-Making in breast cancer screening: 0
Implementation of SDM in breast cancer screening
k) Shared Decision-Making in breast cancer screening: Self- 0
assessment of the SDM process
1) None 50
Total 100
Evaluation of | Questions using a Likert scale of 1 (Completely disagree) to 6 1 2 3 4 5 6 Cc*
the Clinical (Completely agree)
Practice Guide: | 1. Do you think that a clinical practice guide concisely
Implementation ising the SDM steps is necessary? 0 15 10 > > 65 75
pleme summarising p ry
of SDM for 6. Is it useful to incorporate the Self-assessment section in the
Health 8 o teorp 0o |s 10 [25 |25 |35 |85
Professionals clinical practice guide?
*Ce= (177 )x100

For consensus, a Coefficient of Concordance (Cc) >75 was used. Vn = Number of negative votes (score of less than 4); Vt =
Total number of votes (n=6)2.
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Table 3: R2 responses

Development of support material for health professionals who are implementing Shared Decision-Making in breast cancer screening: Validation using Delphi

Section Questions using a Likert scale of 1 (Completely 1 2 3 4 5 6 CC*
disagree) to 6 (Completely agree)
1. Eliminate Figure 5: Flow diagram of the Early 6.3 18.8 | 18.8 | 6.3 43.8 6.3 56.4
Detection of Breast Cancer Programme (page 27)
2. Shorten content: the handbook format is very long 0 12.5 |63 18.8 | 25 373 81.3
4. Incorporate more examples of dialogues between the | 18.8 | 6.3 6.3 313 | 313 |63 68.9
professional and the woman into each phase
5. Add information on communication skills and 0 12.5 | 25 12.5 | 43.8 6.3 62.6
competencies resources
6. Add information on joint responsibility for the shared | 6.3 313 | 125 |0 37.5 12.5 50
decision-making agreement
7. Add information about resources on using the 0 188 | 125 | 188 | 188 313 68.9
Patients Decision Aids (PtDAs). Note that this tool is
intended to be used with the women
8. Add information on the limitations of the SDM 6.3 18.8 | 25 12.5 | 25 12.5 50
model
9. Provide example dialogues on exploring the women’s | 0 18.8 | 12.5 | 18.8 | 31.3 18.8 | 68.9
values, beliefs and preferences

Evaluation of
the Handbook
on Shared
Decision-
Making in
Breast Cancer
Screening

Percentage (%)

Closed questions Options
a) Objective of the material 0
b) Who is it aimed at? 0
¢) Introduction 50
d) Shared Decision-Making: What is it? 0
e) Shared Decision-Making: Why is it important? 0
f) Shared Decision-Making: What skills or competencies do health 0
3. Which element | professionals need?
of the handbook g) Shared Decision-Making: What do patients think? 6.3
would you h) Shared Decision-Making in breast cancer screening: The screening
shorten? programme 6.3
i) Shared Decision-Making in breast cancer screening: Implementation
of SDM in breast cancer screening 6.3
Jj) Shared Decision-Making in breast cancer screening: Self-assessment 0
of the SDM process
k) None 31.3
Total 100
a) Option talk (current name) 18.8
10. Change the b) Option talk and exploring preferences (proposal) 81.3
name of phase 2 c¢) Other 0
Total 100
a) Now that we know that you can decide what to do about screening, 125
we’re going to talk about the characteristics of screening, so that you
know what your options are (current dialogue).
12. Phase 1 313
dialogue: Team a) You have the option of deciding whether or not to have early- '
Talk (page 34): detection tests for breast cancer. If you’re happy to, we can explore
together what risks and benefits the test involves for you (proposal).
¢) Other 6.2
Total 100
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a) I appreciate you sharing your views with me and I’m here to help you 18.8
come to a good decision. Let’s do a recap of your preferences and check
whether you have any more questions (current dialogue).
14. Phase 2 B) I’'m here to help you make a decision. Let’s look at what your 75
dialogue: Option preferences are and the various options available, and we’ll check
Talk (page 36) whether you have any questions about them (proposal).
c¢) Other 6.2
Total 100
a) Do you think that you’re ready to make the decision or do you need 12.5
more time? (current dialogue).
b) Now that we’ve gone over the advantages and disadvantages of early 81.3
16. Phase 3 detection, do you think that you can make the decision? Bear in mind
dialogue: Decision | hat this can be delayed if you need more time or to talk about it with
Talk (page 38): someone of your choice (proposal).
¢) Other 6.2
Total 100
Questions using a Likert scale of 1 (Completely 1 2 3 4 5 6 Cc*
disagree) to 6 (Completely agree)
1. A clinical practice guide is necessary for this 63 [0 125 |25 313 25 81.3
Evaluation of handbook
the Clinical 2. Improve the design of the clinical practice guide to 63 [0 18.8 | 37.5 | 25 12.5 75
Practice Guide: | improve understanding (colour, structure, etc.)
Implementation 3. Eliminate additional information (definitions of Risk 6.3 | 188 1188 163 18.8 313 364
of SDM for L .
Health factors, Mammography, Shared Decision-Making)
Professionals 4. Mention the possibility of reversing the decision in the | 6.3 | 0 6.3 18.8 | 25 438 | 87.6
follow-up plan
5. Mention relationship-building competencies: active 125163 125 |63 43.8 18.8 68.9
listening, showing empathy, clarification, etc.

*Ce = (1—3)x100

For consensus, a Coefficient of Concordance (Cc) >75 was used. Vn = Number of negative votes (score of less than 4); Vt =
Total number of votes (n=6)%.
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3

: Table 4: R3 responses

? Section Closed questions Options Percentage (%)

8 1. Given that no consensus has been a) Eliminate. It does not add relevant | 47.1

9 reached (56.4 %) on whether or not to information to this handbook

10 eliminate Figure 5: Flow diagram of the | b) Keep. Translate to Spanish and 52.9

11 Early Detection of Breast Cancer improve the image resolution

12 programme (page 27), please select one

13 of the following options: Total

14 2. Given that there is no consensus a) One example per phase (current 353

15 (68.9 %) about whether to add more format)

16 examples of dialogues between the b) Three examples per phase 64.7

17 professional and the women for each (proposed new format) The image

18 phase, please select one of the will be adapted to a more readable

following options: size for the handbook

5 Total 100
0 3. Given that there is no consensus a) Yes, it is necessary to incorporate | 58.8

21 (62.6 %) about whether to add bibliographic references into the

22 information on communication skills handbook for those who would like

23 and competencies resources to the to find out more about this topic.

24 handbook, please select one of the b) No, the handbook is already too 64.7

25 Evaluation of the following options: long to add more information.

26 Handbook on Shared Total 100

27 Decision-Making in 4. Given that there is no consensus (50 | a) Yes, it should be included 41.2

28 Breast Cancer %) about whether to include because the information is not clear

29 Screening information on joint responsibility for | b) It is not necessary, it is already 58.8

30 the SDM agreement, please select one clear that the responsibility is shared

31 of the following options: Total 100

32 5. Given that there is no consensus a) Yes, they should be added 52.9

33 (68.9 %) about whether bibliographic b) No, this is not necessary 47.1

34 references should be added on the

35 Decision Support Tool (DST) — note

36 that the DST is an appendix to the

37 handbook, to be used by the woman and

38 health professional — please select one

39 of the following options: Total 100

40 6. Given that there is no consensus (50 a) Yes, this is necessary because not | 58.8

H %) about whether to add information on | doing so would mean producing

42 the limitations of the model, please one-sided material

43 select one of the following options: b) No, it is not necessary because the | 41.2

44 objective of the handbook is to show

45 the advantages of implementing it

46 Total 100

47 Evaluation of th 1. Given that there is no consensus a) Current format 23.5

48 CliniZlei?rall(c)?icoe Glfi de: about the design and content of the

49 Implementation of " | guide, please select one of the following | b) Proposed new format 76.5

50 Sf)M for Health options. The infographic will be

51 . adapted to a more readable size for the Total 100

Professionals .

52 guide.

53

54

55

56

57

58

59
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§ THE OBJECTIVE OF THIS
> HANDBOOK
E The aim of this handbook is to act as a guide on

how to develop and implement Shared Decision-
Making (SDM) in breast cancer screening.

WHO IS IT FOR?

A Handbook to Support the
Implementation of SDM

Health professionals who are involved in breast
cancer screening and have direct contact with
women that are advised to participate in the
> programme.

w W N
- O V0
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The objective of breast cancer screening is to detect
tumours early, at a preclinical stage. This means that
better treatment options can be used and reduces
mortality"?. Despite these benefits, screening may
also cause adverse effects: false negatives, false
positives, overdiagnosis and overtreatment***. When
making a decision about screening, how much these
positive and negative effects will affect each woman
is unknown. The Shared Decision-Making (SDM)
model enables patients and health professionals to
reduce the uncertainty surrounding this decision®®.

SDM has mainly been used in Western countries to
improve decisions on health, drawing on patients’
preferences and scientific evidence’. In 2012, the
European Patients’” Forum launched the “Nothing
about me, without me” campaign?® to involve people
in decisions about their health®.

In this context, some studies have explored how
SDM is being implemented. For example, only 24%
of patients in Spain said they had made a shared
decision with their health professional, taking into
account their personal or social characteristics and
preferencess™. This demonstrates the failure of
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strategies aimed at involving people in their health,
due to potential shortcomings in communication
skills and the lack of channels for productive
dialogue between the various actors in the clinical
encounter™.

To improve these strategies, the Health Quality
and Assessment Agency of Catalonia describes
Patient decision aids (PtDAs) as a key element in
SDM, although it does not currently provide one for
breast cancer screening®”. However, a recent study
developed a PtDAs for this purpose®.

While there has recently been an increase in the
amount of materials developed for patients®, there
are few resources to help professionals incorporate
people’s preferences and values into decision-
making about health. This document offers health
professionals scientific evidence on SDM, so that
it can be applied to the breast cancer screening
process.
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1. What is it?

oNOYTULT D WN =

" Shared Decision-Making (SDM) was developed
13 in the 1960s-1970s as part of a participatory care
model that was situated between the paternalistic
and the informative styles of care™'",

Figure 1: Healthcare models

Paternalistic Shared Informed
Model Decision- Decisions
Making

A Handbook to Support the
Implementation of SDM

w W N
- O V0

One-way Two-way One-way
Hierarchical Horizontal Hierarchical

Health professional Both actors are Health professional
37 has complete experts informs

38 control
39 Agreements

n o

= Professional Level of Participation Patient

55 Source: Developed by the ProShare group
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SDM promotes the participation of patients”
in making a shared decision with their health
professionalon changestotheirlife style, diagnostic
tests, treatments and therapeutic interventions in
which there may be a degree of uncertainty®®.
SDM is carried out during the clinical encounter,
and both actors are considered experts: the
patient on his or her health, values, beliefs and
preferences; and the health professional on the
scientific evidence and information about the
available therapeutic options®.

Figure 2: Role of the participants in the clinical encounter

Agreement
They make a
shared decision
Professional Expert Patient Expert

Offers scientific evidence, Offers his or her preferences,
options, risks and benefits beliefs, values and experiences

Source: Developed by the ProShare group
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1

2

3

4

5 . . . .

: Therefore, the main objective of SDM is to guarantee
8 that people are sufficiently informed when they
I make decisions about their health?. Achieving this
3 goal requires continuous negotiation between the
14

15 two experts, with the dialogue focusing on the
i values, preferences and circumstances of the patient,
I and the benefits, harms, risks and therapeutic
% options put forward by the health professional. As
2 a result, this discussion creates more autonomous
- people with a greater sense of commitment
2 and responsibility towards their health?%2,
a3

32

33 . . o .

34 Figure 3: Components of Shared Decision-Making

o

2 A) Exchange B) Deliberation C) A shared

o of information about the decision is

. between different made

43 the patient options

o and health

pie professional

48

49

>0 Source: Adaptation of Elwyn et al. 2012%°
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2. Why is it important?

SDM is based upon the principle of patient
autonomy. Spanish Law 21/2000 on Rights to
Information about Health, Patient Autonomy and
Clinical Documentation protects patients’ right to
decide freely between the available clinical options
after having received appropriate information on
them?. Health professionals are therefore legally
bound to comply with this principle, and may not
be guided solely by the professional’s intentions.

Additionally, implementing SDM has been proven
to create a number of benefits for patients,
professionals and health services'® #* 2. 4";

Increases patient participation.

Improves communication between the patient and health
professional.

Improves adherence to treatment.

Improves biometric health results.

Increases patient satisfaction with healthcare.
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1

2

3

4

5

6 . .

’ Reduces patients’ level of worry and anxiety.

9

10 Reduces the amount of conflict patients feel when they
1

12 have to make a diagnostic and/or therapeutic decision.
13

s Improves patients’ knowledge of the disease, and the
7 diagnostic and therapeutic options.

18

I Increases the precision of risk perception.

21

22 Increases the number of patients choosing more
o beneficial options.

26

2 Reduces the use of highly invasive and costly treatment.
29

3 Reduces unjustified variability in care practice.

32

33 Contributes to streamlining the use of health service
34

35 resources.

36

37

38

39

40

41
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3. The limitations of the model

There are still few studies that have monitored
patients over an extended period to clearly
determine the long-term impact of using the
model. Additionally, there is a belief among
health professionals that they are already
applying SDM?#. However, some studies have
demonstrated that this assumption is not
reflected in practice?®®. Finally, although patients
tend to choose the same options as when SDM is
not used, in a breast cancer screening context it
has been shown that women value the reduction
of mortality almost 5 times more than the risk of
overdiagnosis®, and this difference results from
their increased knowledge, a sense of affinity with
what has been decided, and feeling less conflicted
about the decision.
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4. What skills or
competencies do health
professionals need?

Communicating the risks and benefits of a
therapeutic option in a balanced way is no easy
task®. To achieve this, two types of competencies
that health professionals should apply to SDM
have been identified®:

4.1 Relationship-building competencies

These skills create a comfortable atmosphere,
helping patients to share their concerns. To achieve
this, the health professional must have a genuine
desire to engage with the process, understand the
patient’s point of view and use simple language.

Some of the most important professional compe-
tencies include:
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Engaging in active listening.

Respecting the decisions made by the patient.
Asking open questions.

Maintaining eye contact throughout.

Letting the patient set the pace.

Recognising the patient’s emotional and verbal cues.

Using communication skills, such as summarising,
clarification, reflection and empathy®.

4.2 Risk Communication Competencies

These are the skills that enable professionals
to discuss uncertainties with the patient and
communicate the risks and benefits of the various
options effectively. The evidence should be
assessed in relation to each unique context, taking
into account the patient’s personal background:
the family history, medical history, risk factors and
protective factors that could increase or decrease
the benefits/harms caused by each option*.

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



Page 47 of 83

oNOYTULT D WN =

BMJ Open

Itis recommended that professionals avoid technical
language, adapt the amount of information to
the patient’s current needs, use diagrams, check
understanding of the information given, incorporate
the patient’s valuesinto the evidence offered, provide
objective information, promote participation and
evaluate the information the patient already has*.

In summary, the following skills are key for
developing an optimum relationship with the
patient® (Figure 4).

Figure 4: Communication skills

Listening Language Non-verbal Cultural Attitudinal

General Verbal: an Expressive:  Adapting Respecting
and active  appropriate body lan- commu- the patient’s
listening tone, adapted  guage and nication opinions

to the per- eye contact  to the and right to

son’s level of . person’s decide

education Receptl\./e: culture,

. responding age and

Written: clear  to body lan-  jic e

communica-  guage and

tion and use emotions

of educational

material

Source: Adaptation of Laughlin T, Wetmore S, Allen T, Brailovsky C, Crichton T, Be-
thune C, Donoff M, Lawrence K. 20123
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5. What do patients think?

A study conducted in Spain in 2012 found that 60%
of patients would have liked the health professional
to seek their opinion, but were not asked. Most
of them would also have liked to receive more
information than they were given®. Other studies
of breast cancer screening have shown that only
8% to 10% of women received information about
overdiagnosis®.

Patients think that health professionals should
engage with their patients’ decisions, rather
than leaving them to go through the decision
process alone”. In 2013, another study identified
which aspects of SDM patients’ value most. The
most important are: the health professional’s
communicative role; feeling that the professional
Is engaging in empathetic listening and showing
real concern for their health and needs; that the
conversation fits the context, and seeing that
the professional has a good command of the
information®.
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SDM strengthens the health professional-patient
relationship and the therapeutic alliance because
patients’ active participation in decisions about
their health reduces uncertainty, increases
knowledge and improves their ability to manage
their disease?. In short, patients gain greater
peace of mind.

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

Page 50 of 83

A Handbook to Support the
Implementation of SDM

®



Page 51 of 83 BMJ Open

oNOYTULT D WN =

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



oNOYTULT D WN =

ocouuuuuuuuuuud,DdDDDBDDAMDMDMNDAEDANEDNWWWWWWWWWWNNNNNNNNNDN=S =2 @2 a@Qaaa0
VWO NOOCULLhAWN-_rOCVONOOCTULDWN—_,rOCVOONOOCULDDWN=—_,rOUOVUONOOCULPMNWN—_ODOVUONOUVPSD WN =0

BMJ Open

Shared
Decision-Making
in Breast Cancer
Screening

For iew only - http://bmjopen.bmj.com/site/about

Page 52 of 83



Page 53 of 83

oNOYTULT D WN =

ocouuuuuuuuuuud,DdDDDBDDAMDMDMNDAEDANEDNWWWWWWWWWWNNNNNNNNNDN=S =2 @2 a@Qaaa0
owvwoOoONOUMMNWN—_OVVONOOULLDdMNWN OOV OONOOUPMMWN—_,rOVVONOOULLDdMNWN-_OOVUOONOOUEDN WN = O

BMJ Open

1. The screening programme

1.1 Population screening in Catalonia, Spain

The Strategic Plan contained within the Regional
Government of Catalonia’s Oncology Master Plan
mentions the objective of reducing the impact
of breast cancer on the population through
screening®. However, it makes no reference to how
women will be involved in decisions made about
their health, despite the fact that their participation
is one of the cornerstones of the Health Plan of
Catalonia 2016-2020.

Currently, each screening programme set out in the
Oncology Master Plan is conducted every two years.
Using the Central Registry of Insured Individuals
(RCA), women between 50 and 69 years of age are
recruited via a letter sent to their home address. This
letter invites them to have a free mammogram at
a preassigned health centre®. This system does not
provide a setting in which the health professional and
the woman can meet for her to resolve any doubts or
concerns, nor does it enable enough information to
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https://www.youtube.com/watch?v=gwyx/7yAP5zA&t=4s

10 SHARE Approach — Shared Decisionmaking Demons-

o tration. Agency for Healthcare Research and Quality:

1431 g https://www.youtube.com/watch?v=zpZ8)gEEDZc

. iE

A X

o s 1.2 Why apply SDM to breast cancer

%> %% screening?

5t

” E‘é Diagnostic tests for the early detection of breast
% 7 cancer have become established as the standard in
§§ public health due to the demonstrated reduction
2 in mortality. For every 200 women aged between
3 50 and 69 who have screening mammograms
37 every two years, 1 woman is saved thanks to early
;E detection of a tumour, and 40 need further tests
ph to rule out cancer®. However, recent studies show
by that there is little or no awareness of the harms or
;5 adverse effects of these tests.

gg The main risks attributed to breast cancer
- screening are false positives, false negatives and
54 overdiagnosis”. This last concept is defined as
s6 tumours which grow so slowly that they would
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never become a health problem and would even
disappear of their own accord, without the need
for treatment. Currently, it is not known which
types of lesions will progress and which will not, so
treatment is offered to all women diagnosed with
breast cancer (this is known as overtreatment)®.
This creates a sense of fragility, vulnerability and
intolerance of uncertainty in women, is linked
to higher-risk procedures such as biopsies® and
translates into increased public health spending®.

In a context of uncertainty about the benefits
and adverse effects, using SDM is recommended
in order to reach a decision about whether to
participate or not, on the basis of current scientific
evidence and women’s values.

You can find more information about definitions,
incidence and statistics on the risks, benefits and
adverse effects of breast cancer screening in the
PtDAs developed in 2016".
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2. Implementing SDM in breast
cancer screening

Before beginning the SDM process, a relationship
of trust that is based on empathy should be
established. This will facilitate fluid, high-quality
communication®?®*. The process should be
deliberative, meaning that women understand
they will be making a decision and that more than
one clinical encounter may be necessary for this?.
It should also be dynamic, as the stages must be
adapted to the needs, concerns and priorities of
each woman®,

Once the information has been provided, there
should be an explicit exploration of whether the
woman wants to take an active or passive role in
the decision®#¢; not doing so may lead her to take
a passive role™#4¢  Nevertheless, professionals
may still check which role she wishes to take
throughout the clinical encounter, given that this
may change from active to passive or vice versa
over the course of the conversation.
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Factors that promote participation of the
professional and the woman include: health
professionals’ motivation to involve the woman
in her decision; the perception that SDM will
have a positive impact on the clinical process;
the woman having a high level of literacy, or her
own desire to take an active part in decisions that
affect her health®**. In contrast, the following
factors can impede SDM: time limitations in
the clinical encounter; the woman being of an
advanced age, having difficulty communicating
in the language of the professional, being from
an underprivileged socioeconomic background,
or having a low level of literacy?#*4*%; and the
existence of mental health conditions®*.
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2.1 The “Three-talk” model and steps
The three steps involved in this model are®:

STEP 1
Team talk

The main objective of this step is to communicate
the need to make a decision as a team, whose
members are the health professional and the
woman. This involves communicating the
objectives of the decision, why it needs to be
made (existence of personal risk factors) and the
options available on the basis of the evidence.
Professionals should (a) stress that the woman
may decide not to make a decision at that time
and request the support of other actors, such as
relatives or other specialists, and (b) be receptive
to the reactions the woman may have upon facing
this decision. They should therefore underline
that they will support the woman through the
process until she feels confident enough to make
the decision.
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Figure 5: Team talk

You have the option of deciding
whether or not to participate in the
breast cancer screening programme.

Together we’ll look at information
on the breast cancer screening ‘
programme, so that we can decide

whether to participate or not. .

When you feel ready, we can make
a decision together about your
participation in the breast cancer
screening programme.

N\ =
Source: Developed by the ProShare group.
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STEP 2
Option talk and exploring preferences

The main objective of this step is to provide
clear information, adapted to each woman’s
characteristics, about the adverse effects and
benefits of screening. This should involve
exploring her values, concerns, expectations
and initial preferences (priorities based on pre-
existing knowledge or preconceived ideas about
screening?). The conversation should also explore
the options in detail, considering risks and
benefits. Through this process, the woman’s initial
preferences will become informed preferences
(personal preferences based on her values, after
her understanding of the most important risks
and benefits of screening has been ensured?).

Using a PtDAs to explain the specific risks is
recommended, as this willimprove understanding
of the information, even for women with a low
level of literacy®.
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Figure 6: Option talk and exploring preferences

‘ preferences, fears and/or doubts

(You can let me know what h
> you have about the different options
for the breast cancer screening
programme that I’ll describe.
4

\

N\

We’re going to explore the benefits
and adverse effects of the breast

and we’ll resolve any doubts you
have. I’ll support you with maRing

preferences and values.

a decision, taking into account your

\

cancer screening programme together,

> s'\

-

We’ll try to make a decision.

We’ll go over the different options

< and see which best fits your
preferences. We can also discuss

kyour doubts and fears.

\

N )

Source: Developed by the ProShare group.
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STEP 3
Decision talk

At this step, the participants discuss the various
options and make a decision on participation in
breast cancer screening®. Professionals should
underline the fact that they will support the woman
in making the decision. They should also provide
enough time for her to reflect on her priorities, even
bringing up the option of delaying the decision to
a later date or delegating it to the professional. In
the latter case, it is recommended that participants
identify the factors that are stopping her from
making the decision by herself. Finally, they should
confirm the decision, then agree on an action and
follow-up plan®# that enables the professional
and woman to exchange ongoing feedback**.
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Figure 7: Decision talk

N\
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(N

ow that we’ve gone through the
advantages and disadvantages of
early breast cancer detection, do you
feel ready to make a decision? Which
option do you prefer? You don’t need
to make the decision now. If you feel
that you need more time, we can
make the decision at a later date.
That way, you can talk about it with
a person of your choice.

~

(Thank you for sharing your point

of view with me. After having

gone through the advantages

and disadvantages of the various
options and preferences, do you feel
prepared to make a decision? Bear in
mind that you can take more time to
think about it, or talk about it with
someone who’s important to you.

>§E}\

b

)

44'

N\

\

=

’

sharing your preferences, can we
make a decision? If you think we
can, I’ll tell you about the next steps.
If not, we can leave it to a later date,
when you feel ready.

[After going through the options and h

4

Source: Developed by the ProShare group.
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Figure 8: The steps of Shared Decision-Making

Working together, describe Let’s work as a team
choices, offer support and to make decision that
ask about goals suits you best

Active listening

Paying close attention 9
e and responses
accurately Option talk
Decision and exploring
talk Deliberation preferences
Get to informed Thinking carefully about |
preferences, make options when facing a Discuss alternatives
preference-based decision using risk
decisions CommunicaﬁOﬂ

principles

Tell me what matters
most to you for this Let’s compare the
decision possible options

Gl

Source: Adaptation of A three-talk model for shared decision making. Elwyn G, et al
2017. Use authorised by the author*®.
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3. Self-assessment of the SDM
process

The SDM-Q-doc® instrument is a self-assessment
questionnaire for health professionals that enables
them to measure the level of participation the
woman has been offered when making decisions.
This instrument consists of nine items that the
professional has to rate on a scale of one to six: from
completely disagree (1) to completely agree (6).

. )
W
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| made it clear to the woman that a

12 decision needs to be made on her C] C] C] C] D [:]

1 i participation in breast cancer screening
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16 | asked the woman exactly how she

17 . . .

" wants to be involved in making the O 00004
19 decision

20

| informed the woman that she has

23 the option to participate or not in O 0 000 0
24 :
- screening
;? | precisely explained the advantages
28 and disadvantages ofeachoptonto ()] (J (O (O O O
gg the woman
g; | helped the woman understand all
33 the information aboutbenefitsand ()] (J (O O O O
245‘ adverse effects
36
| asked the woman which option she
37
38 refers C] C] C] C] D D
39 P
40
41 The woman and | thoroughly
42
43 weighed all the options 000000
44
2 Th d | selected i
46 e woman and | selected an option
4 together O000a0ad
48
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g? The woman and | have come to an
5 agreement about how to proceed O 0 0 00 0
53 with her subsequent healthcare
54
gg * The scale ranges from: “Completely disagree” (1) to “Completely agree” (6)
;73 Source: SDM-Q-doc adapted to breast cancer screening.
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The interpretation and score were based on the evidence
presented by Pollard, Bansback and Bryan (2015)°. The total
number of available points (54 points) was divided according to
the following percentages: >80% “Strong support in favor of SDM”;
60-80% “Mild support for SDM”; 40-60% “Indifference from the
professional towards SDM” and <40% “Lack of support from the
professional for SDM”. The score boundaries for each stage define
those who score over 60% as showing “support” for SDM and the
rest as showing a “lack of support” for SDM, out of a total of 15
points (3 to 18). Finally, this division into stages is an adaptation of
the SDM-Q-doc scale, cross-referencing it with the characteristics
of the Three-talk model®.

Completing this self-assessment regularly is
recommended, as it enables health professionals
to identify strengths and weaknesses in how
tahree ypromoting women’s involvement in their
ohweanlth. This helps them to focus their efforts on
improving their weakest points through education
and training, and to monitor their progress.
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Team
talk

Communicate the need to
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e to Implementing

SDM for Health Professionals

~
“Usted tiene la

opcion de decidir si
participar o no en el
programa de
cribado de cdncer
de mama.”

make a decision
N Introduce the idea that the woman
can make decisions on her health

Y Talk about the risk factors and those
that particularly affect her

N Stress that you will help her through
the whole process and that she can
also get support from relatives or
other professionals

Decision
talk

Make a shared decision
on the mammogram

N Provide the time she needs
to think things through

N Clear up any doubts and
evaluate her preference

—

/]

“Now that we’ve gone
through the advantages
and disadvantages of early
breast cancer detection, do
you feel ready to make a
decision? Which option do
you prefer? You don’t need
to make the decision now.
If you feel that you need
more time, we can make
the decision at a later date.
That way, you can talk
about it with a person of

N Design a plan for how to
follow up on the decision

Empathy |

your choice”.

\

- J

Active listening

| Assertiveness |

/
“We’re going to explore the benefits and

adverse effects of the breast cancer scree-
ning programme together, and we’ll
resolve any doubts you have. I’ll support
you with making a decision, taking into
account your preferences and values”™.

i

Crosscutting Relationship-building Competencies

Feedback |

Adapting language |

Option talk
and exploring
preferences

Inform the woman that she
has the option of going for a
mammogram or not

N Explore what the woman knows
about the mammogram

N Introduce the adverse effects and
benefits of the mammogram using a
Patients Decision Aids (PtDAs)

N Consider the woman’s preferences,
beliefs, values and fears concerning
the mammogram

N Summarise the options and check
that the woman has understood the
new information

m SHARED DECISION MAKING IN HEALTH

Eye contact
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! o 1 2 3 4 5 6
2 to Implementing ,

3 | made it clear to the woman that a

g SDMfor Health decision needs to be made on her O 000gao
6 . participation in breast cancer screening

; PTOfESSlOnalS | asked the woman exactly how she

9 wantsto beinvolvedinmakingthe (J (O (O O O O
10 decision

11

12 | informed the woman that she has

:i ml’msnare the optcion to participate or not in O 00000
e screening

16

| precisely explained the advantages

17 . .
T and disadvantages ofeachoptionto (J (J (O O O O
19 the woman
20 Results | helped the woman understand all
21 . .
22 Steps of SDM Points Interpretation the information about benefits and D D D D C] D
23 Step1 3 to 12 points: adverse effects
24 “Team talk” lack of support for SDM . .
25 13 to 18 points: | asked the woman which option 0O0000O0
2% support for SDM she prefers
27 Step2 [ " 31t012 points:
28 “Option talk lack of support for SDM
29 and exploring 1078 points: The woman and | thoroughly 0O00000
30 preferences” support for SDM weighed all the options
31 Step3 [ " 3to12 points:
32 “Decision talk” BT B e SN The woman and | selected an option
33 13 to 18 points: together D D D D D D
34 support for SDM
35 . .
By Total score: fatizgtisupport o SOM The woman and | have come to an
37 28 t0 36 4 agreement about how to proceed O0000a4g
0 56: .
38 Indifference towards SDM with her subsequent healthcare
39
37 to 45: * L« . ” « 2
2(1) Mild support for SDM The scale ranges from: “Completely disagree” (1) to “Completely agree” (6)
42 46 to 54: From: De las Cuevas C, Perestelo-Perez L, Rivero-Santana A, Cebolla-Marti A, Scholl I,
43 Strong support in favor of SDM Hdirter M. Validation of the Spanish version of the 9-item Shared Decision-Making
i For peegil¥vie ly - http: jope j.conysiésriohnuiieg welsitinEspérirfThternet]. 2015;18(6):2143-53. Available from:
45 [ [N aam http://www.ncbi.nlm.nih.gov/pubmed/24593044
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La mamografia no evita que tengas cancer
de mama. Ademas, no es un método perfec-
to; algunos tumores son muy dificiles de ver
en una mamografia.

Puede ser que no tengas cancer. Pero si lo
tuvieras, el diagndstico y tratamiento en una
fase inicial del tumor puede suponer una
mayor probabilidad de supervivencia.

Aunque te hayas hecho una mamografia
recientemente, es importante que si no-
tas algun cambio en el pecho vayas al
meédico.

La informacion presentada en este folleto
se ha basado en articulos cientificos y ma-
teriales desarrollados por el Programa de
Cribado de Cancer de Mama del National
Health Service en Inglaterra, por la Colabo-
racion Cochrane y por programas de criba-
do de Cataluna.

MINISTERIO

Instituto
de Salud
Carlos|Il

GOBIERNO
DE ESPANA

Unién Europea

Fondo Europeo de
Desarrollo Regional

"Una manera de hacer Europa”

Estudio PI14/00113 Participacion de las mujeres en las decisio-
nes y estrategias de deteccion precoz del cancer de mama. Co-
financiado por el Instituto de Salud Carlos Ill y fondos FEDER
de la Union Europea. Participan: Institut de Recerca Biomeédica
de Lleida-Universitat de Lleida, Universitat Rovira i Virgili, Institut
Catala d’Oncologia, Hospital del Mar y Servicio Canario de Salud.

BMJ Open

Si un grupo de 200 mujeres entre 50 y 69 anos se hacen mamografias de cribado
cada 2 anos, cuando cumplan 80 ainos...

—>

15 mujeres
habran sido
diagnosticadas
de cancer de
mama

&

J

BENEFICIOS DEL CRIBADO

7~

~

@ 1 sobrevivira al cancer de mama

Habria fallecido sin el cribado

Los tratamientos de algunas
mujeres pueden ser menos
agresivos

CON O SIN CRIBADO

"

2 4 habran muerto de cancer
de mama a pesar de haber
participado en el cribado

7~

\
% 8 habran sido diagnosticadas y
sobreviviran

Habrian sobrevivido aunque no
se hubieran cribado

EFECTOS ADVERSOS
DEL CRIBADO

@ 2 seran diagnosticadas y
tratadas de un cancer de mama

Este cancer nunca habria sido
una amenaza para su vida

habran necesitado pruebas
adicionales

Posteriormente se descartara
que hubieran tenido cancer de
mama (falsos positivos)

Por cada muerte evitada por el programa de cribado, 2 mujeres son diagnosticadas
y trataga$ dertin & 3RG R B RISBEIRLQIRI A HMHR QO-liRsgQSU vida.
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Estudios cientificos recientes han identifica-
do efectos adversos, antes desconocidos,
de la deteccién precoz de cancer de mama
mediante mamografia. Por esta razén, este
folleto tiene como objetivo informar sobre los
beneficios y efectos adversos de participar
en la deteccién precoz de cancer de mama.

Este material informativo pretende ayu-
darte a sopesar pros y contras para que
puedas tomar una decision personal so-
bre si deseas participar o no en la detec-
cion precoz del cancer de mama, en fun-
cion de tus valores y preferencias.

El cancer de mama se desarrolla cuando
algunas células empiezan a crecer de for-
ma descontrolada, formando un tumor. A
medida que el tumor crece las células ma-
lignas se pueden desplazar a otras partes
del cuerpo y poner en peligro la vida de la
persona afectada.

En Cataluna se diagnostican unos 4.000
casos nuevos de cancer de mama al ano.
Las estadisticas nos dicen que 1 de cada
9 mujeres padecera cancer de mama a
lo largo de su vida y que el 83% de las
mujeres afectadas sobreviviran a esta
enfermedad.

La deteccion precoz del cancer de mama,
también denominada cribado, tiene por ob-
jetivo detectar un cancer de mama en una
etapa muy inicial, antes de que aparezcan
sintomas. En su etapa inicial, el cancer es
mas facil de tratar y las oportunidades de
sobrevivir son superiores.

El sistema sanitario publico ofrece la posi-
bilidad de participar en la deteccidon precoz
del cancer de mama con el objetivo de redu-
cir la mortalidad causada por este tumor. El
programa de cribado se dirige a las mujeres
entre 50 y 69 afnos y consiste en realizar una
mamografia cada dos afnos.

La mamografia es una radiografia de la
mama. Es la prueba mas eficaz para de-
tectar el cancer de mama en mujeres que
no presentan sintomas. El riesgo de algun
dano por la exposicion a esta radiacion es
muy pequeno.

El cribado reduce el riesgo de morir por
cancer de mama

La deteccién precoz puede salvar la vida a
algunas mujeres porque se diagnostican y
tratan antes de lo que se habria hecho sin
cribado.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos, en-
tre los 50 y los 69 anos, 1 mujer se salva
gracias a la deteccion precoz del tumor.

El cribado detecta el cancer en estadios
mas iniciales

Un cancer detectado en estadios iniciales
no necesita tratamientos tan agresivos como
cuando esta mas avanzado; estos tratamien-
tos tienen menos efectos secundarios y la

For peer review only - http://bmjopen.bmj.cor¥@babilidad deireeuparnacion es mas alta.

Errores en el diagnéstico: falsos positi-
vos y falsos negativos

Los falsos positivos se producen cuando los
resultados de la mamografia hacen sospe-
char de un posible cancer de mama que en
realidad no existe. Esto conlleva exploracio-
nes adicionales que no serian necesarias.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos en-
tre los 50 y los 69 anos, 40 tendran un
resultado falso positivo.

La situacion contraria, el falso negativo, es
mucho menos frecuente y se puede produ-
cir cuando la mamografia no muestra nin-
guna sefnal de cancer de mama, aunque la
mujer lo padezca.

El cribado puede detectar tumores in-
ofensivos

Algunos tipos de cancer que se detectan
mediante la mamografia de cribado crecen
tan lentamente que nunca hubieran llegado
a ser un problema de salud. Algunos, inclu-
so, habrian desaparecido de forma espon-
tanea, sin tratamiento.

Actualmente no se puede saber qué lesio-
nes progresarian y cuales no, y por tanto,
se ofrece tratamiento a todas las mujeres
diagnosticadas. Algunas mujeres pueden
recibir tratamientos que tienen efectos se-
cundarios importantes, sin necesitarlos.
Esto se conoce como sobrediagnéstico y
sobretratamiento.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos, en-
tre los 50 y los 69 anos, 2 seran tratadas
de cancer sin necesidad.
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z Contextual elements considered important at the outset of

s 7 Context introducing the intervention(s)

6

7 .

8 8 a. Description of the intervention(s) in sufficient detail that

9 Iﬁtervention(s) others could reproduce it

1? b. Specifics of the team involved in the work

12

13 .

14 a. Approach chosen for assessing the impact of the

15 9. Study of the |intervention(s)

1? Intervention(s) |b. Approach used to establish whether the observed outcomes
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ABSTRACT

Background: Literature not reported support material about Shared Decision-Making (SDM)
to breast cancer screening for Health professional in Spain. The researcher created a
handbook and guide for this topic using an adaption of the Three-talk model by Elwyn, et al.

Objective: The experts to determine the usefulness and relevance of the contents and design
provided in a handbook and a guide to support the application of Shared Decision-Making to
breast cancer screening intended to healthcare professionals.

Design: The Delphi technique is a qualitative study; it was discussing with 20 experts about
the content and design of the handbook and the guide. Delphi was online mode between July
and October 2020 and researchers used Google forms in three rounds with open and close
questions. The criterion established for consensus was a coefficient of concordance (Cc) above
75, for questions using a Likert scale of 1 to 6 - in which 1 was ‘completely disagree’ and 6
was ‘completely agree’- with a cut-off point equal to or greater than 4.

Results: Participants considered the Three-talk model suitable for the screening context. The
handbook’s sections and level of detail were considered satisfactory (Cc=90). The summary
provided by the clinical practice guide was considered necessary (Cc=75), as was the self-
assessment tool for professionals (Cc=85). Content was added: addressing the limitations of
the SDM model; extending the number of example dialogues for health professionals to three;
providing supplementary resources on using Patients Decisions Aids (PtDAs) and adding
references on communication skills.

Conclusions and applications: The first handbook and clinical practice guide providing
unique SDM support material for health professionals have been developed. The handbook and
guide are useful and innovative in support material for health professionals, but to facilitate it
implementation is requisite training strategies for SDM and a plan for piloting for use of
material.

Keywords: Shared Decision-Making; breast cancer screening; health professionals.
STRENGTHS AND LIMITATIONS OF THIS STUDY

- Development of a handbook and a clinical practice guide to Shared Decision-Making for
breast cancer screening.

- Adaptation of the Three-talk model to breast cancer screening.

- Participation of professionals in validating the design of the support materials.

- Facilitating the application of a person-centred model to the screening context.
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BACKGROUND

Shared Decision-Making (SDM) is recommended for uncertainty context -among others-
where is necessary discus about risks and benefits in health topics (1)-. SDM is a relationship
model between doctor-patient, and both collaborate to deliberate over the best choice on the
basis of scientific evidence, and women’s preferences and values (2,3). Thus, the SDM invites
you to change the paternalistic health model for a more participatory one, seeks a greater
involvement of patients in their health and not the aim a greater adherence to treatments,
procedures or medicines, although it has also been associated as a result of its application (4).

In Spain there is no evidence that explicitly recommends in which type of women SDM should
be performed, however its use through PtDAs has been extended to all women who must decide
to have mammography because they are integrated into breast cancer screening programmes
in each Autonomous Community. However, PtDAs are not commonly used in clinical
appointments (5).

The breast cancer screening (BC) programme currently falls under the Oncology Master Plan
(Plan Director de Oncologia) in Catalonia (6). However, while there are strategies for
incorporating women’s values and preferences into the decision on whether or not to have the
examination, there is no associated framework on how to put them into practice (7). The current
situation in Catalonia is the Breast Cancer Detection Programme (Programa de Deteccion del
Cancer de Mama) sends -each two years- women between 50 and 69 years a letter informing
them of the time and date at which they should attend their local centre to have a mammogram
(8). The programme achieves a high level of coverage, but it fails to incorporate an opportunity
for the woman and the professional to exchange information and enter into dialogue on the
decision. In order to promote the women’s participation, several research teams have developed
projects that involve women in making the decision on screening. In 2017, Toledo-Chavari and
colleagues created a PtDAs (5) (Annex 1), consisting of a trifold leaflet that provides balanced
information on the benefits and adverse effects, for the professionals and women to use during
the clinical appointment. However, based on the barriers and enabling factors cited in the
literature (9-11), the researchers decided that it was not enough to use the PtDAs alone,
concluding that SDM training material aimed at health professionals was also needed. A
training material are the manuals, as these are a useful tool to transmit knowledge and provide
quick and simple information on how to operationalize new practices, turning novices on a
theme into an advanced users in order to using it as they use it (12). Considering that SDM is
not a common practice, a manual could to some extent fill knowledge gaps on this model.

The ProShare Study, our research team has therefore developed a handbook-manual- (Annex
2) and guide (13) (Annex3) aimed at health professionals who have direct relationships with
women. These documents should be used as reference material by health professionals when
facing the decision with women on -or not- to perform mammography, taking into
consideration key elements are providing the patient with information and education,
interpersonal communication between doctor and patient, finally a decision (14). To facilitate
the implementation of SDM the model was used as a reference the Three-talk model, adapting
sus three steps to BC screening: 1) Team talk; 2) Option talk and exploring preferences; 3)
Decision talk (15). A self-assessment of the SDM was included in the manual, which should
be applied at the end of the appointment so professionals can identify strengths and weaknesses
in the implementation of the SDM. Finally, the guide provides a summary of the handbook to
be used in the same appointment as a reminder of the three steps.
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The objective of this study is the experts to determine the usefulness and relevance of the
contents and design provided in a handbook -manual- and a guide to support the application of
Shared Decision-Making to breast cancer screening intended to healthcare professionals

METHODS

Delphi Technique

The Delphi technique has the main objective of reaching consensus among experts on specific
topics. For this reason, it was decided to use it since when you want developing training
competencies, tools to support clinical practice or a response to a professional issue, seeking
the opinion of experts is a common approach (16) in this case experts are required for the
development of a manual and guide because there are no materials of this nature on the subject
of SDM in breast cancer screening, and therefore it is an area without previous references.
Another feature of a Delphi is that participants undergo a series of virtual question rounds,
which are formulated with elements that were not agreed upon in the previous round (17-18).
This process is repeated continuously until one of the completion criteria is met. (19). A further
requirement for the formulation of the Delphi is that the responses of all experts be shared in
each round, thus allowing experts to reassess their responses in the light of the views of other
experts. Finally, all the rounds must be carried out anonymously and thus ensure that they do
not influence others just because of the reputation that one of the experts in the topic could
have. One of the limitation Delphi techniques is that this provides expert opinion, but could
also be considered other complementary techniques to determine a final position on the subject
of study (16-18). The experts participating in a virtual way can overcome barriers related to
circumstances economic, geographic or time-related constraints (17,18). The experts,
according to the literature, can be grouped into two broad categories: Subjects (Su) — people
who would use the instrument in their profession; and Specialists (Sp) — people who have
knowledge about the subject due to their academic and/or professional experience (17,18).

Participants

The handbook and clinical practice guide, entitled ‘The participation of health professionals in
Shared Decision-Making in breast cancer screening’ (La participacion de los profesionales de
la salud en la Toma de Decisiones Compartida en el cribado de cancer de mama) (Appendix
2) (13), were developed by the ProShare research team. The first version was produced with
the participation of three researchers with experience in Shared Decision-Making and BC
screening, who acted as external reviewers, and two health professionals, who produced the
plan for piloting the questionnaire online (Google form).

The inclusion criteria for participants were as follows:

- Subjects: a) health professionals, preferably from primary care services, who provide
direct care to women through breast cancer prevention activities, and b) who have at
least five years’ experience (20) in the Spanish health system.

- Specialists: a) international-level researchers whose research career has focused on the
Shared Decision-Making model, and b) who are proficient in Spanish (given that the
handbook has been produced in this language). Preference was given to individuals who
had developed educational support material for professionals (20).

To determine the size of the sample, literature was consulted, which mentions that large
numbers (more than 50 people) could imply an impediment in so many people reaching
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agreement in a limited time. Moreover, it depends on the heterogeneity of the experts, if they
are of various subjects and international enrich the opinions formulated (18). Therefore, a limit
between 7 and 30 (18) was decided, with the most common being a total of 15 to 20 experts

(18).
Procedure and Data collection

The researcher use two sampling strategies were used to recruit participants: convenience
sampling for the specialists and snowball sampling for the health professionals. For the
specialist, the researcher looking for published articles about SDM and contact the authors by
e-mail (MJH, MC, MJP). For the health professionals, the researchers sent an e-mail to
invitations (NC, AC), and they could be resent to other collages. Finally, researchers (NC-AC)
sent invitations by email to 43 potentials experts for participate in a Delphi, 30 whom accepted.
The aim was determinate the usefulness of the topics, relevance of the content and document
design of the material for the SDM on BC screening. The Delphi was making on Google form
between July and October 2020.

For round 1, open and closed questions were considered with topics of relevance to the research
objective "The sections of the handbook are effective for understanding the application of SDM
to breast cancer screening " or "Do you think that a guide concisely summarizing the SDM
steps is necessary?". Participants should mark the degree of agreement to the questions using
a Likert scale of 1 to 6, in which 1 was ‘completely disagree’ and 6 was ‘completely agree’.
Later, when all experts finish the questionary research (MJH-MC-MJP) sent The experts
received a report with the answers so that the participants could consider the views of the other
participants -remaining anonymous-, especially in those questions where no agreement was
reached in the group (Cc = 75), where these questions -disagreement- were raised again in the
following rounds and so on until reaching the necessary agreement in the most transversal
aspects. This was finally achieved in round 3.

Data analysis

The researchers (MJH-MC-MJP-NC-AC) analysed participants’ responses at the end of each
round, considering responses whose score on the Likert scale was 4 or above to be positive.
Agreement was determined to be reached when the coefficient of concordance (Cc) was
greater than 75 (21) The Coefficient of Concordance (Cc) >75 was used. For calculate
consider the next formula:

Vn

Cc=(1—w

)xlOO

Vn = Number of negative votes (score of less than 4); Vt = Total number of votes (n=6) (21)

For R3, the criteria established by Martinez (2003) were considered to bring the Delphi close
(19).

This research was approved by the Medicinal Product Research Ethics Committee (CEIm) of
the Institut d'Investigaci6 Sanitaria Pere Virgili (Pere Virgili Health Research Institute).
Informed consent was secured, which stated that participants accepted the conditions of
participation upon agreeing to respond to the questionnaire. These conditions specified that
responses were confidential and would only be used for the purposes of this research.
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RESULTS

Of the 30 professionals who initially agreed to participate, 20 (66.6%) went on to respond in
the first round (R1), 16 (53.3%) in the second (R2) and 17 (56.6%) in the third (R3) (Figure 1).
In R1, the mean age of the experts was 46.6 years (SD 10.25), 75% were female, 65% were
doctors, 70% worked in the public sector and they had an average of 19 years’ (SD 9.69)
experience (Table 1).

Figure 1: Flow diagram of participation in each round
Table 1: Characteristics of the participants

Round 1

R1 was designed to achieve two objectives: determinate the utility and clarify of content and
the design of the support material. For this purpose, participants were asked 33 Likert-scale
questions, 1 multiple-choice question and 6 open questions on the handbook and were given 2
Likert-scale questions and 4 open questions on the clinical practice guide (Table 2).

Table 2: R1 responses

A Cc greater than 75 was recorded for 32 of the Likert-scale questions and the minimum Cc
was not reached for only 3 of them, In other words, no agreement was reached. These questions
concluded that Figure 5, entitled ‘Flow diagram of the Early Detection of Breast Cancer
programme’, was clear (Cc=60) and useful (Cc=70) (Figure 2). The same applied to the
question that determined Figure 6 — Team talk (page 34) — to be clear (Cc=75). These questions
were incorporated into R2.

Figure 2: Flow diagram of the Early Detection of Breast Cancer Programme

In the multiple-choice question, participants were asked which section of the handbook should
be edited: 10 responded ‘none’; 5 chose the section entitled ‘Which skills or competencies do
health professionals need?’; 3 selected the ‘Screening programme’ section, and 2 chose the
‘Introduction’ (Figure 3).

Figure 3: Changes made to the index

In their open responses, most participants considered the initiative to be positive and thought
that it would enable health professionals to access information on SDM through use of the
Three-talk model in BC screening (Box 1). However, one of the participants suggested using
the Agency for Healthcare Research and Quality model.

Box 1: Response to the question: Are the steps based on “Three-talk” suitable for the
application of SDM in breast cancer screening? Please explain briefly
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P3 (R1): Yes, it shows how the health professional can implement SDM in a three-step
process in a brief, practical and easy-to-read way. It describes the characteristics that
differentiate each step, and specific examples of implementation in breast cancer
screening.

The participants also provided some suggestions to modify the handbook. The most frequently
cited concerned the length of the handbook, recommending reducing the content (Box 2) and
incorporating example dialogues, communication skills (Box 3) and instructions for using the
PtDAs. The comments were incorporated into the questions in R2.

Box 2: Response to the question: How would you improve the elements selected in the
previous question?

P7: I think that the handbook is very long, which may reduce motivation to read it.

P6: Very long and it doesn’t show how to use the tool.

Box 3: Response to the question: What other content would you include in the clinical
practice guide?

P3: Provide more information or example dialogues on how to use communication
skills. This last [point] if the health professionals don’t have a grounding or training
in active listening, motivational interviewing, empathy, reflection, etc.

P10: I'd go into greater depth on relationship-building skills and give a few links to
where they can find exercises to train themselves [in this].

Finally, in response to the question on whether the dialogues in each step represent their
objective, most participants agreed (‘Team talk’ step, n=10; ‘option talk’ step, n=7; ‘Decision
talk’ step, n=12) and made suggestions on the wording of the dialogues. Suggestions were also
made to adapt the name of the original the Three-talk steps to one that was more representative
of the screening context. All the suggestions were incorporated into R2 to be approved or
rejected by the other participants.

Only one of the questions evaluating the clinical practice guide did not reach the minimum Cc
established: ‘Do you consider a guide that concisely summarises the SDM steps to be
necessary?’ (;Cree necesaria una guia que resuma de forma rapida las fases de la TDC?)
(Cc=75). This question was incorporated into R2. In the open questions, the participants
suggested changing the wording of the step 1 dialogues (n=3) and incorporating a review of
communicative skills (Box 4); the same applied to step 2, but participants added a comment
about using relative risks instead of absolute ones (n=1) (Box 5).

Box 4: Response to the question: What elements would you change in step 1: ‘Team talk’?

P3: I'd include a few reviews, such as [on] active listening and deliberation. Perhaps
using a phrase like ‘Remember to pay close attention and give assertive responses
(active listening), and to think the options through carefully for the decision
(deliberation)’.
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Box 5: Response to the question: What elements would you change in step 2: ‘Option
talk?

P15: Change relative risks to absolute risks.

They also proposed: eliminating the definition of SDM for step 3 in the guide (n=4),
incorporating a brief clarification noting that women may also consult other people for support
with making the decision (n=3) and mentioning the possibility of reversing the decision (n=4)
(Box 6). Between 6 and 8 people stated that they would not makes any change to steps 1, 2 or
3.

Box 6: Response to the question: What elements would you change in step 3: ‘Decision
talk’?

P11: I'd add the possibility of reversing the decision; 1'd take out the explanation
about SDM.

Finally, in the last question — ‘What other content would you include in the clinical practice
guide?’ — the participants reiterated the need to include a review of communication skills (n=3)
and one of them proposed changing the self-assessment to use either the ASQ3 or the
CollaboRATE instrument.

Round 2

R2 was structured around the open-question responses and included the elements about which
agreement had not been reached in the previous round. Thirteen Likert-scale questions, 5
multiple-choice question and 6 open questions were produced on the handbook. For the clinical
practice guide, 2 Likert-scale questions and 5 open questions were included (Table 3).

Table 3: R2 responses

Of the 13 Likert-scale questions, only 3 reached a score of Cc>75. These underlined the need
to: reduce the length of the handbook (Cc=81.3), create a clinical practice guide to accompany
the handbook (Cc=81.3), and mention the possibility of reversing the decision in the follow-up
plan (Cc=87.6).

The closed questions included the following — ‘Which elements of the handbook would you
shorten?’ (;Qué elementos reducirian del Manual?) — to which the two most significant
answers were the ‘Introduction’ (50%) and ‘None’ (31.3%). Following the comments made in
the previous round, alternative formulations of the example phrases for the dialogues in each
the Three-talk steps were given, as well as a change of name for step 2 to ‘Option talk and
exploring preferences’ (Plantear opciones y explorar preferencias), on which consensus was
reached (81,3%).

In their responses to the open questions, those who considered the proposed dialogues not to
be representative of the steps had the opportunity to suggest how they could be reworded.
Finally, participants were able to include their final comments on the handbook and the guide
(Figure 4).
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Figure 4: Changes made to the guide

Most had no further suggestions for either document, but some participants included comments
about shortening the handbook (Box 7) and including this material in clinical practice guides,
in order to improve implementation (Box 8).

Box 7: Response to ‘Provide vour final comments on the handbook’

P10: None, the idea of including appendices on communication skills for the health
professional, and on the screening tests for the women, seems like an excellent idea to me,
to avoid making the handbook longer but offer additional tools for those health workers
and women who would like more information.

Box 8: Response to ‘Provide your final comments on the guide’

P10: Clinical practice guidelines on the preventive approach to breast cancer that includes
these points on shared decision-making would be very useful to support implementation. In
any case, I don’t think that it is a prerequisite to be able to produce the handbook that you
are working on. This handbook could be incorporated into future Clinical Practice
Guidelines (CPG).

Round 3

R3 was structured around the 10 elements about which no agreement was reached in R2. Six
questions with closed, dichotomous answers were posed in the section evaluating the
handbook, and 1 in the section evaluating the clinical practice guide, in addition to an open
question. Of these, only those proposing an improvement to the organisation of the clinical
practice guide, a change of colours and a review of cross-cutting communication skills in SDM
reached a Cc of over 75% (Table 4).

Table 4: R3 responses

Given that agreement was not reached on the Flow diagram for the Early Detection of Breast
Cancer Programme, this figure was removed from the handbook, in light of the fact that it only
applies to the region of Catalonia. The other elements about which no agreement was reached
were: the need to incorporate more examples of professional dialogues (64.7%); incorporating
information about joint responsibility for the decision (41.2%); adding information on the
limitations of the SDM model (58.8%), as well as adding supplementary resources on using
the DST (52.9%) and on communication skills and competencies (58.8%). The researchers
believed that the additional content would not entail substantial changes to the handbook and
would provide more information to professionals who are not familiar with the model, so all
these elements were incorporated into the handbook.

The texts included were developed in line with the proposals submitted by the participants in
previous rounds. For example, the following elements were highlighted in the professional
dialogues: the possibility of reversing the decision, needing more time, and accessing support
from a third person to make the decision (Figure 5).

Figure 5: Example of dialogues for the professionals to “Team talk” step
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The Delphi was brought to close in R3, taking into account the criteria cited by Martinez
regarding the elements about which agreement was not reached (27): a) the limited number of
items for which Cc>75 was not achieved (6 of the 61 Likert-scale and closed questions); b)
limited resources and time; c) the possibility that participants would abandon the study in a
subsequent round, which would affect the external validity of the study. The latter two criteria
applied in the context of the COVID-19 pandemic, given that half of the participants are health
professionals who work in health centres.

DISCUSSION

The literature mentions certain barriers to applying SDM in BC screening, including limited
time in clinical appointments and health professionals’ lack of training in providing more
participatory care (19). This was the motivation for producing the first handbook and clinical
practice guide on this subject, aimed at supporting health professionals by providing them with
the essential elements for implementing SDM with women in a BC screening context.

The most relevant results included validation of the support materials using Delphi techniquel,
taking into account the opinion of experts to reach agreements on editing the design and
content, as well as their recommendation to incorporate these materials into the clinical practice
guide. This validation included the possibility of adapting a generic model —Three Talk — to
one designed specifically for the BC screening context.

Of the 43 participants who were invited to respond to the Delphi questionnaires, more than half
expressed interest in the topic of the research and collaborating in it. However, only 20 of these
went on to participate in the study. This may be related to the timetabling of the questionnaires,
which coincided with the end of the first wave of the COVID-19 pandemic and the resurgence
of cases at the beginning of the second wave. In spite of this, the professionals who decided to
participate at the beginning of the process fulfilled their commitment, illustrated by the fact
that participant numbers only decreased by three between rounds, these having been lost from
the Subjects category (n=3).

Discussion between the participants

It was easy to reach an agreement on the main content elements in the first round. Regarding
the structure and development of SDM using the Three-talk model (15), which was considered
suitable for BC screening, one of the participants initially suggested using the model created
by the Agency for Healthcare Research and Quality (22). However, this alternative model
contains five steps and the model proposed by the authors, which involves fewer steps, met all
the requirements of SDM. Regarding the set of nine figures in the handbook, only one was
eliminated, and the wording of three was edited.

The participants also easily came to an agreement that the initial version of the handbook was
very long, at 56 pages. The length was due to the fact that it will be published in a pocket
edition, which is equivalent to 23 pages in a larger textbook edition. The researchers decided
to maintain the smaller format because it is more transportable, although they cut down the
content elements agreed by the participants.

For six of the items, it was not possible to reach an agreement. While agreement should ideally

be reached for all items, when a new round will not provide any more information or is unlikely
to achieve a better result, the rounds of questions may be brought to a close despite a small
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number of disagreements remaining (19). The change in the formulation of the responses
between R2 (Likert scale) and R3 (dichotomous) meant that participants had to opt for one of
the options rather than rating their level of agreement with the statements, which undoubtedly
made it more difficult to arrive at an agreement.

Certain responses to the open questions were analysed in depth by the researchers. One of the
participants in R1 suggested that the professional self-assessment method could be changed
from SDM-Q-doc (23) to Ask 3Q (24) or CollaboRATE (25). However, Ask 3Q is a
methodology for applying SDM, making it an equivalent to the Three-talk model. Given that
the Three-talk model received a positive evaluation from the participants, the change was not
made. The other tool, CollaboRATE, is designed for the patient to evaluate the professional,
which was not the purpose of this questionnaire (26). Our objective was for the professional to
be able to evaluate how he or she performs SDM, resulting in self-guided learning of this
methodology. The researchers therefore kept the original version, SDM-Q-doc, and adapted it
for screening.

The decision on the flow diagram was affected by whether participants came from the region
of Catalonia (of those living in Catalonia, 5/6 wanted to keep it, albeit improving its resolution;
in contrast, the specialists originating outside Spain (7/11) opted to remove it). Given that the
objective of the handbook is to be used in other territories, the research group decided to
eliminate the flow diagram.

The example dialogues suggesting how professionals should conduct SDM at each point in the
process were widely accepted as a fundamental part of the handbook, although no consensus
was reached on whether to include more example dialogues for each steps (Su=4/6; Sp=7/11).
While Cc>75 was not reached, a larger proportion of both groups advocated providing more
examples. This may be directly related to the fact that both groups believed that SDM training
for health professionals is still incomplete. Some of these participants therefore called for the
handbook to provide more support, giving professionals greater confidence in implementation
through use of the aforementioned dialogues. The same conclusion can be made regarding the
decision to include more bibliographic references on communication skills and relationship-
building competencies (Su=3/6; Sp=7/11) and on including information about PtDas (Su=5/6;
Sp=4/11). In the latter case, the results differed between the two groups: most of the Subject
participants wanted to add information on these tools, perhaps highlighting their lack of
knowledge about them or training in their use, while the Specialists did not consider their
inclusion to be as relevant, due to their familiarity with the tools.

How to improve the application of SDM to screening

While 83% of the health professionals expressed a high level of interest in promoting Shared
Decision-Making during the clinical encounter (26), they recognised their lack of training in
the SDM model as one of the most significant barriers to its implementation in the screening
context (11).

A review of the training that health professionals receive confirmed our belief that there is a
lack of strategies able to familiarise health professionals with this model. In Spain, the topic
has been introduced into medicine and health-related degree programmes (27-30). However, it
is not framed precisely within a SDM model, but is closer to communication or clinical
communication skills, which have been used interchangeably as equivalents to the model. The
level of detail and the strategies used in this training are also unknown. Most training in SDM
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is acquired in postgraduate-level study aimed at doctors and nurses (31), whereas particular
attention should also be paid to health workers in primary care (including support and technical
staff, as well as clinicians), who provide person-centred healthcare in a holistic manner (32).

Experts in SDM have argued that it is necessary to prioritise adapting curricula to consolidate
this training, by emphasising education in communication skills and the accreditation of these
competencies (33), within the framework of a horizontal care model. Additionally, experts
highlight the need to create partnerships between universities and interdisciplinary research
groups to develop this material (33).

Experts also recommend training methodology based on practical activities such as role plays,
as well as working in small teams of six people, training of over a day in length, and providing
constructive feedback on students’ capacity to express empathy, give assertive responses,
engage in active listening, and other skills (34). This handbook and clinical practice guide
therefore include dialogues and specific examples of how to apply them. This will serve as
reference material supporting an initial grounding in SDM for professionals who have not
received formal training in this subject, and as supplementary material for those who have,
enabling them to apply the skills and competencies acquired in the specific context of BC
screening.

The final structure of our document responds to the need described in the preceding paragraph
and highlighted by the participants in the study.

Given the change of paradigm that SDM entails, all measures that help familiarise professionals
with SDM are important. For example, adding a section into Clinical Practice Guidelines
(CPG) on how to include the patient in decision-making, thereby coordinating evidence-based
practice with SDM (35), may be useful. Patients may even participate to some degree in its
development, as is current practice in such organisations as the National Institute for Health
and Clinical Excellence (NICE) and the Scottish Intercollegiate Guidelines Network (36). In
this sense, our proposed handbook and clinical practice guide, as well as the PtDas whose
quality has already been evaluated and certified by international organisations such as The
Ottawa Hospital (37), may be considered complementary materials.

LIMITATIONS

The main limitation of the study was participant recruitment, which is a typical constraint. It
was a particular problem in this case, given that the empirical work coincided with the
successive waves of the COVID-19 pandemic, hindering the active participation of some
professionals who had initially agreed to participate in the study. Despite this, there were fewer
withdrawals from Round 2 onwards than might have been expected in the circumstances.

The change in the formulation of the R2 (Likert scale) and R3 (dichotomous) responses may
have made it more difficult to reach the established minimum Cc for agreement. Nevertheless,
with reference to Martinez (2003) (19), the research team determined that one more round
would not have provided any added value to the results, for the reasons described in the
preceding sections. Nevertheless, the decision made regarding those elements about which no
agreement had been reached did not significantly affect the participants’ opinions regarding
the basic concepts on which the initial questionnaire was based.
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Finally, it should be noted that a systematic literature review (2018) showed that more research
is still needed to determine the real impact that training interventions have on health
professionals regarding SDM, given that the level of certainty of the studies was low or very
low. In this research, professionals who had received standard training were compared with
those who had been trained in SDM; from the 15 studies, it was concluded that the results for
patients’ satisfaction, knowledge, decision-related conflict, regret, level of health and quality
of life differed little or not at all (31). In spite of this, the demand for information and training
expressed by this study’s participants leads us to believe that this first handbook aimed at health
professionals for implementation in a BC screening context will help bring clarity to the
healthcare model centred on patients and their needs and preferences. However, we have also
noted the need to expand training in SDM and develop empirical strategies to facilitate its
implementation.

CONCLUSION

A horizontal relationship between patients and health professionals enables person-centred care
to be delivered, in which that person is considered a protagonist in the decisions made about
his or her health. This has been recognised by several governmental organisations and
incorporated into discourse and strategies. However, the practical application of this model is
an area in which progress has yet to be made. The handbook and clinical practice guide
therefore aim to familiarise professionals with the model, helping them to engage women in
the decision of whether have BC screening or not. The results obtained enable us to conclude
that, in order to be applied as public policy, a pilot study with health professionals is needed,
which should be supplemented by formal training in SDM.
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Figura 5: Flujograma del programa de Deteccion Precoz
del Cancer de Mama
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Figure 2 (Annex 4): the clarity and usefulness of this figure was not agreed; therefore, it will be
eliminated according to the results of the R3.
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You have the option of deciding
whether or not to participate in the
breast cancer screening programme.
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Together we’ll look at information

on the breast cancer screening > ‘
programme, so that we can decide
whether to participate or not.
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When you feel ready, we can make
a decision together about your

< participation in the breast cancer

screening programme.
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La mamografia no evita que tengas cancer
de mama. Ademas, no es un método perfec-
to; algunos tumores son muy dificiles de ver
en una mamografia.

Puede ser que no tengas cancer. Pero si lo
tuvieras, el diagndstico y tratamiento en una
fase inicial del tumor puede suponer una
mayor probabilidad de supervivencia.

Aunque te hayas hecho una mamografia
recientemente, es importante que si no-
tas algun cambio en el pecho vayas al
meédico.

La informacion presentada en este folleto
se ha basado en articulos cientificos y ma-
teriales desarrollados por el Programa de
Cribado de Cancer de Mama del National
Health Service en Inglaterra, por la Colabo-
racion Cochrane y por programas de criba-
do de Cataluna.

MINISTERIO

Instituto
de Salud
Carlos|Il

GOBIERNO
DE ESPANA

Unién Europea

Fondo Europeo de
Desarrollo Regional

"Una manera de hacer Europa”

Estudio PI14/00113 Participacion de las mujeres en las decisio-
nes y estrategias de deteccion precoz del cancer de mama. Co-
financiado por el Instituto de Salud Carlos Ill y fondos FEDER
de la Union Europea. Participan: Institut de Recerca Biomeédica
de Lleida-Universitat de Lleida, Universitat Rovira i Virgili, Institut
Catala d’Oncologia, Hospital del Mar y Servicio Canario de Salud.

BMJ Open

Si un grupo de 200 mujeres entre 50 y 69 anos se hacen mamografias de cribado
cada 2 anos, cuando cumplan 80 ainos...

—>

15 mujeres
habran sido
diagnosticadas
de cancer de
mama

&

J

BENEFICIOS DEL CRIBADO

7~

~

@ 1 sobrevivira al cancer de mama

Habria fallecido sin el cribado

Los tratamientos de algunas
mujeres pueden ser menos
agresivos

CON O SIN CRIBADO

"

2 4 habran muerto de cancer
de mama a pesar de haber
participado en el cribado

7~

\
% 8 habran sido diagnosticadas y
sobreviviran

Habrian sobrevivido aunque no
se hubieran cribado

EFECTOS ADVERSOS
DEL CRIBADO

@ 2 seran diagnosticadas y
tratadas de un cancer de mama

Este cancer nunca habria sido
una amenaza para su vida

habran necesitado pruebas
adicionales

Posteriormente se descartara
que hubieran tenido cancer de
mama (falsos positivos)

Por cada muerte evitada por el programa de cribado, 2 mujeres son diagnosticadas
y trataga$ dertin G 3RG e B RISBEIRLQIRI A HMHR QO-liRsgQSU vida.
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Estudios cientificos recientes han identifica-
do efectos adversos, antes desconocidos,
de la deteccién precoz de cancer de mama
mediante mamografia. Por esta razén, este
folleto tiene como objetivo informar sobre los
beneficios y efectos adversos de participar
en la deteccién precoz de cancer de mama.

Este material informativo pretende ayu-
darte a sopesar pros y contras para que
puedas tomar una decision personal so-
bre si deseas participar o no en la detec-
cion precoz del cancer de mama, en fun-
cion de tus valores y preferencias.

El cancer de mama se desarrolla cuando
algunas células empiezan a crecer de for-
ma descontrolada, formando un tumor. A
medida que el tumor crece las células ma-
lignas se pueden desplazar a otras partes
del cuerpo y poner en peligro la vida de la
persona afectada.

En Cataluna se diagnostican unos 4.000
casos nuevos de cancer de mama al ano.
Las estadisticas nos dicen que 1 de cada
9 mujeres padecera cancer de mama a
lo largo de su vida y que el 83% de las
mujeres afectadas sobreviviran a esta
enfermedad.

La deteccion precoz del cancer de mama,
también denominada cribado, tiene por ob-
jetivo detectar un cancer de mama en una
etapa muy inicial, antes de que aparezcan
sintomas. En su etapa inicial, el cancer es
mas facil de tratar y las oportunidades de
sobrevivir son superiores.

El sistema sanitario publico ofrece la posi-
bilidad de participar en la deteccidon precoz
del cancer de mama con el objetivo de redu-
cir la mortalidad causada por este tumor. El
programa de cribado se dirige a las mujeres
entre 50 y 69 afnos y consiste en realizar una
mamografia cada dos afnos.

La mamografia es una radiografia de la
mama. Es la prueba mas eficaz para de-
tectar el cancer de mama en mujeres que
no presentan sintomas. El riesgo de algun
dano por la exposicion a esta radiacion es
muy pequeno.

El cribado reduce el riesgo de morir por
cancer de mama

La deteccién precoz puede salvar la vida a
algunas mujeres porque se diagnostican y
tratan antes de lo que se habria hecho sin
cribado.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos, en-
tre los 50 y los 69 anos, 1 mujer se salva
gracias a la deteccion precoz del tumor.

El cribado detecta el cancer en estadios
mas iniciales

Un cancer detectado en estadios iniciales
no necesita tratamientos tan agresivos como
cuando esta mas avanzado; estos tratamien-
tos tienen menos efectos secundarios y la

For peer review only - http://bmjopen.bmj.cor¥@babilidad deireeuparnacion es mas alta.

Errores en el diagnéstico: falsos positi-
vos y falsos negativos

Los falsos positivos se producen cuando los
resultados de la mamografia hacen sospe-
char de un posible cancer de mama que en
realidad no existe. Esto conlleva exploracio-
nes adicionales que no serian necesarias.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos en-
tre los 50 y los 69 anos, 40 tendran un
resultado falso positivo.

La situacion contraria, el falso negativo, es
mucho menos frecuente y se puede produ-
cir cuando la mamografia no muestra nin-
guna sefnal de cancer de mama, aunque la
mujer lo padezca.

El cribado puede detectar tumores in-
ofensivos

Algunos tipos de cancer que se detectan
mediante la mamografia de cribado crecen
tan lentamente que nunca hubieran llegado
a ser un problema de salud. Algunos, inclu-
so, habrian desaparecido de forma espon-
tanea, sin tratamiento.

Actualmente no se puede saber qué lesio-
nes progresarian y cuales no, y por tanto,
se ofrece tratamiento a todas las mujeres
diagnosticadas. Algunas mujeres pueden
recibir tratamientos que tienen efectos se-
cundarios importantes, sin necesitarlos.
Esto se conoce como sobrediagnéstico y
sobretratamiento.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos, en-
tre los 50 y los 69 anos, 2 seran tratadas
de cancer sin necesidad.
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El objetivo del cribado de cancer de mama es detec-
tar tempranamente un tumor, en una fase preclinica.
Esto permite mejorar las opciones de tratamiento y
disminuir la mortalidad™. A pesar de estos beneficios,
el cribado puede producir también efectos adversos:
falsos negativos, falsos positivos, sobrediagndstico
y sobretratamiento®**. Ante el desconocimiento del
grado en que afectardn los efectos positivos y ne-
gativos a cada mujer en la decision del cribado, el
modelo de Toma de Decisiones Compartida (TDC)
permite que pacientes y profesionales de la salud
disminuyan la incertidumbre de la decision®®.

La TDC ha sido utilizada principalmente en los paises
occidentales para mejorar las decisiones en salud de
acuerdo a las preferencias de los pacientes y la evi-
dencia cientifica’. Asi, en 2012 The European Patients’
Forum inicié la campaia “nothing about me, without
me” (nada sobre mi, sin mi)® para involucrar a las
personas en las decisiones sobre su salud®.

En este contexto, algunas investigaciones han ex-
plorado como se desarrolla la TDC, asi, por ejem-
plo, en Espaiia solo el 24% de los pacientes afirma
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sional sanitario considerando sus caracteristicas y
preferencias personales o sociales™. Esto evidencia
la falta de estrategias para involucrar a las perso-
nas en su salud, debido a posibles deficiencias en
las habilidades comunicativas y la inexistencia de
vias de didlogo productivas entre los distintos ac-
g tores del encuentro clinico™.

oNOYTULT D WN =

10 para mejorar las estrategias, la Agencia de Calidad
y Evaluacion Sanitarias de Cataluiia (AQuAs) des-
13 Cribe a las Herramienta de Ayuda a la Toma de De-
14 cisiones (HATD) como un elemento central para la
15 TDC, aunque actualmente no dispone una de ellas
16 para el cribado de cancer de mama®™. Sin embargo,
un estudio reciente desarrollé una HATD®.

19 A pesar de que en la actualidad ha habido un incre-
mento de materiales destinados a las pacientes®,
55 SOn escasos aquellos que ayudan a los profesiona-
23 les para incorporar las preferencias y los valores de
24 las personas en la toma de decisiones en salud. En
25  este sentido, este documento ofrece a los profesio-
nales sanitarios evidencias cientificas sobre la TDC
2g Para que sean aplicables al proceso de cribado de
T poer tgiriewr @ ymBistiRi//bmjopen.bmj.com/site/about/guidelines.xht
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1 P d
2 1. ;Qué es?
3
4 La Toma de Decisiones Compartida (TDC) surge en
> la década de los 60-70 y corresponde a un modelo
Q 7, . . . . .
gm £ de atencion participativo ubicado entre el estilo de
£ ., . . .
gi.y atencion paternalistay el informativo®™®.
2=
9g¢
10 £
14 ¢  Figura1: Modelos de atenci6n en salud
5 9
12 £ Modelo Toma de Decisiones
13 = Paternalista Decisiones informadas
1 Compartida
1 Unidireccional Bidireccional Unidireccional
16 Jerdrquico Horizontal Jerdrquico
17 Profesional sanitario Ambos actores Profesional sanitario
18 hegemonico son expertos informa
19 Acuerdos
20
21
22
23 ,\ "
24
25
26 Profesional Nivel de Participacién Paciente
;; Fuente: Elaboracién propia del grupo ProShare
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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La TDC fomenta la participacién del paciente” para
tomar una decision conjunta con el profesional sa-
nitario en relacion con cambios en el estilo de vida,
pruebas diagndsticas, tratamientos y acciones te-
rapéuticas donde pueda existir algin grado de
incertidumbre™®. La TDC se desarrolla durante el
9 encuentro clinico y ambos actores son considera-
10 dos expertos: el paciente en su situacion de salud,
11 valores, creencias y preferencias; y el profesional
sanitario en la evidencia cientifica e informacién
14 de las opciones terapéuticas disponibles®.

oNOYTULT D WN =

15 Figura 2: Rol de los participantes en el encuentro clinico

N

Acuerdan

Toman una
25 decisién conjunta

26 Experto Profesional Experto Paciente

27 Ofrece evidencia cientifica, Ofrece sus preferencias,
2 alternativas, riesgos y beneficios creencias, valores y vivencias
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1 .
5 Por tanto, el objetivo de la TDC se centra en garan-
3 tizar que las personas tomen decisiones sobre su
4 salud cuando estan suficientemente informadas®.
5 Para lograrlo se requiere de una negociacion con-
g tinua entre ambos expertos centrando el didlogo
8 en los valores, preferencias, circunstancias del pa-
9 ciente, asi cdmo en los beneficios, dafos, riesgos
10 y opciones terapéuticas ofrecidas por el profesional
1 sanitario. Como resultado final de esta discusién se
1; consigue personas mas auténomas, un mayor nivel
14 de compromiso y responsabilidad en su salud?>#=24,
15
16 Figura 3: Elementos de la Toma de Decisiones Compartida
17
18 A) Intercambio B) Deliberacion ~ C) Tomar
19 de informacién  sobre las una decision
20 entre el distintas consensuada
21 paciente y el opciones
22 profesional
23 sanitario
24
25 Fuente: Adaptacién de Elwyn et al. 2012%°
26
27
28
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2. ;Por qué es importante?

La TDC se sustenta en el principio de autonomia de
los pacientes. La Ley 21/2000 Derechos de Infor-
macion relativos a la Salud, Autonomia del Pacien-
te y Documentacién Clinica protege su derecho a

oNOYTULT D WN =

9 decidir libremente después de recibir la informa-
10 cién adecuada entre las opciones clinicas disponi-
11 ples®. Por tanto, los profesionales estan legalmen-

1; te sujetos al cumplimiento de este principio, y no
14 Ppuede limitarse a la voluntad del profesional.

12 Junto con lo anterior, la implementacién de la TDC
17 ha evidenciado una serie de beneficios en los pa-

18 cientes, en los profesionales y también en los sis-
19 temas sanitarios'® 2627

20

21

22 Aumenta la participacién de los pacientes.

23 Mejora la comunicacién paciente-profesional sanitario.
24

25 Mayor adherencia a tratamientos.

26 Mejora los resultados biométricos en salud.

27

28 Aumenta la satisfaccion de los pacientes en la atencién

T peer reviélfy BHIg- http://bmjopen.bmj.com/site/about/guidelines.xht
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1
2 Disminuye la preocupacién y la ansiedad en los pacientes.
3
4 Reduce el conflicto decisional de los pacientes cuan-
5 do se enfrentan a tomar una decisién diagndstica y/o
6 terapéutica.
7 Mejora el conocimiento de la enfermedad, las opciones
2 diagnosticas y terapéuticas en los pacientes.
10 Aumenta la precision en la percepcion del riesgo.
1; Aumenta la eleccién de opciones mas beneficiosas.
13 Reduce el uso de tratamientos muy invasivos y costosos.
1;1' Reduce la variabilidad injustificada en la practica asistencial.
16 Contribuye a la racionalizacién del uso de recursos del
17 sistera sanitario.
18
19
20
21
22
23
24
25
26
27
28
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3. Las limitaciones del modelo

Aun existen pocos estudios que realicen un se-
guimiento prolongado a los pacientes para de-
terminar con certeza cudl es el impacto de su
aplicacién a largo plazo. Por otro lado, existe la

oNOYTULT D WN =

9 creencia entre los profesionales sanitarios que
10 ellos ya aplican la SDM?. Sin embargo, algunos
1T estudios han demostrado que esta presuncién no
se refleja en la practica®*®*. Finalmente, aunque
14 los pacientes tienden a elegir las mismas opcio-
15 nes que si no se hubiese aplicado una SDM, se ha
16 demostrado que, en el caso del cribado para el
cancer de mama, las mujeres valoran casi 5 veces
mas la reduccién de la mortalidad que el riesgo
20 de un sobrediagnédstico® y esta diferencia radica
21 en un mayor conocimiento, en la adherencia al
22 acuerdo, y la disminucion del conflicto decisional.

26
27
28
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4. ;Qué habilidades o
competencias necesitan los
profesionales sanitarios?

Comunicar de forma equilibrada los riesgos y be-
neficios de cualquier opcidn terapéutica no es
tarea facil®, para conseguirlo se han identificado
dos tipos de competencias que deben desarrollar
los profesionales sanitarios para aplicarlas en la
TDC*®:

implementacién de 1a TDC

__= =2 VO NOTU A WN =

WiNu=?d@ipoyo para

14
1 4.1 Competencias relacionales

16

17 Son las habilidades que proporcionan un am-
18 biente cémodo para que el paciente comparta sus
;g preocupaciones. Para lograrlo el profesional debe
2 tener un interés genuino en querer involucrarse,
22 comprender el punto de vista del paciente y utili-
23 zar un lenguaje sencillo.

24

25

26

27

28
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1 . .

5  Entre las competencias del profesional destacan:
3 . .

4 Realizar una escucha activa.

5 Respetar las decisiones tomadas por el paciente.

3 Realizar preguntas abiertas.

8 Generar en todo momento contacto visual.

9 Dej los ti tad L pacient
10 jar que los tiempos sean pautados por el paciente.
11 Reconocer sus sefiales emocionales o verbales.

12 Usar habilidades comunicacionales: el resumen, la
13 clarificacion, el reflejo, la empatia, entre otras®.

14

15

16 4.2 Competencias de comunicacion de riesgo

18 Son las habilidades que sirven para discutir con el
19 paciente la incertidumbres y comunicar de forma
efectiva los riesgos y beneficios de las diferentes
opciones. Se debe evaluar la evidencia en relacién
23 a cada contexto particular, es decir, considerar los
24 antecedentes personales: historia familiar, historia
25 clinica y factores de riesgo o protectores que po-
- drian aumentar o disminuir los beneficios/dafios
,g de las opciones™.
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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1 . . S
5 Para esto se recomienda evitar el lenguaje técnico,
3 adaptar la cantidad de informacion a las necesi-
4 dades actuales del paciente, utilizar diagramas,
5 comprobar la comprension de la informacién
3 ofrecida, incorporar valores del paciente a la evi-
8 dencia, transmitir informacién objetiva, facilitar la
9 participacion y evaluar la informacién que ya dis-
10 pone el paciente®.
11
12 En resumen, para poseer una éptima relacion
13 con el paciente se resumen en las siguientes ha-
14 bilidades® (Figura 4).
15
16 Figura 4: Habilidades comunicativas
17
18 Escucha Lenguaje  Noverbal Cultural Actitudinal
19 Escucha Verbal: tono  Expresivo: Adaptar co-  Respetar las
20 general y apropiadoy  lenguaje municacién  opiniones y
activa adaptado al  corporaly alacultura, derecho de
21 nivel edu- contacto edady en-  decidir del
22 cativo visual fermedad paciente
23 Escrita: co-  Receptivo:
24 municacién  responde
25 claray uso a lenguaje
de material  corporaly
26 educativo emociones
27 y , . :
Fuente: Adaptacion de Laughlin T, Wetmore S, Allen T, Brailovsky C, Crichton T,
28 Bethune C, Donoff M, Lawrence K. 20123
T poer review onIy http://bmjopen. bmJ com/site/about/guidelines.xhti
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; Si quieres profundizar en habilidades comunica-
3 cionales revisa los siguientes enlaces:
4
3 Shared decision making and the concept of
6 equipoise: the competences of involving
7 patients in healthcare choices.
2 https://bjgp.org/content/bjgp/50/460/892.full.pdf
10 The role of physician—patient communication in pro-
11 moting patient—participatory decision making.
12 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5060521/
13 La comunicacién médico-paciente: ;Cudles son las
14 habilidades efectivas?
1 2 https://scielo.conicyt.cl/pdf/rmc/v138n8/art16.pdf
17 Video Decisions Compartides, Generalitat de Catalunya.
18 http://decisionscompartides.gencat.cat/ca/inici
19
20
21
22
23
24
25
26
27
28
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; 5. ;Qué opinan los pacientes?
3
4 Un estudio desarrollado en Espaia del afio 2012
5 identificé que al 60% de los pacientes les hubiese
gm % gustado que el profesional sanitario les pidiese su
8 gg opinién, aunque no se les animd a hacerlo. Ademas,
9§;§ la mayoria hubieran deseado recibir mas informa-
1@ f:;j cion de la que se les entregd®. Otros estudios en el
1% £ cribado de cancer de mama han demostrado que
1% £ so6lo entre un 8% a 10% de las mujeres recibieron
1 informacion respecto al sobrediagnostico®.
| Los pacientes consideran que el profesional sanita-
1? rio debe involucrarse en las decisiones de sus pa-
18 cientes, es decir, no abandonarlos en el proceso de
19 decision®. En 2013, otro estudio determind cuales
20 son los elementos que mas valoran los pacientes
;; en la TDC, siendo los mas significativos el rol co-
23 municativo del profesional sanitario, la percepcion
24 de una escucha comprensiva, la sensaciéon de una
25 preocupacion real por su salud y por sus necesida-
26 des, una conversacion acorde al contexto y la cons-
;; tatacion de un dominio de la informacion®.
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La TDC fortalece la relacion profesional sanita-
rio-paciente y la alianza terapéutica porque el
hecho de participar activamente en las decisiones
de su salud, disminuye la incertidumbre, aumenta
el conocimiento y la posibiidad de manejar mejor
su enfermedad®. En definitiva, los pacientes sien-
ten mayor tranquilidad.

oNOYTULT D WN =

o)

—_
—_

-
o

Manual de apoyo para

implementacién de la TDC
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compartida en el
* cribado de cancer

11

iy de mama
13
14
15
16
17
18
19
20
21
22
23
24
25
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28
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1. El Programa de cribado

1.1 Cribado poblacional en Catalufia

EL Plan Estratégico del Pla Director d’Oncologia de
la Generalitat de Catalunya menciona como obje-
tivo disminuir el impacto del cdncer de mama en
la poblacién mediante el cribado®. Sin embargo,
no hace referencia a la forma de incorporar a la
mujer en las decisiones de su salud, a pesar de que
su participacion es uno de los pilares del Plan de
Salud de Cataluna 2016-2020%.

Actualmente, cada Programa dependiente del Pla
Director d’Oncologia, se realiza cada dos afios y en
base al Registro Central de Asegurados (RCA), la
captacién de las mujeres entre los 50 y los 69 afios
mediante una carta dirigida a su domicilio particu-
lar. En ella, se les invita a realizar, de forma gratui-
ta, una mamografia en un centro de salud previa-
mente asignado. Este mecanismo no incorpora un
espacio de contacto entre el profesional sanitario
y la mujer, donde ella pueda resolver sus dudas o
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1 . . .
5 ficiente para hacerla participe en la decision sobre
3 su participacién -o no- en el programa de cribado.
g Para subsanar esta falta de contacto se requiere
6 Un cambio en la organizacién y en los medios de g
7 informacién a las mujeres®. Asi, el uso de HATD %
89
8 ha demostrado ser un apoyo para el profesional oS
2.
?O sanitario y para las mujeres en el momento de §§
17 tomaruna decisién conjunta respecto al cribado. ~ © g
[1]
S v
12 g ?

13 Siquieres profundizar en HATD revisa los siguien-
14 tes enlaces:

®

15
16 .
17 Documento Desarrollo de Herramientas de
Ayuda para la Toma de Decisiones Compartida
18 derivadas de las recomendaciones de las Guias
19 de Prdctica Clinica.
20 "
21 Sitios web PyDeSalud:
22 https://pydesalud.com/toma-de-decisiones-compartidas/
23 Sitio web de The Ottawa Hospital:
;g https://decisionaid.ohri.ca/AZsearch.php?criteria=screening
26 Video demostrativo Una Demostracién - Toma de
27 decisiones compartidas - Mayo Clinic:
28 https://www.youtube.com/watch?v=qwyx7yAP5zA&t=4s
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; 1.2 ;Por qué aplicar la TDC al cribado de

3 cancer de mama?

4

5 Las pruebas diagnosticas para la deteccién precoz
Sm % del cancer de mama han tomado fuerza como es-
8%@ tadndar de salud publica al reconocer la reduccion
9§;§ de la mortalidad, asi de cada 200 mujeres que se
1@ % realizan mamografias de cribado cada dos afos,
1% § entre los 50y los 69 afios, 1 mujer se salva gracias
1% § a la deteccién precoz del tumor y 40 necesitaran

—_

@ pruebas adicionales para descartar el cancer®.
1 Sin embargo, estudios recientes demuestran que

16 existe una escasa o nula percepcion de sus dafnos
1273 o efectos adversos.

19 Los principales riesgos atribuidos al cribado de
20 cancer de mama son los falsos positivos, falsos
;; negativos y el sobrediagnostico®. Este ultimo con-
23 cepto se define como aquellos tumores que crecen
24 tan lentamente que nunca llegarian a ser un pro-
25 blema de salud e incluso desaparecerian de forma
;? espontanea, sin necesidad de tratamiento. Actual-

mente, se desconoce qué tipo de lesiones progre-
r Qger revisavaimly chales/nenjppeitidnig.csergirese bratanuieiimes.xht
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a todas las mujeres diagnosticadas de cancer de
mama (lo que se conoce como sobretratamiento)™
que provoca una sensacion de fragilidad y vulne-
rabilidad en la mujer, intolerancia a la incertidum-
bre, vinculacién a procedimientos de mayor riesgo,
como son las biopsias® y, finalmente, se traduce
9 enun aumento del gasto sanitario®.

oNOYTULT D WN =

Ante la incertidumbre entre los beneficios y efec-
12 tos adversos, se recomienda el uso de TDC con
13 el fin de definir en base a la evidencia cientifica
14 actual y los valores de las mujeres la decision de

Manual de apoyo para
implementacion de la TDC

®

participar o no en el cribado.

17 Para mayor informacién sobre las definiciones,
18 incidencia, estadisticas de riesgo, beneficios vy
efectos adversos del cribado de cdncer de mamas
51 Se pueden encontrar en la HATD desarrollada el
22 ano 2016%.

27
28
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; 2. Implementacion de la TDC en
i cribado de cancer de mama
Z Antes de iniciar el proceso de TDC se debe es-
7 tablecer una relacién de confianza basada en la
8 empatia, facilitar una comunicacién fluida y de
9 calidad®*. El proceso debe ser deliberativo?, es
14 decir, las mujeres toman conciencia que tomaran
1; una decisiéon y que puede requerir mas de un en-
13 cuentro clinico?. Ademas, este debe ser dindmico
14 ya que las fases deben adaptarse a las necesida-
:5 des, inquietudes y prioridades de cada mujer®.
1? Una vez proporcionada la informacién, se debe
18 explorar explicitamente si la mujer desea desem-
19 pefar un rol activo o pasivo en la decision®4¢ de lo
;? contrario puede inducir a un rol pasivo en las mu-
22 jeres™?4¢_Sin embargo, no es impedimento para
23 corroborar durante todo el encuentro clinico el rol
24 que desean desempefiar, ya que éste puede cam-
25 biar de uno activo a uno pasivo o viceversa en el
;? transcurso de la conversacion.
28
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Existen algunos factores que promueven la
participacién, entre el profesional y la mujer,
la motivacién de los profesionales de la salud
para involucrar a la persona en sus decisiones,
la percepciéon de que la TDC producira un
impacto positivo en el proceso clinico, la alta
alfabetizacion de la mujer o el propio deseo de
ella de ser parte activa en las decisiones que
afectan a su salud®®¥. Sin embargo, la falta del
tiempo en el encuentro clinico, la edad avanzada
de las mujeres, personas con dificultad de
comunicarse en el idioma del profesional, el bajo
nivel socioeconémico de las mujeres, su baja
alfabetizacion®2%4¢47 y |a presencia de patologias
de salud mental®* limitan la TDC.

oNOYTULT D WN =
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Manual de apoyo para
implementacién de la TDC
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; 2.1 Fases y modelo “Three-talkR”
i Las tres fases que componen este modelo son®:
5
6 2 FASE 1
/¢ = Crear equipo
8%
9§:§
1@% El principal objetivo de esta fase es comunicar
1E§ la necesidad de tomar una decisién en equipo,
:é £ cuyos integrantes son el profesional sanitario y
1 la mujer. Aqui se comunican los objetivos de la
1 decision, por qué se debe tomar (presencia de
16 factores de riesgo personal) y las alternativas dis-
17 ponibles basadas en la evidencia. El profesional
12 debe enfatizar en que (a) la mujer pude decidir no
20 tomar una decision en ese momento y solicitar el
21 apoyo de otros actores como familiares u otros
22 especialistas y (b) debe ser receptivo a las reac-
23 ciones que puede generar en la mujer el enfren-
;g tarse a esta decisién. Por tanto, debe recalcar que
2% la acompanara en el proceso hasta que se sienta
27 segura para llevar a cabo la decision.
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1 . .
> Figura 5: Crear equipo
3
4 Usted tiene la opcién de decidir si
5 participar o no en el programa de
‘ cribado de cancer de mama.
6 9]
- [a]
=
7 (o
[$ 80
8 oo
]
9 88
88
10 g g
N o8
1 - g’
12 Ee
Juntas exploraremos informacién sobre g E

®

13 el programa de cribado del cdncer de
14 mama para que podamos decidir si ‘
participar o no.
15 bl
L

19 ri g

Cuando se sienta preparada,

podemos decidir juntas su participa-
22 ‘ cién en el programa de cribado de
23 cdncer de mama.
-
24
25 |
\ -_ ‘

28
T poer Feviewsonlyon btip:/mjopendomj.com/site/about/guidelines.xht

30
31




Page 61 of 145 BMJ Open

1
: FASE 2
3 q .
4 Plantear las opciones y explorar preferencias
5
6 El principal objetivo de esta fase es informar cla-
7c E ramente, segun las caracteristicas de cada mujer,
8 ::§ los efectos adversos y beneficios del cribado. Para
?éﬁ% esto debe explorar sus valores, sus preocupacio-
11 g nes, expectativas y preferencias iniciales (priori-
12 = dades basadas en los conocimientos preexisten-
13 8 tes o ideas preconcebidas respecto al cribado?).
1 Ademds ampliar en detalle las opciones, consi-
16 derando riesgos y beneficios. De esta forma, las
17 preferencias iniciales pasaran a ser preferencias
18 informadas (preferencias personales basadas en
19 los valores una vez que se ha asegurado la com-
20 prension de los riesgos y beneficios mas relevan-
21 tes del cribado?).
22
23 Para explicar los riesgos especificos se recomien-
24 da utilizar alguna HATD, ya que mejorara la com-
;2 prensiéon de la informacion incluso en mujeres
27 con baja alfabetizacion®.
28
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1 . . .
) Figura 6: Plantear las opciones y explorar preferencias
3
4 Me podria comentar cudles son sus
preferencias, miedos y/o dudas sobre
5 ‘ las diferentes opciones que le
6 N comentaré del programa de cribado %)
e de cdncer de mama. a
7 g
a
8 5.
]
9 88
&8
10 & 2 e
(]
11 — 9 E
28
12 Vamos a explorar conjuntamente los g E‘
13 beneficios y efectos adversos del -
programa del cribado de cdncer de ‘
14 mama y resolveremos las dudas que @
15 usted tenga. La acompanaré a tomar =
una decision teniendo en cuenta sus
16 preferencias y valores.
17 |
18
19 i -
20
21 Trataremos de tomar una decision.

Revisaremos las diferentes opciones y
cudl se relaciona mejor con sus
preferencias. También podemos
compatrtir sus dudas y temores.

26
27
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1
: FASE 3
i Tomar una decision compartida
5
6 En esta fase se argumentan las alternativas y se
7s '« toma una decision respecto a la participacion en el
8::§ cribado de cancer de mama®. El profesional debe
?éL% reforzar la idea de acompanamiento en la decision.
11 g Ademas, debe dar el tiempo suficiente que permita
12 = a la mujer reflexionar en torno a sus prioridades,
13 8 incluso incluyendo la idea de diferirla para otro mo-
1 mento o delegarla en el profesional; en este ultimo
16 caso se recomienda identificar los elementos que le
17 impiden hacerlo por ella misma. Finalmente, debe
18 confirmar la decisién y acordar un plan de accién®#¢
19 y seguimiento que permita un circuito de retroali-
;? mentacion entre el profesional y la mujer*“¢.
22
23
24
25
26
27
28
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1 . .
) Figura 7: Tomar una decision compartida
3
4 Ya hemos revisado las ventajas y h
desventajas relacionadas con la
5 ‘ deteccion precoz del cdncer de mama.
6 . ¢Siente que ya puede tomar una 8
decisién? ;Cudl és su eleccién? No es =
7 necesario que tome la decisién ahora. S Kt
8 * Si cree que necesita mads tiempo, et
podemos tomarla mds adelante y asi S g
9 usted puede comentarlo con alguna 5_%
ersona de su interés. i)
10 ‘ P Y, YE
1m N T E
+
12 Le agradezco que haya compartido g E
13 conmigo su punto de vista. Después de
14 haber revisado las ventajas y desventa- ‘ @
jas de las distintas opciones y preferen-
15 cias ;cree estar en condiciones de tomar b
16 una decisién ahora? Considere que
puede tomarse mds tiempo para . |
17 pensarlo o comentarlo con alguna l
1 8 persona importante para usted. s
y
: A
21 Después de revisar las alternativas y
22 compartir sus preferencias, ;podriamos
tomar una decisién? Si es asi, le
23 comentaré los pasos a seguir. De lo
24 4 l contrario, podemos posponerla para otro
25 momento, cuando se siente preparada.
26
27
28

T poer F&\lllé\&la@m]ym hrbm.ﬂébmgmpembmj.com/site/about/guidelines.xhtl

30
31



Page 65 of 145 BMJ Open

1 . - .
) Figura 8: Fases de la Toma de Decisiones Compartida
3
4
5
6 (9
7. = Crear un equipo
- (1] LR ki
< - Tra!:ajar]untos, describir e sy
8 a % °pc'°"est' u';ce L-:!:;?yoy pa?u {orr:oria dsgfsigz
9 g‘ g [PESEUNEAG 08 O aHVOS que mds le convenga
2.
3]
]
142 \
1% € Escucha activa
S o Poner mucha atencién y
1 E o 9 entregue respuestas
; g T asertivas P]ant.ear
1 omar : las opciones
14 L Deliberacién y explorar
Compardda Ante una decision pensar pl'efEl'enClaS
1 Tomar las decisi clidadosments oy Use los principios de
basadas en las P ‘comunicacion de
1 6 referencias riesgo para discutir
las alternativas.
1 7 Digame que es lo que
18 mds importa para Comparemos las
tomar esta decision posibles opciones
19 =
20
21
22
Fuente: Adaptacién de Three-talk model of shared decision making. Elwyn G, et a
23 daptacién de Three-talk model of shared d king. El 1
24 2017. Uso autorizado por el autor*.
25
26
27
28 . . . . . .
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3. Autoevaluacion del proceso de TDC

El instrumento SDM-Q-doc® es una encuesta de
autoevaluacion para profesionales sanitarios que
permite medir el nivel de participacién que se le
ha ofrecido a la mujer para tomar decisiones. Este
9 instrumento estd compuesto por nueve items que
10 deben ser valorados por el profesional dentro de
11 seis alternativas; desde totalmente en desacuerdo
(valor 1) a totalmente de acuerdo (valor 6).

oNOYTULT D WN =

Manual de apoyo para
implementacion de la TDC

®

24
25
26
27

2
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1
2 Criterio Puntos*
3 1 2 3 4 5 6
4 Informé claramente a la mujer de

la necesidad de tomar una decision
> sobre su participacion en el cribado co0O0O0O
6 de cdncer de mama
% Pregunté a la mujer de forma precisa
8 zérgo le gustaria participarenlatoma (J (O O O O O
9 e decisiones
10 Informé a la mujer que existe la 0O00000
11 opcioén de participar o no en el cribado
12
13 Expliqué claramente a la mujer las
14 ventajas y desventajas de cada opcién Co00O0D0
15 Ayudé a la mujer a entender toda
16 la informacién sobre beneficios y 0O0000aOo
17 efectos adversos

Pregunté a la mujer qué opcién
18 pre?eria e P 000000
19
20 La muj

jer y yo hemos valorado

21 ampliamente todas las opciones OCo0000
22

La mujer y yo hemos escogido
;i conjuntamente una opcion oooooo
25 La mujer y yo nos hemos puesto de

26 acuerdo sobre el seguimientodesuy (J (O O O O O

atencion sanitaria posterior
* La puntuacion va de: “Totalmente en desacuerdo” (1) a “Totalmente de acuerdo” (6)
r 9991’ review @By -hispidhmiorendmisemisite/about/guidelines.xht
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Procedimiento y Resultados de la autoevaluacion

Para conocer el resultado se deben sumar los
puntos obtenidos en cada seccion, identificando
asi las fases del modelo “Three-talk”.

Fase de la TDC

Fase 1
“Crear equipo”

Fase 2

“Plantear opcio-
nes y explorar
preferencias”

Fase 3
“Tomar una
decisiéon”

Puntuacion total:

Puntos Interpretacion

3 312 puntos:
sin adherencia a la TDC

13 a 18 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC

13 218 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

9a27:
Falta de adherencia a la TDC

28 a 36:
Indiferencia a la TDC

37 a45:
Leve adherencia a la TDC

46 a 54:
Fuerte adherencia a favor de

r peer review only - http://bmjopetabbg.com/site/about/guidelines.xht
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; La interpretacion y puntos de corte se basaron en la evidencia de
Pollard, Bansback y Bryan (2015)°. Se dividieron los puntos totales

3 (54 puntos) segln los porcentajes de corte descritos; >80% “Fuerte

4 adherencia del profesional a favor de la TDC”; 60-80% “Leve ad-

5 herencia del profesional a la TDC” 40-60% “Indiferencia del pro-

6 = fesionalala TDC”y <40% “Falta de adherencia del profesional a la

7c E TDC”. Por otro lado, los puntos de corte por cada fase definen como

8 §% “adherente” aquellos superiores al 60% y “sin adherencia” a la TDC

9 %:g el resto, de un total de 15 puntos (3 al 18). Finalmente, la divisién por

1&'5 fases corresponde a una adaptacién de la escala SDM-Q-doc con-

1 % g trastdndola con las caracteristicas del modelo “Three-talk”*.

5 9

1% £ Se recomienda realizar esta autoevaluacién con

1 periodicidad ya que permite a los profesionales

1 sanitarios identificar los puntos fuertes y débiles en

16 cuanto a la forma en que incorporan la participacion

17 en salud de las mujeres. De este modo, se facilita

12 focalizar los esfuerzos en mejorar los aspectos mas

20 débiles con formaciény entrenamiento, y finalmente

21 hacer un seguimiento de los avances conseguidos.

22

23

24

25

26

27

28
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; El objetivo del cribado de cancer de mama es
3 detectar tempranamente el tumor, en una fase
4 preclinica. Esto permite mejorar las opciones de
5 tratamiento y disminuir la mortalidad 2. A pesar
g de estos beneficios, el cribado puede producir
8 también efectos adversos: falsos negativos, falsos
9 positivos, sobrediagnéstico y sobretratamiento 234,
10 Ante el desconocimiento del grado en que afectara
1 los efectos positivos y negativos a cada mujer en la
g decision del cribado, el modelo de Toma de Deci-
14 siones Compartida (TDC) permite que pacientes
15 y profesionales de la salud disminuyan la incerti-
16 dumbre de la decision .
1373 La TDC ha sido utilizada principalmente en los
19 paises occidentales para mejorar las decisiones en
20 salud’. Asi, en 2012 The European Patients’ Forum
;; inicié la campana “nothing about me, without me”
23 (nada sobre mi, sin mi) 8 para involucrar a las per-
24 sonas en las decisiones sobre su salud®.
;2 Por otro lado, la Medicina Personalizada (MP) se
57 ha consolidado desde la segunda mitad del siglo
28 XX'0M12 centrando la atencion sanitaria en la combi-
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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nacion de la informacion clinica, genética y ambien-
tal de cada persona. Al individualizar la atencién,
los profesionales sanitarios acceden a un enfoque
integrado y basado en la evidencia para la medi-
ciéon de riesgo, diagnosticos, aplicacion de terapias
farmacolégicas y manejo clinico. Estas medidas han
9 permitido optimizar la atencion clinica seguin las ca-
10 racteristicas de cada individuo®.

oNOYTULT D WN =

12 La MP es un modelo de salud que esta tomando
13 cada vez mas relevancia en las estrategias sanita-
14 rias en Europa, por lo que prepararse para su im-

12 plementacion forma parte de los desafios actuales.
17 LaMPse complementa con la TDC ya que ambos

18 modelos buscan posicionar a la persona en el
19 centro de la atencién, mejorar su participacion
20 en las decisiones de salud y priorizar un enfoque
de atencion preventiva sobre la curativa. Es decir,
»3 Mientras que en la MP se utilizan los anteceden-
24 tes médicos, ambientales y genéticos para estimar
25 resultados clinicos individuales, en la TDC se con-
26 sideran los valores, preferencias y vivencias de los

;; pacientes ™.
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; La aplicacién de la MP en los programas de cribado
3 permite 0121
4
Z Reducir los efectos adversos (falsos positivos, falsos
7 negativos, sobrediagnostico y sobretratamiento.
8 Aumentar la eficiencia del cribado en todos los
9 subgrupos de riesgo de cdncer de mama.
1? Ampliar el periodo y la frecuencia del cribado en
12 las mujeres con riesgo elevado de cancer de mama
13 y reducir la frecuencia en mujeres con bajo riesgo.
14 Informar a las mujeres sobre la deteccién precoz
15 para que las decisiones que adopten estén mejor
16 sustentadas.
17
18 Ajustar la percepcion del riesgo de padecer un can-
19 cer de mama al riesgo real.
20
21
22
23
24
25
26
27
28
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En este contexto, algunas investigaciones han ex-
plorado cdmo se desarrolla la TDC. Martinez, et al.
(2018) ™ identificaron que el 83% de los profesiona-
les crefan que las decisiones de deteccion deberian
ser compartidas o centradas en el paciente. Sin
embargo, el 77% dedicé6 menos de 5 minutos para
9 discutir con ellos los beneficios y los riesgos rela-
10 cionados con la mamografia . Por otro lado, en
11 Espafia solo el 24% de los pacientes afirma haber
tomado la decisidbn conjunta con su profesional

oNOYTULT D WN =

14 sanitario teniendo en cuenta sus caracteristicas y
15 preferencias personales y sociales". Esto evidencia
16 la falta de estrategias para involucrar a las perso-
17" nas en su salud, posibles deficiencias en las habi-
lidades comunicativas y la inexistencia de vias de
50 didlogo productivas entre los distintos actores del
21 encuentro clinico del cribado de mama™.

23 Eneste sentido, la literatura ha reportado algunas
24 barreras para la implementacion de la TDC™: falta
25 de tiempo en los encuentros clinicos, falta de co-
26 nocimientos del profesional sanitario acerca del
modelo TDC y de los efectos adversos del cribado,
r 99er asiiearoala idificubadogedospacientas/ppratenetelines.xht
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una actuacién proactiva?>?. La Agencia de Calidad
y Evaluacién Sanitarias de Cataluiia (AQuAs) des-
cribe las Herramienta de Ayuda a la Toma de De-
cisiones (HATD) como un elemento central para la
TDC, aunque actualmente no dispone de una para
el cribado de cancer de mama#. Un estudio re-
ciente desarrollé una HATD en el cribado de cancer
de mama (anexo 1). Su evaluacién posterior puso
de manifiesto que los profesionales sanitarios y las
mujeres valoraron positivamente el intercambio
de informaciéon equilibrada del cribado mediante
una HATD con el fin de mejorar la toma de deci-
siones en salud .

Sin embargo, a pesar de que en la actualidad ha
habido un incremento de materiales destinados a
las pacientes 2%, son escasos aquellos que ayudan
a los profesionales para incorporar las preferencias
y los valores de las personas en la toma de deci-
siones en salud. En este sentido, este documento
y sus anexos ofrece a los profesionales sanitarios
evidencias cientificas sobre la TDC para que sea
aplicable al proceso de cribado de cancer de mama.
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1 P d

2 1. ;Qué es?

3

4 La Toma de Decisiones Compartida (TDC) surge

5 en la década de los 60-70 desarrollandose en
(9]

gm £ mayor medida a partir de los 90. Corresponde a un

o ., S .
giy modelo de atencidn participativa ubicada entre el
< . .7 . . .

9 §;§ estilo de atencién paternalista y el informativo 2%.
o

1@ £ Figura 1: Modelos de atencién en salud

% g

12 %

1; = Modelo Toma de Decisiones

Paternalista Decisiones informadas

1 Compartida

:: 6 Unidireccional Bidireccional Unidireccional

17 Jerdrquico Horizontal Jerarquico

18 Profesional sanitario Ambos actores Profesional sanitario

19 hegemonico son expertos informa

20 Acuerdos

21

22

23

24 n s

25

26

27 Profesional Nivel de Participacién Paciente

28 [Fuente: Elaboracién propja del grupo ProShare . . )
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La TDC fomenta la participacion del paciente? para
tomar una decision conjunta con el profesional sa-
nitario en relacion con cambios en el estilo de vida,
pruebas diagndsticas, tratamientos y acciones te-
rapéuticas donde pueda existir algin grado de in-
certidumbre %%, La TDC se desarrolla durante el
9 encuentro clinico y ambos actores son considera-
10 dos expertos: el paciente en su situacion de salud,
11 valores, creencias y preferencias; y el profesional
sanitario en la evidencia cientifica e informacién
14 de las opciones terapéuticas disponibles*°.

oNOYTULT D WN =

15 Figura 2: Rol de los participantes en el encuentro clinico

N

Acuerdan

24 Toman una
decisién conjunta

Experto Profesional Experto Paciente

Ofrece evidencia cientifica, Ofrece sus preferencias,
27 alternativas, riesgos y beneficios creencias, valores y vivencias

8
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1 I
5 Por tanto, el objetivo de la TDC se centra en garan-
3 tizar que las personas tomen decisiones sobre su
4 salud cuando estan suficientemente informadas *".
5 Para lograrlo se requiere de una negociacion con-
g tinua mediante la discusién entre ambos expertos
8 (paciente y profesional) centrando el didlogo en los
9 valores, preferencias, circunstancias del paciente, asi
10 cdmo en los beneficios, danos, riesgos y opciones
1 terapéuticas ofrecidas por el profesional sanitario.
1; Como resultado final de esta discusion se consigue
14 que las personas sean mas autbnomas y presenten
15 un mayor nivel de compromiso y responsabilidad
16 en su salud 603234,
17
18 Figura 3: Elementos de la Toma de Decisiones Compartida
19
20 A) Intercambio B) Deliberacién ~ C) Tomar
21 de informacién  sobre las una decision
2 entre el distintas consensuada
paciente y el opciones

23 profesional
24 sanitario
25
26 Fuente: Adaptacion de Elwyn et al. 2012
27
28
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2. ;Por qué es importante?

La TDC se sustenta en el principio de autonomia de
los pacientes. La Ley 21/2000 Derechos de Infor-
macion relativos a la Salud, Autonomia del Pacien-
te y Documentacién Clinica protege su derecho a
9 decidir libremente después de recibir la informa-
10 cién adecuada entre las opciones clinicas dispo-
1T nibles . Por tanto, los profesionales estan sujetos
juridicamente al cumplimiento de este principio,
14 Que no puede limitarse al deseo o voluntariedad
15 del profesional.

oNOYTULT D WN =

Asimismo, en Catalufia, el Modelo Asistencial del
18 Instituto Catalan de Oncologia 2019-2022 pro-
19 mueve intervenciones centradas en la persona,
20 teniendo como primer objetivo considerar las ne-
cesidades de las personas, para luego planificar el
23 Cuidadoy atencién en salud?.

24 Junto con lo anterior, la implementacién de la TDC
% ha evidenciado una serie de beneficios en los pa-
57 cientes, en los profesionales y también en los sis-

28 temas sanitarios?® ™34 3.3
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Aumenta la participacién de los pacientes.

Mejora la comunicacién paciente-profesional sanitario.
Mayor adherencia a tratamientos.

Mejora los resultados biométricos en salud.

Aumenta la satisfaccion de los pacientes en la atencién
de salud.

Disminuye la preocupacién y la ansiedad en los pacientes.

Reduce el conflicto decisional de los pacientes cuan-
do se enfrentan a tomar una decisién diagndstica y/o
terapéutica.

Mejora el conocimiento de la enfermedad, las opciones
diagndsticas y terapéuticas en los pacientes.

Aumenta la precision en la percepcién del riesgo.
Aumenta la eleccién de opciones mas beneficiosas.
Reduce el uso de tratamientos muy invasivos y costosos.
Reduce la variabilidad injustificada en la practica asistencial.

Contribuye a la racionalizacién del uso de recursos del
sistema sanitario.
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1 rd o o

2 3.¢Qué habilidades o

i competencias necesitan los

5 profesionales sanitarios?

6 3

7  Comunicar de forma equilibrada los riesgos y be- gE

8 neficios de cualquier opcién terapéutica no es g%;

?O tarea facil, pero es necesario ayudar a los pacien- %%

17 tes a estar mejor informados ¥; para conseguirlo fi g

12 se han identificado dos tipos de competencias que £ %'Ei
= =

13 deben desarrollar los profesionales sanitarios para
14 aplicarlas en la TDC*:

16 3.1 Competencias relacionales

18 Son las habilidades que favorecen una buena co-
municacién durante el encuentro clinico y pro-
51 Pporcionan un ambiente comodo que permite al
22 paciente compartir sus preocupaciones. Para lo-
23 grarlo el profesional debe tener un interés genui-
24 no en querer involucrarse y comprender el punto

;2 de vista del usuario y utilizar el tipo de lenguaje
57 Mas adecuado.
28
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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; Entre las competencias del profesional destacan:
3 ) .

4 Realizar una escucha activa.

5 Respetar las decisiones tomadas por el paciente.

3 Realizar preguntas abiertas.

8 Generar en todo momento contacto visual.

?O Dejar que los tiempos sean pautados por el paciente.
11 Reconocer sus sefiales emocionales o verbales

12 Usar habilidades comunicacionales: el resumen, la
12 clarificacion, el reflejo, la empatia, entre otras “C.
15

16 3.2 Competencias de comunicacién de riesgo

18 Son las habilidades de los profesionales sanitarios
19 que sirven para discutir con el paciente la incerti-
20 dumbre que existe sobre las opciones terapéuticas
;; y comunicar de forma efectiva los riesgos y benefi-
23 cios de las diferentes opciones. Se debe evaluar la
24 evidencia en relacién con cada contexto en parti-
25 cular, es decir, considerar los antecedentes perso-
;? nales: historia familiar, historia clinica y factores de

riesgo o protectores que podrian aumentar o dis-
r 9961’ revievimuimob teriéfitios/daioy denlginaboptionesitnes.xht
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Para esto se recomienda evitar el lenguaje técnico,
adaptar la cantidad de informacién a las necesi-
dades actuales del paciente, utilizar diagramas,
comprobar la comprension de la informacién
ofrecida, incorporar valores del paciente a la evi-
dencia, transmitir informacién objetiva, facilitar la
9 participaciény evaluar la informacién de la que ya
10 dispone el paciente .

oNOYTULT D WN =

12 Como resumen, las habilidades comunicativas
13 necesarias para poseer una 6ptima relacién con
14 el paciente se pueden resumir en cinco catego-

15 {ag40 (Figura 4).
16
17 Figura 4: Habilidades comunicativas
18 : S
19 Escucha Lenguaje  Noverbal Cultural Actitudinal
20 Escucha Verbal: tono  Expresivo: Adaptar co-  Respetar las
eneral apropiado lenguaje municacién  opiniones
8 y p y guaj p y
21 activa adaptado al  corporaly alacultura, derecho de
nivel edu- contacto edad y en- ecidir de
22 ivel ed dad y decidir del
23 cativo visual fermedad paciente
Escrita: co-  Receptivo:
24 i i
25 municacién  responde
claray uso a lenguaje
26 de material  corporaly
educativo emociones
27
28
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implementacién de 1a TDC

4. ;Qué opinan los pacientes?

En un estudio desarrollado en Espana el 2012,
usuarios de Atencion Primaria con distintas pa-
tologias, valoraron una serie de elementos como
positivos en la atencién clinica: entrega de infor-
macioén, comunicacién de los efectos adversos y
beneficios, recomendaciones por parte del pro-
fesional, posibilidad de participar activamente en
la decision y la percepcién de habilidades comu-
nicativas bdsicas de los profesionales sanitarios.
En este mismo estudio se identificé que al 60% de
los pacientes les hubiese gustado que el profesio-
nal sanitario les pidiese su opinién, aunque no se
les animo a hacerlo. Ademas, la mayoria hubieran
deseado recibir mas informacion de la que se les
entregd . En relacién con la entrega de informa-
cion, estudios internacionales sobre cribado de
cancer de mama han demostrado que solo entre
un 8% a 10% de las mujeres recibieron informa-
cion respecto al sobrediagndstico .

Los pacientes sienten mayor tranquilidad, se for-



BMJ Open Page 104 of 145

y la alianza terapéutica al participar activamente
en las decisiones de su salud, ya que aumentan
sus conocimientos, disminuye la incertidumbre
y aumenta la posibilidad de manejar mejor su
enfermedad. Ademas, las personas consideran
que el profesional sanitario debe involucrarse
9 en las decisiones de sus pacientes, es decir, no
10 abandonarlos en el proceso de decisidn, presen-
11 tarles las opciones disponibles y brindarles ase-
soramiento, a pesar de que la Ultima decisién
14 sea la del paciente .

oNOYTULT D WN =

Manual de apoyo para
implementacion de la TDC

®

En 2013, otro estudio determind cuales son los ele-
mentos que mas valoran los pacientes en la TDC,
18 siendo los mas significativos el rol comunicativo
19 del profesional sanitario, la percepcién de una es-
20 cucha comprensiva, la sensacién de una preocu-
pacién real por su salud y por sus necesidades, una
23 conversacion acorde al contexto y la constatacion
24 de un dominio de la informacion #. Finalmente, la
25 evidencia también concluye que aun falta un largo
26 camino de empoderamiento por el cual las perso-
nas fortalezcan su capacidad de ejercer autonomia
r Qger ervielaoihocuidasiotsiajspsalud'zom/site/about/guidelines.xht
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compartida en el
* cribado de cancer

11

iy de mama
13
14
15
16
17
18
19
20
21
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24
25
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1. El Programa de cribado

1.1 Cribado poblacional en Catalufia

EL Plan Estratégico del Pla Director d’Oncologia de
la Generalitat de Catalunya menciona como obje-
tivo disminuir el impacto del cdncer de mama en
la poblacion mediante el cribado #. Sin embargo,
no se hace referencia a la forma de incorporar a la
mujer en las decisiones de su salud, a pesar de que
su participacion es uno de los pilares del Plan de
Salud de Cataluna 2016-2020 .

Actualmente, cada Programa dependiente del
Pla Director d’Oncologia realiza, cada dos afos y
en base al Registro Central de Asegurados (RCA),
la captacion de las mujeres entre los 50 y los 69
afios mediante una carta dirigida a su domicilio
particular. En ella, se las invita a realizar, de forma
gratuita, una mamografia en un centro de salud
previamente asignado *. Este mecanismo no in-
corpora un espacio de contacto entre el profe-
sional sanitario y la mujer, en el que ella pueda
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Figura 5: Flujograma del programa de Deteccién Precoz
del Cancer de Mama

( Fonts d'informacio: )
\ Registre Central d’Assegurats del CatSalut i trucades particulars |

oNOYTULT D WN =

v

Poblacié diana
9 Dones de 50 a 69 anys

v

10 Carta dinvitacié

11
T Carta recitacié
si

15 |

16 NEmETEE }«mﬁ
17

¢ : v : '

Manual de apoyo para
implementacion de la TDC

®

" Passaavolta
segiient

18 Normal o patologia REh Sospita de patologi
 patolog probablement Dubte rpj SoSBitaICE ptologla
benigne ! maligne
19 benigne !
- v

20 v

Reconvocatbria per
21 . | e

Comité Tumors

complementaries A4
22 (servei Radiologia) Confirmacié de
diagnastic
23 §
~ Mamografia ™ /~ Tractament
2 4 ( 2 \ (" Control avangat | (
rutinaria ) [ (protocols
/ _ (6-12mesos) | \ 8 N Y,
_als2anys » __assistencials) -

8
peer feviewontyettpr/bmjopenimi.comysité/abeut/guidelines.xht
30
31



Page 109 of 145 BMJ Open

; ofrecerle informacién suficiente para hacerla par-
3 ticipe en la decision sobre su participacion -o no-
4 en el programa de cribado.

Z g Para subsanar esta falta de contacto se requiere
7z« uncambio en la organizacion y en los medios de
8§§ informacion a las mujeres *°. Asi, el uso de He-
9§:§ rramientas de Ayuda a la Toma de Decisiones
1% é (HATD) ha demostrado ser un apoyo para el pro-
122 fesional sanitario y para las mujeres en el mo-
13 : mento de tomar una decisién conjunta respecto
1 al cribado.

1

16

17 1.2 jPor qué aplicar la TDC al cribado de
18 cancer de mama?

19

;? Las pruebas diagndsticas para la deteccién precoz
2 del cancer de mama han tomado fuerza como es-
23 tandar de salud publica al reconocerse, tanto por
24 la comunidad cientifica como por las mujeres, su
25 influencia sobre la reduccién de la mortalidad en
;? un 20% *° y un incremento de la supervivencia al

cancer de mama que alcanza el 80% a los cinco
" Eger revigicanty Shittewibanjgpeadiadicmisitelaegutéigrigetines.xhty
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tran que existe una escasa o nula percepcion de
sus danos o efectos adversos?. Resultados, que al
menos vienen condicionados por la sensibilidad
de la prueba, que pueden variar entre un 61% y el
95%, y su especificidad que varia entre el 80% al
900/0 42,51‘

oNOYTULT D WN =

9 Los principales riesgos atribuidos al cribado de
cancer de mama son los falsos positivos, falsos
12 hegativos y el sobrediagnoéstico #. Este ultimo
13 concepto se define como aquellos tumores que
14 crecen tan lentamente que nunca llegarian a ser
un problema de salud e incluso desaparecerian de
forma espontanea, sin necesidad de tratamiento.
18 Actualmente, se desconoce qué tipo de lesiones
19 progresaran y cudles no, por tanto, se ofrece tra-
20 tamiento a todas las mujeres diagnosticadas de
cancer de mama (lo que se conoce como sobre-
23 tratamiento) # que provoca una sensacion de fra-
24 gilidad y vulnerabilidad en la mujer, intolerancia a
25 la incertidumbre, grados de estrés en areas per-
26 sonal-social-familiar-laboral, vinculacién a pro-
cedimientos de mayor riesgo, como es el caso de

r Qger tasibiopaigs Hityplinatimgniepun. asrmeintaBeligastidelines.xht
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; sanitario 8. Ante la incertidumbre entre los benefi-
3 cios y efectos adversos en el cribado de cancer de
4 mama, se recomienda el uso de TDC con el fin de
5 definir en base a la evidencia cientifica actual y los
gm% valores de las mujeres la decisién de participar o
8 gg no en el cribado.
9§:§ La informacion referente al cribado de cancer de
1% é mama se encuentra resumida en la HATD elabo-
122 rada el afio 2016 (anexo 7). Alli se presenta infor-
13 £ macién obtenida del United Kingdom National
1 Health Service (NHS), respecto a definiciones, inci-
1 dencia, estadisticas de riesgo, beneficios y efectos
1? adversos de una forma sencilla de comprender
18 para el profesional sanitario y la mujer.
19
20
21
22
23
24
25
26
27
28
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2. Implementacion de la TDC en
cribado de cancer de mama

Antes de iniciar el proceso de TDC es importante
construir un ambiente que permita una conver-
sacion cercana entre el profesional sanitario y la
9 mujer. En este sentido, se debe establecer una re-

oNOYTULT D WN =

lacion de confianza basada en la empatia, para
facilitar una comunicacion fluida y de calidad 2.
13 El proceso debe ser deliberativo ¥, es decir, las
14 mujeres en el cribado de cdncer de mama toman
15 conciencia de que pueden tomar una decisién, lo
cual puede requerir mas de un encuentro clinico®.
Ademads este proceso debe ser dindmico ya que
19 las fases deben adaptarse a las necesidades, in-
20 quietudes y prioridades de cada mujer>.

57 Unavez proporcionada la informacion, se debe ex-
23 plorar explicitamente si la mujer desea desempenar
24 un rol activo o pasivo en la decisién**¢ya que si no
se hace de esta forma puede inducir a un rol pasivo
en las mujeres #3%_ Sin embargo, no es impedi-
mento para corroborar durante todo el encuentro
99er ediriRee @ ol LR/ desdaReada i osmAiLs/a RN/ gstidelines.xht
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1 . . . .

) puede cambiar de uno activo a uno pasivo o vice-

3 versa en el transcurso de la conversacion. Ademas,

4 se debe considerar que existen factores que

5 pueden aumentar o disminuir la participacién de
Q

6 2 las mujeres #. Algunos factores, entre otros, que

/g e D—

gig Promueven su participacion son la motivacion de

9;:;5 los profesionales de la salud para involucrar a la

1@ £ persona en sus decisiones, la percepcién de que
v

1€ £ |a TDC producird un impacto positivo en el pro-

12 & P L o I

13 £ ceso clinico, la alta alfabetizacion de la mujer"

1 o el propio deseo de ella de ser parte activa en

1 las decisiones que afectan a su salud ***"9-¢'. Sin

16 embargo, la falta del tiempo en el encuentro cli-

17 nico, la edad avanzada de las mujeres, personas

18 — . .

19 inmigrantes y/o con dificultad de comunicarse en

20 el idioma del profesional, el bajo nivel socioeco-

21 némico de las mujeres, su baja alfabetizacion 3376

22 y la presencia de patologias de salud mental 33

23 limitan la TDC.

24

25

26

27

28
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1

5 2.1Fases y modelo “The three-talk”

3

4  Lastres fases que componen este modelo son ¢
5

6 FASE1

; Crear equipo

9

10 El principal objetivo de esta fase es comunicar
11 |a necesidad de tomar una decision en equipo,
cuyos integrantes son el profesional sanitario y
la mujer. Aqui se comunican los objetivos de la

Manual de apoyo para
implementacion de la TDC

®

15 decision, por qué se debe tomar (presencia de
16 factores de riesgo personal) y las alternativas dis-
17 ponibles basadas en la evidencia que se deberan
tener en cuenta. El profesional debe enfatizar en
20 Aue (a) la mujer pude decidir no tomar una deci-
21 si6n en ese momento y solicitar el apoyo de otros
22 actores como familiares u otros especialistas y (b)
23 debe ser receptivo a las reacciones que puede ge-
nerar en la mujer el enfrentarse a esta decision.
26 Portanto, debe recalcar que la acompaniara en el
27 proceso hasta que se sienta segura para llevar a

28 cabo la decision. ) ) ) o
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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; Figura 6: Crear equipo

3

4

5 “Ahora sabemos que usted

6 KQ) puede’ decidil: qué hacer en

7 [; relacion a{ cribado, vamos a )

H= hablar cuales son las caracteris-

8 g‘ < ticas del cribado para que usted

9 §:§ pueda conocer sus opciones”
]

1 @ g \/

1 1;: g

12 %

1 ; A

1

! v
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20

21

22

23

24

25

26

27

28

r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht

30
31



BMJ Open Page 116 of 145

1

2 FASE 2

i Plantear las opciones

5

6 El principal objetivo de esta fase es informar cla-
7 ramente, y segun las caracteristicas de cada mujer,
8  sobre los efectos adversos y beneficios del cribado.
?O Para esto debe explorar sus preferencias iniciales

(prioridades basadas en los conocimientos preexis-
12 tentes o ideas preconcebidas respecto al cribado®),
13 sus valores, sus preocupaciones y expectativas y
14 ampliar en detalle las opciones, considerando
riesgos y beneficios. De esta forma, las preferen-
17 Ccias iniciales pasaran a ser preferencias informadas
18 (preferencias personales basadas en los valores
19 unavez que se ha asegurado la comprension de los
20 riesgos y beneficios mds relevantes del cribado ).

22 Para explicar los riesgos especificos se recomienda
23 utilizar alguna HATD (anexo 1), ya que mejoraran la
comprension de la informacion incluso en mujeres
con baja alfabetizacion #. En el contexto general,
57 existen dos grandes categorias de HATD; las que se

28 utilizan durante el encuentro clinico de forma con-
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1 . . S . .
) junta profesional sanitario-mujer suelen ser conci-
3 sas, como los folletos (la que se proporciona en este
4 manual). Las mas extensas pueden ser utilizadas
5 antes o después del encuentro clinico, como por
3 ejemplo los documentos, paginas web, etc.¥
8
9 . .
10 Figura 7: Plantear las opciones
11
12
13 “Estoy agradecida que comparta
su punto de vista conmigo y estoy
14 aqui para ayudarla a llegar a una
15 buena decision. Vamos a resumir
16 sus preferencias y comprobar si
17 adn tiene alguna duda”
18
19
20
21
22
23
24
25
26
27
28
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1

; FASE 3

4 Tomar una decision compartida

5 .

6 En esta fase se argumentan las alternativas y se g

7  toma una decision respecto a la participaciénenel g g
s QU

8  cribado de cancer de mama %, El profesional debe Eg

9 reforzar la idea de acompafiamiento en la decisién. 27

10 , . . . v g

1 Ademas, debe dar el tiempo suficiente que permita =g

12 2 la mujer reflexionar en torno a sus prioridades, %%‘é
= =

13 incluso incluyendo la idea de diferirla para otro mo-
14 mento o delegarla en el profesional; en este ultimo
caso se recomienda identificar los elementos que le
17 impiden hacerlo por ella misma. Finalmente, debe
18 confirmar la decisién y acordar un plan de accién
19 % y seguimiento que permita un circuito de re-
20  troalimentacion entre el profesional y la mujer5s.

®
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1 . PP
) Figura 8: Tomar una decisién informada
3
4
5 "¢Cree estar en condiciones
6 b de tomar la decision o
7 S E necesita mads tiempo?”
a v
8% -
955
78
1 @ g
:: g E’
Y
35
1

@

—_
(o)}
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Figura 9: Fases de la Toma de Decisiones Compartida

Crear un equipo

Trabajar juntos, describir
opciones, ofrecer apoyo y
preguntar los objetivos

Trabajemos en equipo
para tomar la decisién
que mds le convenga

oNOYTULT D WN =

Escucha activa

Manual de apoyo para
implementacién de la TDC

1 1 Poner mucha atencién y
entregue respuestas

1 2 e asertivas
13 Tomar Plantear

una decisiéon ’ - las opciones

S Deliberacién

1 4 compam a Ante una decisién pensar Us;:z['"{(':gg":’;:e
1 5 Tol::;al:i:::‘isl;osnes culdaﬂziiaomn::te @ riesgo para discutir las
_I 6 et alternativas
17 Digame que es lo que Comparemos las

mds importa para posibles opciones

tomar esta decision

e

24 Fuente: Adaptacién de Three-talk model of shared decision making. Elwyn G, et al
25 2017 Uso autorizado por autor .
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1 rd
2 3. Autoevaluacion del proceso de TDC
3
4 El instrumento SDM-Q-doc % es una encuesta de
5 autoevaluacion para profesionales sanitarios que
(9]
gm £ permite medir el nivel de participaciéon que se le
8 ié ha ofrecido a la mujer para tomar decisiones. Este
9%;@ instrumento esta compuesto por nueve items que
1@ % deben ser valorados por el profesional dentro de
% E, seis alternativas; desde totalmente en desacuerdo
1% E (valor 1) a totalmente de acuerdo (valor 6).
1
1
16
17
18
19
20
21
22
23
24
25
26
27
28
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implementacion de la TDC
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1
2 Criterio Puntos*
3 1 2 3 4 5 6
4 Informé claramente a la mujer de

la necesidad de tomar una decision
5 sobre su participacién en el cribado 000000
6 de cancer de mama
% Pregunté a la mujer de forma precisa
8 cémo le gustaria participarenlatoma () (O O O O O
9 de decisiones
10 Informé a la mujer que existe la 000000
11 opcioén de participar o no en el cribado
12
13 Expliqué claramente a la mujer las
14 ventajas y desventajas de cada opcién Co00O0D0
15 Ayudé a la mujer a entender toda
16 la informacién sobre beneficios y 0O0000aOo
17 efectos adversos
18 Pregunté a la mujer qué opcién
19 preferia 000000
20 La muj

jer y yo hemos valorado

21 ampliamente todas las opciones OCo0000
22

La mujer y yo hemos escogido
;i conjuntamente una opcion oooooo
25 La mujer y yo nos hemos puesto de

26 acuerdo sobre el seguimientodesuy (J (O O O O O

atencion sanitaria posterior
* La puntuacion va de: “Totalmente en desacuerdo” (1) a “Totalmente de acuerdo” (6)
r 9991’ review @By -hispidhmiorendmisemisite/about/guidelines.xht
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Procedimiento y Resultados de la autoevaluacion

Para conocer el resultado se deben sumar los
puntos obtenidos en cada seccion, identificando
asi las fases del modelo “The three-talk”.

Fase de la TDC

Fase 1
“Crear equipo”

Fase 2
“Plantear
opciones”

Fase 3
“Tomar una
decisién”

Puntuacién total:

Puntos Interpretacion

13 a 18 puntos:
adherente a la TDC

3 312 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC

46 a 54:
Fuerte adherencia a favor de
laTDC

37 a45:
Leve adherencia a la TDC

28 a 36:
Indiferencia a la TDC

9a2r:
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; La interpretacion y puntos de corte se basaron en la evidencia de
Pollard, Bansback y Bryan (2015) . Se dividieron los puntos totales

3 (54 puntos) segln los porcentajes de corte descritos; >80% “Fuerte

4 adherencia del profesional a favor de la TDC”; 60-80% “Leve ad-

5 herencia del profesional a la TDC” 40-60% “Indiferencia del pro-

6 = fesionalala TDC”y <40% “Falta de adherencia del profesional a la

7c E TDC”. Por otro lado, los puntos de corte por cada fase definen como

8 §% “adherente” aquellos superiores al 60% y “sin adherencia” a la TDC

9 %:g el resto, de un total de 15 puntos (3 al 18). Finalmente, la divisién por

1&'5 fases corresponde a una adaptacién de la escala SDM-Q-doc con-

1 % g trastandola con las caracteristicas del modelo “Three-talk” ©'.

5 9

1% £ Se recomienda realizar esta autoevaluacién con

1 cierta periodicidad ya que permite a los profesio-

1 nales sanitarios identificar los puntos fuertes y de-

16 ficientes en cuanto a la forma en que incorporan la

17 participacion en salud de las mujeres. De este modo,

12 se facilita focalizar los esfuerzos en mejorar los as-

20 pectos mas débiles con formacién y entrenamiento,

21 y finalmente hacer un seguimiento de los avances

22 conseguidos.

23

24

25

26

27

28
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“Ahora sabemos que
usted puede decidir qué
hacer en relaciéon al
cribado, vamos a hablar
cudles son las caracteristi-
cas del cribado para que
usted pueda conocer sus
opciones”

"sCree estar en
condiciones de tomar
la decision o necesita
mds tiempo?”

La Toma de Decisiones Comparti-
das (TDC) es un modelo de atencion
participativo ubicado entre un estilo
de atencién paternalista e informa-
tivo que fomenta la participacion de
las mujeres para tomar una decisién
con el profesional sanitario cuando
existe algun grado de incertidum-
bre. La TDC se desarrolla durante el
encuentro clinico, ambos actores se
consideran como expertos: la mujer
en su situacion de salud, valores,
creencias y preferencias. El profesio-
nal en la evidencia cientifica y en
cémo dar informacién de las opcio-
nes terapéuticas disponibles.

Tomar
una decision

Tomar una decision
compartida respecto a
la mamografia

N Dé el tiempo necesario para
permitir la reflexion

N Aclare las dudas y valore las
preferencias

N Diseiie un plan de

seguimiento dédapketigiviaw only - http://bmjopanrebramésisiabrut/esidaling s himd).

~

BMJ Open

Comunicar la
necesidad de tomar
una decision

Crear
equipo

Page 136 of 145

N Introduzca la posibilidad de tomar
decisiones acerca de su salud

N Comente los factores de riesgo y los
que le afectan en particular

N Resalte que la acompaiiara en todo
momento y puede contar con el apoyo
de familiares u otros profesionales

Factores de Riesgo Se estima que 1de cada 8 mujeres en
Espafia padeceran cancer de mama a lo largo de su vida.
Los factores de riesgo son: edad, antecedentes familiares
y personales de cancer de mama, alteraciones de la
mama, hormonal, radioterapia y estilo de vida.

Fuente: AECC: https://www.aecc.es/es/ todo-sobre-cancer/tipos-cancer/
cancer-mama/mas-informacion/evolucion-cancer-mama

-

“Estoy agradecida que
comparta su punto de vista
conmigo y estoy aqui para

preferencias y comprobar si
aun tiene alguna duda”

.

ayudarla a llegar a una buena
decision. Vamos a resumir sus

J

Plantear
las opciones

Informar de la opcion de
acudir o no ala mamografia

N Explore los conocimientos de la mujer sobre
la mamografia

N Introduzca efectos adversos y beneficios de
la mamografia a través de una Herramienta
de Ayuda a la Toma de Decisiones (HATD)

N Considere las preferencias, creencias, valores
y miedos de la mujer sobre la mamografia

N Resuma las opciones y compruebe si la
mujer ha comprendido la nueva informacion

La mamografia es utilizada como gold stdndar para el cribado a nivel
internacional; ha demostrado disminuir del 20 al 30% la mortalidad, pero
también genera falsos negativos, falsos positivos y sobrediagnéstico; su
funcién es adelantar el diagndstico sin esperar que aparezcan sintomas de
la enfermedad. La mamografia es una radiografia de dos proyecciones
(crdneo-caudal y latero-oblicua) en cada pecho que posteriormente se
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é !z SHARED DECISION MAKING IN HEALTH

Resultados

Fase de la TDC

Fase 1
“Crear equipo

Fase 2
“Plantear
opciones”

Fase 3
“Tomar una
decision”

Puntuacion total:

Puntos

Interpretacion

13 218 puntos:
adherente a la TDC
3312 puntos:

sin adherencia a la TDC
13 a 18 puntos:
adherente a la TDC

3 a12 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

3312 puntos:
sin adherencia a la TDC

46 a 54:
Fuerte adherencia a favor de
la TDC

37 a45:
Leve adherencia a la TDC

28 a 36:
Indiferencia a la TDC

9a27:
Falta de adherencia a la TDC

4

For pee
[

]

BMJ Open

A >

jope

Criterio

Informé claramente a la mujer de
la necesidad de tomar una decision
sobre su participacion en el cribado
de cancer de mama

Pregunté a la mujer de forma precisa
cdmo le gustaria participar en la toma
de decisiones

Informé a la mujer que existe la
opcidn de participar o no en el cribado

Expliqué claramente a la mujer las
ventajas y desventajas de cada opcién

Ayudé a la mujer a entender toda
la informacién sobre beneficios y
efectos adversos

Pregunté a la mujer qué opcién
preferia

La mujer y yo hemos valorado
ampliamente todas las opciones

La mujer y yo hemos escogido
conjuntamente una opcioén

La mujer y yo nos hemos puesto de
acuerdo sobre el seguimiento de su
atencion sanitaria posterior

O
O
O
O
O
O

o O 0O O 0O 0O
o O O O 0O 0O
o O O O 0O 0
o 0O 0 0O 0O 0O

O

2

Puntos*

3

4

5

0000

O

O

O

o O 0 0O 0O 0O
o O 0O 0O 0O 0O

O

6

O

* La puntuacion va de: “Totalmente en desacuerdo” (1) a “Totalmente de acuerdo” (6)

De las Cuevas C, Perestelo-Perez L, Rivero-Santana A, Cebolla-Marti A, Scholl I,

Hdrter M. Validation of the Spanish version of the 9-item Shared Decision-Making

http://www.ncbi.nlm.nih.gov/pubmed/24593044
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TABLES

Table 1: Characteristics of the participants

Variable Round 1 Round 2 Round 3
N % N % N %
Sex Female 15 75 12 75 13 76.47
Male 5 25 4 25 4 23.52
Total 20 100 16 100 17 100
Age range (years) 31-40 7 35 7 43.75 |7 41.17
41-50 6 30 4 25 5 29.41
51-60 5 25 4 25 4 23.52
61-70 2 10 1 6.25 1 5.88
Total 20 100 16 100 17 100
Ownership of the affiliated Public sector 14 70 11 68.75 | 11 64.7
institute, health centre or Private sector 6 30 5 3125 | 6 35.29
research site Total 20 100 16 100 17 100
Profession Nursing 4 20 2 12.5 3 17.64
Medicine 13 65 11 68.75 |11 64.7
Psychology 1 5 1 6.25 1 5.88
Other 2 10 2 12.5 2 11.76
Total 20 100 16 100 17 100
Specialty Famlly.and community medicine 14 70 1 6375 | 12 70.58
or nursing
Public health 1 5 1 6.25 1 5.88
Gynaecology 1 5 1 6.25 1 5.88
Endocrinology 1 5 1 6.25 1 5.88
Research in health services 1 5 1 6.25 1 5.88
Content development for Decision
Support Systems for Healthcare ! > ! 6.25 ! >-88
None 1 5 0 0 0 0
Total 20 100 16 100 17 100
Experience (years) 6-10 6 30 6 37.5 6 35.29
11-20 6 30 5 3125 | 6 35.29
21-30 6 30 5 3125 |5 29.41
31-40 2 10 0 0 0 0
Total 20 100 16 100 17 100
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Table 2: R1 responses

Development of support material for health professionals who are implementing Shared Decision-Making in breast cancer screening: Validation using Delphi

Section Questions using a Likert scale of 1 (Completely disagree) to 6 1 2 3 4 5 6 Cc*
(Completely agree)
1. The sections of the handbook are effective for understanding | 0 5 5 10 | 55 25 90
the application of SDM to breast cancer screening
4. The ‘Contents’ section is suitable for this handbook 0 5 5 5 35 50 90
5. The ‘Objective of the material” section is suitable for this 0 5 0 5 30 60 95
handbook
. — Py — -
6. The “Who is it aimed at?’ section is suitable for this 0 5 0 10 |35 50 95
handbook
7. The ‘Introduction’ section is suitable for this handbook 5 10 0 10 | 45 30 85
- T —— o —
8. Ths.e Shared Decision-Making: What is it?’ section is suitable 0 5 5 10 |40 40 90
for this handbook
9. The ‘Shared Decision-Making: Why is it important?’ section
is suitable for this handbook 0 > 0 3 4 4 95
10. The ‘Shared Decision-Making: ‘What skills or
competencies do health professionals need?’ section is suitable | 0 5 5 35 |35 20 90
for this handbook
11. The ‘Shared Decision-Making: What do patients think?’
section is suitable for this handbook 0 10 0 10135 4 20
12. The ‘Shared Decision-Making in breast cancer screening:
The screening programme’ section is suitable for this handbook 0 10 10 3 30 4 80
13. The ‘Shared Decision-Making in breast cancer screening:
Implementation of SDM in breast cancer screening’ section is 0 5 0 5 45 45 95
. suitable for this handbook
Evaluation of ™y, Ghared Decision-Making in breast cancer screening:
the Handbook | ge1f assessment of the SDM process’ section is suitable for this | 0 10 10 10 | 35 35 80
on Shgred handbook
l\l?lelc(l’smr'l— 15. The handbook provides the minimum content on SDM in
B a 1gg n breast cancer screening that health professionals should be 0 5 0 20 | 50 25 95
rga“ ancer | familiar with
creening 16. The content of the handbook is sufficiently detailed 0 5 5 5 [35 [50 [90
19.a. Figure 1: Models of healthcare (page 14) is useful 0 0 10 15 |30 45 90
19.b. Figure 1: Models of healthcare (page 14) is clear 0 0 15 10 |20 55 85
20.a. Flgure 2: Role of the participants in the clinical encounter 0 5 5 10 |35 45 90
(page 15) is useful
20.b. Flgu.re 2: Role of the participants in the clinical encounter 0 5 5 15 130 45 90
(page 15) is clear
.21.a. Figure 3: Elements of Shared Decision-Making (page 16) 0 0 10 20 |25 45 90
is useful
i251(.:1:1)é§r1gure 3: Elements of Shared Decision-Making (page 16) 0 0 5 20 |25 50 95
22.a. Figure 4: Communication skills (page 21) is useful 5 0 10 30 |15 40 85
22.b. Figure 4. Communication skills (page 21) is clear 0 0 10 20 |25 45 90
23.a. Figure 5: Flow diagram Qf the Early Detection of Breast 5 5 20 15 120 35 70
Cancer programme (page 27) is useful
23.b. Figure 5: Flow diagram Qf the Early Detection of Breast 10 10 20 15 115 30 60
Cancer programme (page 27) is clear
24.a. Figure 6: Team talk (page 34) is useful 10 5 0 30 | 25 30 85
24.b. Figure 6: Team talk (page 34) is clear 10 0 15 20 | 25 30 75
26.a. Figure 7: Option talk (page 36) is useful 5 5 0 30 |40 20 90
26.b. Figure 7: Option talk (page 36) is clear 5 0 10 45 | 15 25 85
28.a. Figure 8: Decision talk (page 38) is useful 0 5 10 5 35 45 80

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




oNOYTULT D WN =

BMJ Open

Page 140 of 145

Development of support material for health professionals who are implementing Shared Decision-Making in breast cancer screening: Validation using Delphi

methodology

Support material for SDM in breast cancer screening

28.b. Figure 8: Decision talk (page 38) is clear 0 0 5 15 |30 50 95
1312)(:;;lflgure 9: Shared Decision-Making steps (page 39) is 0 0 5 20 |25 50 95
30.b. Figure 9: Shared Decision-Making steps (page 39) is clear | 0 0 10 35 110 45 90
31. Does its design (colours, images) make the handbook easier
to read for an SDM professional? 0 0 > 200133 40 95
Closed questions Options | Percentage (%)
a) Front cover 0
b) Objective of the material 0
¢) Who is it aimed at? 0
d) Introduction 10
e) Shared Decision-Making: What is it? 0
f) Shared Decision-Making: Why is it important? 0
g) Shared Decision-Making: What skills or competencies do 25
2. Which section of the health professionals need?
handbook do you think h) Shared Decision-Making: What do patients think? 0
should be changed? i) Shared Decision-Making in breast cancer screening: The 15
screening programme
j) Shared Decision-Making in breast cancer screening: 0
Implementation of SDM in breast cancer screening
k) Shared Decision-Making in breast cancer screening: Self- 0
assessment of the SDM process
1) None 50
Total 100
Evaluation of | Questions using a Likert scale of 1 (Completely disagree) to 6 1 2 3 4 5 6 Cc*
the Clinical (Completely agree)
Practice Guide: | 1. Do you think that a clinical practice guide concisely
Implementation ising the SDM steps is necessary? 0 15 10 > > 65 75
pleme summarising p ry
of SDM for 6. Is it useful to incorporate the Self-assessment section in the
Health 8 o teorp 0o |s 10 [25 |25 |35 |85
Professionals clinical practice guide?
*Ce= (177 )x100

For consensus, a Coefficient of Concordance (Cc) >75 was used. Vn = Number of negative votes (score of less than 4); Vt =
Total number of votes (n=6)2.
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Table 3: R2 responses
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Section Questions using a Likert scale of 1 (Completely 1 2 3 4 5 6 CC*
disagree) to 6 (Completely agree)
1. Eliminate Figure 5: Flow diagram of the Early 6.3 18.8 | 18.8 | 6.3 43.8 6.3 56.4
Detection of Breast Cancer Programme (page 27)
2. Shorten content: the handbook format is very long 0 12.5 |63 18.8 | 25 373 81.3
4. Incorporate more examples of dialogues between the | 18.8 | 6.3 6.3 313 | 313 |63 68.9
professional and the woman into each phase
5. Add information on communication skills and 0 12.5 | 25 12.5 | 43.8 6.3 62.6
competencies resources
6. Add information on joint responsibility for the shared | 6.3 313 | 125 |0 37.5 12.5 50
decision-making agreement
7. Add information about resources on using the 0 188 | 125 | 188 | 188 313 68.9
Patients Decision Aids (PtDAs). Note that this tool is
intended to be used with the women
8. Add information on the limitations of the SDM 6.3 18.8 | 25 12.5 | 25 12.5 50
model
9. Provide example dialogues on exploring the women’s | 0 18.8 | 12.5 | 18.8 | 31.3 18.8 | 68.9
values, beliefs and preferences

Evaluation of
the Handbook
on Shared
Decision-
Making in
Breast Cancer
Screening

Percentage (%)

Closed questions Options
a) Objective of the material 0
b) Who is it aimed at? 0
¢) Introduction 50
d) Shared Decision-Making: What is it? 0
e) Shared Decision-Making: Why is it important? 0
f) Shared Decision-Making: What skills or competencies do health 0
3. Which element | professionals need?
of the handbook g) Shared Decision-Making: What do patients think? 6.3
would you h) Shared Decision-Making in breast cancer screening: The screening
shorten? programme 6.3
i) Shared Decision-Making in breast cancer screening: Implementation
of SDM in breast cancer screening 6.3
Jj) Shared Decision-Making in breast cancer screening: Self-assessment 0
of the SDM process
k) None 31.3
Total 100
a) Option talk (current name) 18.8
10. Change the b) Option talk and exploring preferences (proposal) 81.3
name of phase 2 c¢) Other 0
Total 100
a) Now that we know that you can decide what to do about screening, 125
we’re going to talk about the characteristics of screening, so that you
know what your options are (current dialogue).
12. Phase 1 313
dialogue: Team a) You have the option of deciding whether or not to have early- '
Talk (page 34): detection tests for breast cancer. If you’re happy to, we can explore
together what risks and benefits the test involves for you (proposal).
¢) Other 6.2
Total 100
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a) I appreciate you sharing your views with me and I’m here to help you 18.8
come to a good decision. Let’s do a recap of your preferences and check
whether you have any more questions (current dialogue).
14. Phase 2 B) I’'m here to help you make a decision. Let’s look at what your 75
dialogue: Option preferences are and the various options available, and we’ll check
Talk (page 36) whether you have any questions about them (proposal).
c¢) Other 6.2
Total 100
a) Do you think that you’re ready to make the decision or do you need 12.5
more time? (current dialogue).
b) Now that we’ve gone over the advantages and disadvantages of early 81.3
16. Phase 3 detection, do you think that you can make the decision? Bear in mind
dialogue: Decision | hat this can be delayed if you need more time or to talk about it with
Talk (page 38): someone of your choice (proposal).
¢) Other 6.2
Total 100
Questions using a Likert scale of 1 (Completely 1 2 3 4 5 6 Cc*
disagree) to 6 (Completely agree)
1. A clinical practice guide is necessary for this 63 [0 125 |25 313 25 81.3
Evaluation of handbook
the Clinical 2. Improve the design of the clinical practice guide to 63 [0 18.8 | 37.5 | 25 12.5 75
Practice Guide: | improve understanding (colour, structure, etc.)
Implementation 3. Eliminate additional information (definitions of Risk 6.3 | 188 1188 163 18.8 313 364
of SDM for L .
Health factors, Mammography, Shared Decision-Making)
Professionals 4. Mention the possibility of reversing the decision in the | 6.3 | 0 6.3 18.8 | 25 438 | 87.6
follow-up plan
5. Mention relationship-building competencies: active 125163 125 |63 43.8 18.8 68.9
listening, showing empathy, clarification, etc.

*Ce = (1—3)x100

For consensus, a Coefficient of Concordance (Cc) >75 was used. Vn = Number of negative votes (score of less than 4); Vt =
Total number of votes (n=6)2!.
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3
: Table 4: R3 responses
? Section Closed questions Options Percentage (%)
8 1. Given that no consensus has been a) Eliminate. It does not add relevant | 47.1
9 reached (56.4 %) on whether or not to information to this handbook
10 eliminate Figure 5: Flow diagram of the | b) Keep. Translate to Spanish and 529
11 Early Detection of Breast Cancer improve the image resolution
12 programme (page 27), please select one
13 of the following options: Total
14 2. Given that there is no consensus a) One example per phase (current 353
15 (68.9 %) about whether to add more format)
16 examples of dialogues between the b) Three examples per phase 64.7
17 professional and the women for each (proposed new format) The image
18 phase, please select one of the will be adapted to a more readable
following options: size for the handbook

5 Total 100

0 3. Given that there is no consensus a) Yes, it is necessary to incorporate | 58.8
21 (62.6 %) about whether to add bibliographic references into the
22 information on communication skills handbook for those who would like
23 and competencies resources to the to find out more about this topic.
24 handbook, please select one of the b) No, the handbook is already too 64.7
25 Evaluation of the following options: long to add more information.
26 Handbook on Shared Total 100
27 Decision-Making in 4. Given that there is no consensus (50 | a) Yes, it should be included 41.2
28 Breast Cancer %) about whether to include because the information is not clear
29 Screening information on joint responsibility for | b) It is not necessary, it is already 58.8
30 the SDM agreement, please select one clear that the responsibility is shared
31 of the following options: Total 100
32 5. Given that there is no consensus a) Yes, they should be added 52.9
33 (68.9 %) about whether bibliographic b) No, this is not necessary 47.1
34 references should be added on the
35 PtDAs— note that the PtDAs is an
36 appendix to the handbook, to be used by
37 the woman and health professional —
38 please select one of the following
39 options: Total 100
40 6. Given that there is no consensus (50 a) Yes, this is necessary because not | 58.8
H %) about whether to add information on | doing so would mean producing
42 the limitations of the model, please one-sided material
43 select one of the following options: b) No, it is not necessary because the | 41.2
44 objective of the handbook is to show
45 the advantages of implementing it
46 Total 100
47 Evaluation of th 1. Given that there is no consensus a) Current format 23.5
48 ova uatloq oft © about the design and content of the
49 Clinical Practice Guide: de. ol ) f the followi

Implementation of guide, please select one o t ¢ followimng | b) Proposed new format 76.5
50 P options. The infographic will be
SDM for Health p grap .
51 . adapted to a more readable size for the Total 100
Professionals .

52 guide.
53
54
55
56
57
58
59
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ABSTRACT

Background: Literature on non-reported support material about Shared Decision-Making
(SDM) to breast cancer screening for Health professionals in Spain. The researcher created
both a handbook and guide for this topic using an adaption of The Three-talk Model.

Objective: A Delphi method will be used to reach an agreement among experts on the contents
and design of a manual and guide, designed by the research team, and to be used by health
professionals in the application of SDM in breast cancer screening.

Design: A qualitative study; the content and design of the handbook and the guide was
discussed by 20 experts. Delphi was an online mode between July and October 2020 and
researchers used Google forms in three rounds with open and close questions. The criterion
established for consensus was a coefficient of concordance (Cc) above 75, for questions using
a Likert scale of 1 to 6 - in which 1 meant ‘completely disagree’ and 6 ‘completely agree’- with
a cut-off point equal to or higher than 4.

Results: Participants considered The Three-talk Model suitable for the screening context. The
handbook sections and level of detail were considered satisfactory (Cc=90). The summary
provided by the clinical practice guide was considered necessary (Cc=75), as it was the self-
assessment tool for professionals (Cc=85). Content was added: addressing the limitations of
the SDM model; extending the number of example dialogues for health professionals;
providing supplementary resources on using Patients Decisions Aids (PtDAs) and adding
references on communication skills.

Conclusions and applications: The first handbook and clinical practice guide providing
unique SDM support material for health professionals have been developed. The handbook and
guide are useful and innovative as supporting material for health professionals, but to facilitate
its implementation, training strategies for SDM and a piloting plan for the use of materials are
requested.

Keywords: Shared Decision-Making; breast cancer screening; health professionals.
STRENGTHS AND LIMITATIONS OF THIS STUDY

- Development of a handbook and a clinical practice guide to Shared Decision-Making for
breast cancer screening.

- Adaptation of The Three-talk Model to breast cancer screening.

- Participation of professionals in validating the design of the support materials.

- Facilitating the application of a person-centred model to the screening context.
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BACKGROUND

Shared Decision-Making (SDM) is recommended in an uncertainty context -among others- in
which it is necessary to argue on risks and benefits in health topics (1)-. SDM is a relationship
doctor-patient model, and both collaborate to deliberate over the best choice based not only on
scientific evidence but also on women’s preferences and values (2,3). Thus, the SDM invites
you to change the paternalistic health model for a more participatory one, seeking patients’
greater involvement in their health, instead of aiming at a greater adherence to treatments,
procedures, or medicines, even though it has also been associated as a result of its application

4.

In Spain, Law 21/2000 Health Information Rights, Patient Autonomy and Clinical
Documentation (5) protects the right to decide freely. However, SDM is not explicitly
recommended for screening programs. And the scientific community are making efforts to
create PtDAs (6,7) to be integrated in the Early Detection Programmes of Autonomous
Communities, but, at the moment, its use is not widespread.”

The breast cancer screening (BC) programme currently falls under the Oncology Master Plan
(Plan Director de Oncologia) in Catalonia (8). However, while there are strategies for
incorporating women’s values and preferences into the decision on whether having the
examination or not, there is no associated framework on how to put them into practice (9). The
current situation in Catalonia is the this: the Breast Cancer Detection Programme (Programa
de Deteccion del Cancer de Mama) sends -every two years- women between 50 and 69 years
old a letter informing them of the time and date when they should attend their local health
centre to have a mammogram (10). The programme achieves a high level of coverage, but it
fails to incorporate an opportunity for women and professionals to exchange information and
have a dialogue on her decision. To promote women’s participation, several research teams
have developed projects that involve women in making their decision on screening. In 2017,
Toledo-Chavari and their colleagues created a PtDAs (5) (Annex 1), consisting of a trifold
leaflet that provided balanced information on either the benefits or adverse effects, for both
professionals and women to use it during the clinical appointment. However, based on the
barriers and enabling factors cited in the literature (11-13), the researchers decided not to use
the PtDAs alone, for it was not enough, and concluded that SDM training material aimed at
health professionals was also needed. The manual is training material, since they are a useful
tool to transmit knowledge and provide quick and simple information on how to operationalize
new practices, introducing beginners into the theme on how to use it the same way advanced
users do (14). Considering that SDM is not a common practice, a manual could, to some extent,
fill knowledge gaps on this model.

The ProShare Study. Our research team has therefore developed a handbook-manual- (Annex
2) and guide (15) (Annex 3) aimed at health professionals who have a direct relationship with
women. These documents should be used as reference material by health professionals when
facing the decision with women on whether to perform or -not to- a mammography, taking into
consideration key elements and providing the patient with: information and education, and
interpersonal communication between doctor and patient for a final decision (16). To facilitate
the implementation of SDM, the model used as a reference was The Three-talk model. The
model was created so that three key steps (1- Team Talk, 2- Option Talk, 3- Decision Talk)
would be quickly grasped and to explain in an easy way how to apply SDM in generic health
context for healthcare professionals (17). In this article we are adapting the three steps of Model
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to specific health context in BC screening to: 1) Team talk; 2) Option talk and exploring
preferences; 3) Decision talk. A self-assessment of the SDM was included in the manual, which
should be applied at the end of the appointment so that professionals can identify strengths and
weaknesses in the implementation of the SDM. Finally, the guide provides a summary of the
handbook to be used in the same appointment as a reminder of the three steps.

The objective of this study is using a Delphi method to reach an agreement among experts on
the contents and design of a manual and guide, designed by the research team and to be used
by health professionals in the application of SDM in breast cancer screening.

METHODS

Delphi Technique

The Delphi technique main objective is reaching consensus among experts on specific topics.
For this reason, it was decided to use it since the moment you want developing training
competencies, tools to support clinical practice or a response to a professional issue. Thus,
seeking the opinion of experts is a common approach (18) and in this case experts are required
for the development of a manual and guide because there are few documents focused on health
professionals explaining the application of SDM, specifically for breast cancer screening.
Another feature of the Delphi Technique is that participants undergo a series of online surveys
question rounds, which are formulated with elements not agreed upon in the previous round
(19-20). This process is repeated continuously until one of the completion criteria is met. (21).
A further requirement for the formulation of the Delphi is that the responses of all experts must
be shared in each round, allowing experts to reassess their responses in the light of other
experts’ views. Finally, all the rounds must be carried out anonymously and therefore ensure
that they do not influence on others just because of one expert’s considerable knowledge on
the topic. One of the limitation the Delphi technique has is that it provides experts’ opinion;
however, other complementary techniques could also be considered to determine a final
position on the subject of the study (18-20). The experts participating in a virtual way can
overcome barriers related to economic circumstances and geographical or time-related
constraints (19,20). Experts, according to literature, can be grouped into two broad categories:
Subjects (Su) — people who would use the instrument in their profession; and Specialists (Sp)
— people who have knowledge about the subject due to their academic and/or professional
experience (19,20).

Participants

The handbook and clinical practice guide, entitled ‘The participation of health professionals in
Shared Decision-Making in breast cancer screening’ (La participacion de los profesionales de
la salud en la Toma de Decisiones Compartida en el cribado de cancer de mama) (Annex 4
and Annex 5) (15), were developed by the Pro-Share research team. The first version was
produced with the participation of three researchers with experience in SDM and BC screening,
who acted as external reviewers, and two health professionals, who designed the plan for
piloting the questionnaire online (Google form).

The included criteria for participants were as follows:

- Subjects: a) health professionals, preferably from primary care services, who provide
direct care to women through breast cancer prevention activities, and b) health
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professionals, who have at least five years’ experience (21) in the Spanish Health
System.

- Specialists: a) international-level researchers whose research career has focused on the
Shared Decision-Making model, and b) those who are proficient in Spanish (given that
the handbook has been produced in Spanish). Preference was given to individuals who
had developed educational support material for professionals (21).

To determine the size of the sample, literature was consulted. It is mentioning that large
numbers (over 50 people) could imply an impediment for so many people reaching an
agreement in a limited time. Moreover, it depends on the heterogeneity of the experts. If they
are from different countries or various specializations, they enrich the opinions formulated
(20). Therefore, a limit between 7 and 30 (20) was decided, most commonly being a total of 15
to 20 experts (20).

Patient and Public Involvement

Health professional and researcher gave feedback on the Delphi rounds about the manual and
guide practice, which were adapted accordingly.

Procedure and Data collection

The researcher’s two sampling strategies were used to recruit participants: convenience
sampling for specialists and snowball sampling for health professionals. For specialists, the
researchers were looking for published articles about SDM and contacted the authors via e-
mail (MJH, MC, MJP). For health professionals, researchers sent an e-mail with an invitation
to (NC, AC), and they could be resent to other colleagues. Finally, the researchers (NC-AC)
sent invitations via e-mail to 43 potential experts to participate in a Delphi, 30 of whom
accepted. The aim was to determine the usefulness of the topics, the relevance of the content
and the designed document of the material for the SDM on BC screening. The Delphi was
being done on Google form between July and October 2020.

For round 1, open and close questions were considered with relevant topics to the research
objective "The sections of the handbook are effective for understanding the application of SDM
to breast cancer screening " or "Do you think that a guide concisely summarizing the SDM
steps is necessary?". Participants should mark the degree of agreement to the questions using
a Likert scale of 1 to 6, in which 1 was ‘completely disagree’ and 6 was ‘completely agree’.
Later, when all experts finished the survey research (MJH-MC-MJP) and were already sent,
experts received a report with the answers so that the participants could consider the other
participants’ views (anonymous), especially in those questions, in which no agreement was
reached, group (Cc = 75). Disagreement questions were raised again in the following rounds
until the necessary agreement was reached in most transversal aspects. This was finally
achieved in round 3.

Data analysis

The researchers (MJH-MC-MJP-NC-AC) analysed participants’ responses at the end of each
round, considering the responses whose score on the Likert scale was 4 or above to be
positive. Agreement was determined to be reached when the coefficient of concordance (Cc)
was higher than 75 (22) The Coefficient of Concordance (Cc) >75 was used. For calculation
consider the next formula:
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1
2
3 Vn
4 Cc= (1_W)X100
5
s Vn = Number of negative votes (a score of lower than 4); Vt = Total number of votes (n=6) (22)
8
9 For R3, the criteria established by Martinez (2003) were considered to bring the Delphi close
10 (23).
11
12 This research was approved by the Medicinal Product Research Ethics Committee (CEIm) of
:i Institut d'Investigacio Sanitaria Pere Virgili (Pere Virgili Health Research Institute). Informed
15 consent, which stated that participants accepted the conditions of participation upon agreeing
16 to respond to the questionnaire which was secure. These conditions specified that responses
17 were confidential and would only be used for the purpose of this research.
18
19
20 RESULTS
21
;g Out of the 30 professionals who initially agreed to participate, 20 (66.6%) went on to respond
24 in the first round (R1), 16 (53.3%) in the second one (R2) and 17 (56.6%) in the third one (R3)
25 (Figure 1). In R1, the mean age of the experts was 46.6 years (SD 10.25), 75% were female,
26 65% were doctors, 70% worked in the public sector and they were on average of 19 years’ (SD
27 9.69) experience (Table 1).
28
;g Figure 1: Flow diagram of participation in each round
31 Table 1: Characteristics of the participants
32
33 Variable Round 1 Round 2 Round 3
34 N % N % N %
35 Sex Female 15 75 12 75 13 76.47
36 Male 5 25 |4 25 4 23.52
37 Total 20 100 16 100 17 100
38 Age range (years) 31-40 7 35 7 4375 |7 41.17
39 41-50 6 30 |4 25 5 29.41
40 51-60 5 25 4 25 4 23.52
41 61-70 2 10 1 625 |1 5.88
42 Total 20 100 16 100 17 100
43 Ownership of the affiliated Public sector 14 70 11 68.75 |11 64.7
44 institute, health centre or Private sector 6 30 5 3125 |6 35.29
45 research site Total 20 100 |16 100 |17 100
46 Profession Nursing 20 2 125 |3 17.64
47 Medicine 13|65 11 68.75 | 11 64.7
48 Psychology 1 5 1 625 |1 5.88
:g Other 2 10 2 12.5 2 11.76
51 Total 20 100 16 100 17 100
5o Specialty Family.and community medicine 14 70 1 6375 | 12 7058
53 Or nursing
54 Public health 1 5 1 6.25 1 5.88
55 Gynaecology 1 5 1 6.25 1 5.88
56 Endocrinology 1 5 1 6.25 1 5.88
57 Research in health services 1 5 1 6.25 1 5.88
58 Content development for Decision
59 Support Systeni for Healthcare ! > ! 6.23 ! >-88
60 None 1 5 0 0 0 0

6
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Total 20 100 16 100 17 100
Experience (years) 6-10 6 30 6 37.5 6 35.29
11-20 6 30 5 3125 |6 35.29
21-30 6 30 5 3125 |5 29.41
31-40 2 10 0 0 0 0
Total 20 100 16 100 17 100

Among the outcomes of the Delphi an agreement on the content and design of the documents
could be reached. Among the three rounds carried out, four significant changes were made
regarding the contents: 1) including examples of practical dialogues for each phase, 2) annexed
additional information on communicative skills, 3) incorporation of information on how to
manage professionals’ responsibility in SDM 4) additional information about limitation of
SDM model 5) elimination of the flow of the screening program in Catalonia.

It was impossible to determine why professionals changed their decisions in the rounds, since
they only had options to change their vote once the previous rounds results were known and
their peers’ arguments were read. Below there are the results for each round.

Round 1

R1 was designed to achieve two objectives: determinate its utility and clarify the content and
the design of the supporting material. For this purpose, participants were asked 33 Likert-scale
questions, 1 multiple-choice question and 6 open questions on the handbook and they were also

given 2 Likert-scale questions and 4 open questions on the clinical practical guide (Table 2).

Table 2: R1 responses

Section Questions using a Likert scale of 1 (Completely disagree) to 6 1 2 3 4 5 6
(Completely agree)
1. The sections of the handbook are effective for understanding | 0 5 5 10 | 55 25
the application of SDM to breast cancer screening
4. The ‘Contents’ section is suitable for this handbook 0 5 5 5 35 50
5. The ‘Objective of the material” section is suitable for this 0 5 0 5 30 60
handbook
E. The “Who is it aimed at?’ section is suitable for this 0 5 0 10 |35 50
andbook
7. The ‘Introduction’ section is suitable for this handbook 5 10 0 10 | 45 30
8. Thc? Shared Decision-Making: What is it?’ section is suitable 0 5 5 10 |40 40
Evaluation of for thls‘handbook — : —— 5 :
the Handbook 9 The Shared ]?ecmon-Makmg. Why is it important?’ section 0 5 0 5 45 45
on Shared is suitable for this ha.nc.lbook . :
Decision- 10. The ‘Shared Decision-Making: ‘What skills or
Making in competencies do health professionals need?’ section is suitable | 0 5 5 35 |35 20
B for this handbook
reast Cancer " — - - =
Screening 11. ".Fhe. Shqred Demswp—Makmg: What do patients think? 0 10 0 10 135 45
section is suitable for this handbook
12. The ‘Shared Decision-Making in breast cancer screening: 0 10 10 5 30 45
The screening programme’ section is suitable for this handbook
13. The ‘Shared Decision-Making in breast cancer screening:
Implementation of SDM in breast cancer screening’ section is 0 5 0 5 45 45
suitable for this handbook
14. The ‘Shared Decision-Making in breast cancer screening:
Self-assessment of the SDM process’ section is suitable for this | 0 10 10 10 | 35 35
handbook
15. The handbook provides the minimum content on SDM in 0 5 0 20 |50 25
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1
2
3 breast cancer screening that health professionals should be
4 familiar with
5 16. The content of the handbook is sufficiently detailed 0 5 5 5 35 50
6 19.a. Figure 1: Models of healthcare (page 14) is useful 0 0 10 15 |30 45
7 19.b. Figure 1: Models of healthcare (page 14) is clear 0 0 15 10 | 20 55
8 20.a. Figure 2: Role of the participants in the clinical encounter 0 5 5 10 |35 45
9 (page 15) is useful
1(1) 20.b. Figu're 2: Role of the participants in the clinical encounter 0 5 5 15 |30 45
(page 15) is clear
1; .'21.a. Figure 3: Elements of Shared Decision-Making (page 16) 0 0 10 20 |25 45
is useful
1;1 21 .b. Figure 3: Elements of Shared Decision-Making (page 16) 0 0 5 20 | 25 50
is clear
16 22.a. Figure 4: Communication skills (page 21) is useful 5 0 10 30 | 15 40
17 22.b. Figure 4. Communication skills (page 21) is clear 0 0 10 20 | 25 45
18 23.a. Figure 5: Flow diagram Qf the Early Detection of Breast 5 5 20 15 |20 35
19 Cancer programme (page 27) is useful
20 23.b. Figure 5: Flow diagram gf the Early Detection of Breast 10 10 20 15 |15 30
21 Cancer programme (page 27) is clear
22 24.a. Figure 6: Team talk (page 34) is useful 10 5 0 30 | 25 30
23 24.b. Figure 6: Team talk (page 34) is clear 10 0 15 20 |25 30
24 26.a. Figure 7: Option talk (page 36) is useful 5 5 0 30 |40 20
25 26.b. Figure 7: Option talk (page 36) is clear 5 0 10 45 | 15 25
26 28.a. Figure 8: Decision talk (page 38) is useful 0 5 10 5 35 45
27 28.b. Figure 8: Decision talk (page 38) is clear 0 0 5 15 |30 50
28 30.a. Figure 9: Shared Decision-Making steps (page 39) is 0 0 5 20 | 25 50
29 useful
30 30.b. Figure 9: Shared Decision-Making steps (page 39) is clear | 0 0 10 35 |10 45
31 31. Does its design (colours, images) make the handbook easier
32 to read for an SDM professional? 0 0 > 20135 40
33 Closed questions Options | Percentage
34 a) Front cover 0
35 b) Objective of the material 0
36 ¢) Who is it aimed at? 0
37 d) Introduction 10
38 ¢) Shared Decision-Making: What is it? 0
39 f) Shared Decision-Making: Why is it important? 0
40 g) Shared Decision-Making: What skills or competencies do 25
41 2. Which section of the health professionals need?
42 handbook do you think h) Shared Decision-Making: What do patients think? 0
43 should be changed? i) Shared Decision-Making in breast cancer screening: The 15
44 screening programme
45 Jj) Shared Decision-Making in breast cancer screening: 0
46 Implementation of SDM in breast cancer screening
47 k) Shared Decision-Making in breast cancer screening: Self- 0
48 assessment of the SDM process
49 1) None 50
50 Total 100
51 Evaluation of | Questions using a Likert scale of 1 (Completely disagree) to 6 1 2 3 4 5 6
52 the Clinical (Completely agree)
53 Practice Guide: | 1. Do you think that a clinical practice guide concisely 0 15 10 5 5 65
54 Implementation | summarising the SDM steps is necessary?
55 oflig\l/tlhfor 6..I§ it useful.to incprporate the Self-assessment section in the 0 5 10 25 |25 35
56 Professional clinical practice guide?
57 rofessionals
58
59 A Cc higher than 75 was recorded for 32 of the Likert-scale questions and the minimum Cc
60 was not reached by only 3 of them; in other words, no agreement was reached. These questions
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concluded that ‘Flow diagram of the Early Detection of Breast Cancer programme’, was clear
(Cc=60) and useful (Cc=70) (Figure 2). The same applied to the question that determined Team
talk (page 34) — to be clear (Cc=75). These questions were incorporated into R2.

Figure 2: Flow diagram of the Early Detection of Breast Cancer Programme

In the multiple-choice question, participants were asked which section of the handbook should
be edited: 10 responded ‘none’; 5 chose the section entitled ‘“Which skills or competencies do
health professionals need?’; 3 chose the ‘Screening programme’ section, and 2 chose the
‘Introduction’ (Figure 3).

Figure 3: Changes made to the index

In their open responses, most participants considered the initiative to be positive and thought
it would enable health professionals to access information on SDM using the Three-talk model
in BC screening (Box 1). However, one of the participants suggested using the Agency for
Healthcare Research and Quality model.

Box 1: Response to the question: Are the steps based on “Three-talk” suitable for the
application of SDM in breast cancer screening? Please explain briefly.

P3 (R1): Yes, it shows how the health professional can implement SDM in a three-step
process in a brief, practical and easy-to-read way. It describes the characteristics that
differentiate each step, and specific examples of implementation in breast cancer
screening.

The participants also provided some suggestions to modify the handbook. The most frequently
cited were concerned about the length of the handbook and recommended simplifying the
content (Box 2) and incorporating example dialogues, communication skills (Box 3) and
instructions for using the PtDAs. The comments were incorporated in the questions in R2.

Box 2: Response to the question: How would you improve the elements selected in the
previous question?

P7: I think that the handbook is very long, which may reduce motivation to read it.

P6: Very long and it doesn’t show how to use the tool.

Box 3: Response to the question: What other content would you include in the clinical
practice guide?

P3: Provide more information or example dialogues on how to use communication
skills. This last [point] if the health professionals don’t have a grounding or training
in active listening, motivational interviewing, empathy, reflection, etc.

P10: I'd go into greater depth on relationship-building skills and give a few links to

where they can find exercises to train themselves [in this].
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Finally, in response to the question of whether the dialogues in each step represent their
objective, most participants agreed (‘Team talk’ step, n=10; ‘option talk’ step, n=7; ‘Decision
talk’ step, n=12) and made suggestions on the wording of the dialogues. Suggestions were also
made to adapt the name of the original the Three-talk steps to a more representative one in the
screening context. All the suggestions were incorporated into R2 to be approved or rejected by
the other participants.

Only one of the questions evaluating the clinical practice guide did not reach the minimum Cc
established: ‘Do you consider a guide that concisely summarises the SDM steps to be
necessary?’ (;Cree necesaria una guia que resuma de forma rapida las fases de la TDC?)
(Cc=75). This question was incorporated into R2. In the open questions, participants suggested
changing the wording of the step 1 dialogues (n=3) and incorporating a review of
communicative skills (Box 4); the same was applied to step 2, but participants added a comment
about using relative risks instead of absolute ones (n=1) (Box 5).

Box 4: Response to the question: What elements would you change in step 1: ‘Team talk’?

P3: I'd include a few reviews, such as [on] active listening and deliberation. Perhaps
using a phrase like ‘Remember to pay close attention and give assertive responses
(active listening), and to think the options through carefully for the decision
(deliberation)’.

Box 5: Response to the question: What elements would you change in step 2: ‘Option
talk?

P15: Change relative risks to absolute risks.

They also proposed: eliminating the definition of SDM for step 3 in the guide (n=4),
incorporating a brief clarification noting that women may also consult other people for support
in making their decision (n=3) and mentioning the possibility of reversing the decision (n=4)
(Box 6). Between 6 and 8 people stated that they would not make any change to steps 1, 2 or
3.

Box 6: Response to the question: What elements would you change in step 3: ‘Decision
talk’?

P11: I'd add the possibility of reversing the decision; 1'd take out the explanation
about SDM.

Finally, in the last question — ‘What other content would you include in the clinical practice
guide?’ — participants reiterated the need to include a review of communication skills (n=3)
and one of them proposed changing the self-assessment to use either the ASQ3 or the
CollaboRATE instrument.

Round 2

R2 was structured around/ was based on open-question responses and included the elements
about which agreement had not been reached in the previous round. Thirteen Likert-scale
questions, 5 multiple-choice question and 6 open questions were produced in the handbook.

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



oNOYTULT D WN =

BMJ Open

For the clinical practice guide, 2 Likert-scale questions and 5 open questions were included

(Table 3).

Table 3: R2 res

ONnses
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Section Questions using a Likert scale of 1 1 2 3 4 5 6 CC*
(Completely disagree) to 6 (Completely agree)
1. Eliminate Figure 5: Flow diagram of the 6.3 18.8 | 18.8 | 6.3 |43.8 | 63 56.4
Early Detection of Breast Cancer Programme
(page 27)
2. Shorten content: the handbook format is 0 125 ] 6.3 18.8 | 25 375 | 81.3
very long
4. Incorporate more examples of dialogues 188 |63 |63 |[313|313 |63 68.9
between the professional and the woman into
each phase
5. Add information on communication skills 0 12.5 | 25 12.5 | 43.8 | 6.3 62.6
and competencies resources
6. Add information on joint responsibility for | 6.3 313|125 |0 375 | 125 | 50
the shared decision-making agreement
7. Add information about resources on using 0 18.8 | 12.5 | 18.8 | 18.8 | 31.3 | 68.9
the Patients Decision Aids (PtDAs). Note that
this tool is intended to be used with the
women
8. Add information on the limitations of the 6.3 18.8 | 25 12.5 | 25 12.5 | 50
SDM model
9. Provide example dialogues on exploring the | 0 18.8 | 12.5 | 18.8 | 31.3 | 18.8 | 68.9
women’s values, beliefs and preferences
Closed . Percentage
questions Ojpiions (%)
Evaluation of a) Objective of the material 0
the Handbook b) Who is it aimed at? 0
on Shared ¢) Introduction 50
Decision- d) Shared Decision-Making: What is it? 0
Making in ¢) Shared Decision-Making: Why is it important? 0
Breast Cancer : f) Shared Decision-Making: What skills or competencies do 0
Screening 3: Which health professionals need?
clement of the professionals need? . .
handbook g) Shared Decision-Making: What do patients think? 6.3
would you h) Shared Decision-Making in breast cancer screening: The
shorten? screening programme 6.3
i) Shared Decision-Making in breast cancer screening:
Implementation of SDM in breast cancer screening 6.3
j) Shared Decision-Making in breast cancer screening: Self- 0
assessment of the SDM process
k) None 313
Total 100
a) Option talk (current name) 18.8
10. Change the | b) Option talk and exploring preferences (proposal) 81.3
name of phase 2 | ¢) Other 0
Total 100
a) Now that we know that you can decide what to do about 12.5
screening, we’re going to talk about the characteristics of
screening, so that you know what your options are (current
12. Phase 1 dialogue).
dialogue: Team | a) You have the option of deciding whether or not to have 81.3
Talk (page 34): | early-detection tests for breast cancer. If you’re happy to, we
can explore together what risks and benefits the test involves
for you (proposal).
¢) Other 6.2
1
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Total 100
a) I appreciate you sharing your views with me and I’'m here to 18.8
help you come to a good decision. Let’s do a recap of your
preferences and check whether you have any more questions
14. Phase 2 (current dialogue).
dialogue: B) I'm here to help you make a decision. Let’s look at what 75
Option Talk your preferences are and the various options available, and
(page 36) we’ll check whether you have any questions about them
(proposal).
¢) Other 6.2
Total 100
a) Do you think that you’re ready to make the decision or do 12.5
you need more time? (current dialogue).
b) Now that we’ve gone over the advantages and disadvantages 81.3
16. Phase 3 of early detection, do you think that you can make the
dialogue: decision? Bear in mind that this can be delayed if you need
Decision Talk | more time or to talk about it with someone of your choice
(page 38): (proposal).
¢) Other 6.2
Total 100
Questions using a Likert scale of 1 1 2 3 4 5 6 Cc*
(Completely disagree) to 6 (Completely agree)
1. A clinical practice guide is necessary for this | 6.3 | 0 12.5 | 25 313 | 25 81.3
handbook
Evaluation of 2. Improve the design of the clinical practice 63 |0 18.8 | 37.5 | 25 12.5 | 75
the Clinical guide to improve understanding (colour,
Practice Guide: | structure, etc.)
Implementation | 3. Eliminate additional information (definitions | 6.3 18.8 | 18.8 | 6.3 18.8 | 31.3 | 564
of SDM for of Risk factors, Mammography, Shared
Health Decision-Making)
Professionals 4. Mention the possibility of reversing the 63 |0 63 | 18.8 |25 43.8 | 87.6
decision in the follow-up plan
5. Mention relationship-building competencies: | 12.5 | 6.3 | 12.5 | 6.3 | 43.8 | 18.8 | 68.9

active listening, showing empathy,
clarification, etc.

Of the 13 Likert-scale questions, only 3 reached a score of Cc>75. These underlined the need
to: reduce the length of the handbook (Cc=81.3), create a clinical practice guide to accompany
the handbook (Cc=81.3), and mention the possibility of reversing the decision in the follow-up
plan (Cc=87.6).

The close ended questions included the following — ‘Which elements of the handbook would
you shorten?’ (;Qué elementos reducirian del Manual?) — to which the two most significant
answers were ‘the Introduction’ (50%) and ‘None’ (31.3%). Following the comments made in
the previous round, alternative formulations of the sample phrases for the dialogues in each of
the Three-talk steps were given, as well as a change of name for step 2: ‘Option talk and
exploring preferences’ (Plantear opciones y explorar preferencias), on which consensus was
reached (81,3%).

In their responses to the open questions, those who considered the proposed dialogues
unrepresentative of the steps had the opportunity to suggest a rewording. Finally, participants

were able to include their final comments in both the handbook and the guide (Figure 4).

Figure 4: Changes made to the guide
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Most had no further suggestions for each document, but some participants included comments
about shortening the handbook (Box 7) and including this material in clinical practice guides,
in order to improve implementation (Box 8).

Box 7: Response to ‘Provide your final comments on the handbook’

P10: None, the idea of including appendices on communication skills for the health
professional, and on the screening tests for the women, seems like an excellent idea to me,
to avoid making the handbook longer but offer additional tools for those health workers
and women who would like more information.

Box 8: Response to ‘Provide your final comments on the guide’

P10: Clinical practice guidelines on the preventive approach to breast cancer that includes
these points on shared decision-making would be very useful to support implementation. In
any case, I don’t think that it is a prerequisite to be able to produce the handbook that you
are working on. This handbook could be incorporated into future Clinical Practice
Guidelines (CPG).

Round 3

R3 was structured according to the 10 elements on which no agreement was reached in R2. Six
questions with close ended, dichotomous answers were posed in the section evaluating the
handbook, and 1 in the section evaluating the clinical practice guide; in addition to an open
question. Of these, only those proposing an improvement to the organisation of the clinical
practice guide, a change of colours and a review of cross-cutting communication skills in SDM

Page 14 of 145

reached a Cc of over 75% (Table 4).

Table 4: R3 responses

Section Closed questions Options ?)Zt)centage
1. Given that no consensus has a) Eliminate. It does not add 47.1
been reached (56.4 %) on relevant information to this
whether or not to eliminate handbook
Figure 5: Flow diagram of the b) Keep. Translate to Spanish | 52.9
Early Detection of Breast Cancer | and improve the image
programme (page 27), please resolution
select one of the following Total
options:

Evaluation of the 2. Given that there is no a) One example per phase 353

Handbook on Shared | consensus (68.9 %) about (current format)

Decision-Making in whether to add more examples of | b) Three examples per phase 64.7

Breast Cancer dialogues between the (proposed new format) The

Screening professional and the women for image will be adapted to a
each phase, please select one of more readable size for the
the following options: handbook

Total 100
3. Given that there is no a) Yes, it is necessary to 58.8
consensus (62.6 %) about incorporate bibliographic
whether to add information on references into the handbook
communication skills and for those who would like to
competencies resources to the find out more about this topic.
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handbook, please select one of b) No, the handbook is already | 64.7
the following options: too long to add more
information.
Total 100
4. Given that there is no a) Yes, it should be included 41.2
consensus (50 %) about whether | because the information is not
to include information on joint clear
responsibility for the SDM b) It is not necessary, it is 58.8
agreement, please select one of already clear that the
the following options: responsibility is shared
Total 100
5. Given that there is no a) Yes, they should be added 52.9
consensus (68.9 %) about b) No, this is not necessary 47.1
whether bibliographic references
should be added on the PtDAs—
note that the PtDAs is an
appendix to the handbook, to be
used by the woman and health
rofessional — please select one
gf the following, options: Uil Lo
6. Given that there is no a) Yes, this is necessary 58.8
consensus (50 %) about whether | because not doing so would
to add information on the mean producing one-sided
limitations of the model, please material
select one of the following b) No, it is not necessary 41.2
options: because the objective of the
handbook is to show the
advantages of implementing it
Total 100
Evaluation of the 1. Given that there is no a) Current format 23.5
Clinical Practice consensus about the design and
Guide: content of the guide, please select | b) Proposed new format 76.5
Implementation of | one of the following options. The
SDM for Health infographic will be adapted to a Total 100
Professionals more readable size for the guide.

Since that agreement was not reached on the Flow diagram for the Early Detection of Breast
Cancer Programme, this figure was removed from the handbook, in light of the fact that it only
applies to the region of Catalonia. The other elements in which no agreement was reached were
the need for incorporating more samples of professional dialogues (64.7%); incorporating
information about joint responsibility for the decision (41.2%); adding information on the
limitations of the SDM model (58.8%), as well as adding supplementary resources on the way
to use the DST (52.9%) and on communication skills and competencies (58.8%). The
researchers believed that the additional content would not entail substantial changes to the
handbook but would provide more information for professionals who are not familiar with the
model, and that is why all these elements were incorporated into the handbook.

The texts included were developed according to the proposals submitted by the participants in
previous rounds. For example, the following elements were highlighted in the professional
dialogues: the possibility of reversing the decision, needing more time, and accessing to support
from a third person to make the decision (Figure 5).

Figure 5: Example of dialogues for the professionals to “Team talk” step
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The Delphi was brought to close in R3, taking into account the criteria cited by Martinez,
regarding the elements about which agreement was not reached (23): a) the limited number of
items for which Cc>75 was not achieved (6 of the 61 Likert-scale and closed questions); b)
limited resources and time; c) the possibility that participants would abandon the study in a
subsequent round, which would affect the external validity of the study. The last two criteria
were applied in the context of the COVID-19 pandemic, given that half of the participants were
health professionals who work in health centres.

DISCUSSION

The literature mentions certain barriers when applying SDM in BC screening, including limited
time in clinical appointments and health professionals’ lack of training in providing more
participatory care (21). This was the motivation for producing the first handbook and clinical
practice guide on this subject, aimed at supporting health professionals by providing them with
the essential elements for implementing SDM among women in a BC screening context.

The most relevant results included the validation of usefulness and relevance of support
materials when using Delphi technique, considering the experts’ opinion to reach agreements
on editing the design and content, as well as their recommendation to incorporate these
materials into the clinical practice guide. Delphi may be adapted to a generic model —The
Three-talk — to one specifically designed for the BC screening context.

Of the 43 participants who were invited to respond the Delphi questionnaires, more than a half-
showed interest in the topic of the research and collaborated in it. However, only 20 of them
went on participating in the study. This may be related to the timetabling of the questionnaires,
which coincided with the end of the first wave of the COVID-19 pandemic and the resurgence
of cases at the beginning of the second wave. Despite this, the professionals who decided to
participate at the beginning of the process fulfilled their commitment, illustrated by the fact
that the number of participants simply decreased by three between rounds, these having been
lost from the Subjects category (n=3).

Discussion between the participants

It was easy to reach an agreement on the main content elements in the first round. Regarding
the structure and development of SDM using the Three-talk model (17), which was considered
suitable for BC screening, one of the participants initially suggested using the model created
by the Agency for Healthcare Research and Quality (24). However, this alternative model
contains five steps, and the model proposed by the authors, with fewer steps, met all the
requirements of SDM. Regarding the set of nine figures in the handbook, only one was
eliminated, and the wording of three was edited.

The participants easily agreed that the initial version of the handbook was very long, 56 pages.
Its length was due to the fact that it would be published in a pocket edition, which corresponds
to 23 pages in a larger textbook edition. The researchers decided to maintain the smaller format
because it is more transportable, whereas they eliminated the content elements agreed by the
participants.

It was impossible to reach an agreement on six items. While agreement should be ideally
reached for all items, yet, when a new round does not provide more information or it is unlikely
to achieve a better result, the rounds of questions may come to an end despite there being a
small number of disagreements remaining (21). The formulation changes of the responses
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between R2 (Likert scale) and R3 (dichotomous) meant that participants had to opt for one of
the options rather than rating their level of agreement on the statements, which undoubtedly
made it more difficult to reach an agreement.

Certain responses to the open questions were analysed in depth by the researchers. One of the
participants in R1 suggested that the professional self-assessment method could be changed
from SDM-Q-doc (25) to Ask 3Q (26) or CollaboRATE (27). However, Ask 3Q is a
methodology for applying SDM, making it equivalent to the Three-talk model. Given that the
Three-talk model received positive evaluation from the participants, the change was not made.
The other tool, CollaboRATE, is designed for the patient’s evaluation of the professional,
which was not the purpose of this questionnaire (28). Our objective was to enable the
professional to evaluate the way he or she performs SDM, resulting in a self-guided learning
of this methodology. The researchers, therefore, kept the original version, SDM-Q-doc, and
adapted it for screening.

The decision on the flow diagram was affected by whether participants came from the region
of Catalonia (of those living in Catalonia, 5/6 wanted to keep it, albeit improving its resolution;
in contrast, the specialists from outside Spain (7/11) opted to remove it). Given that the
objective of the handbook is to be used in other territories, the research group decided to
eliminate the flow diagram.

The example dialogues suggesting how professionals should conduct SDM at each point in the
process were widely accepted as a fundamental part of the handbook, even though no consensus
was reached on whether to include more example dialogues for each step (Su=4/6; Sp=7/11).
While Cc>75 was not reached, a larger proportion of both groups advocated for providing more
examples. This may be directly related to the fact that both groups believed that SDM training
for health professionals is still incomplete. Some of these participants therefore called for the
handbook to provide more support, giving professionals greater confidence in implementation
using the dialogues. The same conclusion can be reached regarding the decision to include
more bibliographic references on communication skills and relationship-building competencies
(Su=3/6; Sp=7/11) and including information about PtDAs (Su=5/6; Sp=4/11). In the latter
case, the results differed from the two groups: most of the Subject participants wanted to add
information to these tools, perhaps highlighting their lack of knowledge about them or lack of
training in their use, while Specialists did not consider their inclusion so relevant, due to their
familiarity with the tools.

How to improve the application of SDM to screening

While 83% of health professionals were strongly interested in promoting Shared Decision-
Making during the clinical encounter (28), they admitted their lack of training in the SDM
model as one of the most significant barriers to its implementation in the screening context

(13).

A review of the training health professionals had received confirmed our belief that there is a
lack of strategies to familiarise health professionals with this model. In Spain, the topic has
been introduced into medicine and health-related degree programmes (29-32). However, it is
not framed accurately within a SDM model, however, it is closer to communication or clinical
communication skills, which have been used interchangeably as equivalents to the model. The
level of accuracy and strategies used in this training are also unknown. Most training in SDM
is acquired in postgraduate-level studies aimed for doctors and nurses (33), whereas particular
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attention should also be paid to health workers in primary care centres (including support and
technical staff, as well as clinicians), who provide person-centred healthcare in a holistic
manner (34).

Experts in SDM have argued it is necessary to prioritise adapting curricula to consolidate this
training, by emphasising an education in communication skills and the accreditation of these
competencies (35), within the framework of a horizontal care model. In addition, experts
highlight the need to create partnerships between universities and interdisciplinary research
groups to develop this material (35).

Experts also recommend a training methodology based on practical activities such as role plays,
as well as teamwork, in teams of six people for instance, in a day-long training, and providing
constructive feedback on students’ capacity to express empathy, giving assertive responses,
engaging them in active listening, and other skills (36). This handbook and clinical practice
guide, therefore, include dialogues and specific examples of how to apply them. And it will
serve as reference material supporting an initial grounding in SDM for professionals who have
not received any formal training in this subject, but also as supplementary material for those
who have; enabling them to apply the skills and competencies acquired in the specific context
of BC screening.

The final structure of our document responds to the need described in the preceding paragraph
and highlighted by the participants in the study.

Given the change of paradigm that SDM entails, all measures that help familiarise professionals
with SDM are important. For example, adding a section into Clinical Practice Guidelines
(CPG) on how to include the patient in decision-making; thereby, coordinating evidence-based
practice with SDM (37) may be useful. Patients may even participate, to some extent, in its
development, as it is a current practice in such organisations such as the National Institute for
Health and Clinical Excellence (NICE) and the Scottish Intercollegiate Guidelines Network
(38). In this sense, our proposed handbook and clinical practice guide, as well as the PtDAs,
whose quality has already been evaluated and certified by international organisations such as
The Ottawa Hospital (39), may be considered as complementary materials.

LIMITATIONS

The main limitation of the study was participants recruitment, which is a typical constraint. It
was a particular problem in this case, since the empirical work coincided with the successive
waves of the COVID-19 pandemic, which hindered the active participation of some
professionals who had initially agreed to participate in the study. Despite this, there were fewer
withdrawals from Round 2 onwards that might have been expected in those circumstances.

The change in the formulation of the R2 (Likert scale) and R3 (dichotomous) responses may
have made it more difficult to reach the established minimum Cc for agreement. Nevertheless,
with reference to Martinez (2003) (21), the research team determined that one more round
would not have provided any added value to the results, as shown in the reasons described in
the preceding sections. Nevertheless, the decision made regarding those elements about which
no agreement had been reached did not significantly affect the participants’ opinions regarding
the basic concepts on which the initial questionnaire was based.
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Finally, it should be noted that a systematic literature review (2018) showed that further
research is still needed to determine the real impact that training interventions have on health
professionals regarding SDM, since the level of certainty of the studies was low or very low.
In this research, professionals who had received standard training were compared with those
who had been trained in SDM; from the 15 studies, it was concluded that the results for patients’
satisfaction, knowledge, decision-related conflict, regret, level of health and quality of life
differed little or not at all from one to another (33). Despite this, the demand for information
and training expressed by this study’s participants makes us believe that this first handbook
aimed at health professionals for implementation in a BC screening context will help clarify
the healthcare model focused on patients’ needs and preferences. However, we have also noted
the need to expand the training in SDM and develop empirical strategies to facilitate its
implementation.

CONCLUSION

A horizontal relationship between patients and health professionals enables person-centred care
to be delivered, in which that patient is considered a protagonist in the decisions made on his
or her health. This has been recognised by several governmental organisations and incorporated
into discourse and strategies. However, the practical application of this model is an area in
which progress is still to be made. The handbook and clinical practice guide therefore aim to
familiarise professionals with the model, helping them to engage women in the decision of
either having BC screening or not. The results obtained enable us to conclude that, to apply it
as a public policy, first there must be a pilot study with health professionals, which should be
supplemented by formal training in SDM.
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Figura 5: Flujograma del programa de Deteccion Precoz
del Cancer de Mama
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La mamografia no evita que tengas cancer
de mama. Ademas, no es un método perfec-
to; algunos tumores son muy dificiles de ver
en una mamografia.

Puede ser que no tengas cancer. Pero si lo
tuvieras, el diagndstico y tratamiento en una
fase inicial del tumor puede suponer una
mayor probabilidad de supervivencia.

Aunque te hayas hecho una mamografia
recientemente, es importante que si no-
tas algun cambio en el pecho vayas al
meédico.

La informacion presentada en este folleto
se ha basado en articulos cientificos y ma-
teriales desarrollados por el Programa de
Cribado de Cancer de Mama del National
Health Service en Inglaterra, por la Colabo-
racion Cochrane y por programas de criba-
do de Cataluna.
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Si un grupo de 200 mujeres entre 50 y 69 anos se hacen mamografias de cribado
cada 2 anos, cuando cumplan 80 ainos...

—>

15 mujeres
habran sido
diagnosticadas
de cancer de
mama

&

J

BENEFICIOS DEL CRIBADO

7~

~

@ 1 sobrevivira al cancer de mama

Habria fallecido sin el cribado

Los tratamientos de algunas
mujeres pueden ser menos
agresivos
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"

2 4 habran muerto de cancer
de mama a pesar de haber
participado en el cribado

7~

\
% 8 habran sido diagnosticadas y
sobreviviran

Habrian sobrevivido aunque no
se hubieran cribado
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@ 2 seran diagnosticadas y
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Estudios cientificos recientes han identifica-
do efectos adversos, antes desconocidos,
de la deteccién precoz de cancer de mama
mediante mamografia. Por esta razén, este
folleto tiene como objetivo informar sobre los
beneficios y efectos adversos de participar
en la deteccién precoz de cancer de mama.

Este material informativo pretende ayu-
darte a sopesar pros y contras para que
puedas tomar una decision personal so-
bre si deseas participar o no en la detec-
cion precoz del cancer de mama, en fun-
cion de tus valores y preferencias.

El cancer de mama se desarrolla cuando
algunas células empiezan a crecer de for-
ma descontrolada, formando un tumor. A
medida que el tumor crece las células ma-
lignas se pueden desplazar a otras partes
del cuerpo y poner en peligro la vida de la
persona afectada.

En Cataluna se diagnostican unos 4.000
casos nuevos de cancer de mama al ano.
Las estadisticas nos dicen que 1 de cada
9 mujeres padecera cancer de mama a
lo largo de su vida y que el 83% de las
mujeres afectadas sobreviviran a esta
enfermedad.

La deteccion precoz del cancer de mama,
también denominada cribado, tiene por ob-
jetivo detectar un cancer de mama en una
etapa muy inicial, antes de que aparezcan
sintomas. En su etapa inicial, el cancer es
mas facil de tratar y las oportunidades de
sobrevivir son superiores.

El sistema sanitario publico ofrece la posi-
bilidad de participar en la deteccidon precoz
del cancer de mama con el objetivo de redu-
cir la mortalidad causada por este tumor. El
programa de cribado se dirige a las mujeres
entre 50 y 69 afnos y consiste en realizar una
mamografia cada dos afnos.

La mamografia es una radiografia de la
mama. Es la prueba mas eficaz para de-
tectar el cancer de mama en mujeres que
no presentan sintomas. El riesgo de algun
dano por la exposicion a esta radiacion es
muy pequeno.

BMJ Open

El cribado reduce el riesgo de morir por
cancer de mama

La deteccién precoz puede salvar la vida a
algunas mujeres porque se diagnostican y
tratan antes de lo que se habria hecho sin
cribado.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos, en-
tre los 50 y los 69 anos, 1 mujer se salva
gracias a la deteccion precoz del tumor.

El cribado detecta el cancer en estadios
mas iniciales

Un cancer detectado en estadios iniciales
no necesita tratamientos tan agresivos como
cuando esta mas avanzado; estos tratamien-
tos tienen menos efectos secundarios y la

For peer review only - http://bmjopen.bmj.corf¥@babilidad deireeuparnacion es mas alta.
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Errores en el diagnéstico: falsos positi-
vos y falsos negativos

Los falsos positivos se producen cuando los
resultados de la mamografia hacen sospe-
char de un posible cancer de mama que en
realidad no existe. Esto conlleva exploracio-
nes adicionales que no serian necesarias.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos en-
tre los 50 y los 69 anos, 40 tendran un
resultado falso positivo.

La situacion contraria, el falso negativo, es
mucho menos frecuente y se puede produ-
cir cuando la mamografia no muestra nin-
guna sefnal de cancer de mama, aunque la
mujer lo padezca.

El cribado puede detectar tumores in-
ofensivos

Algunos tipos de cancer que se detectan
mediante la mamografia de cribado crecen
tan lentamente que nunca hubieran llegado
a ser un problema de salud. Algunos, inclu-
so, habrian desaparecido de forma espon-
tanea, sin tratamiento.

Actualmente no se puede saber qué lesio-
nes progresarian y cuales no, y por tanto,
se ofrece tratamiento a todas las mujeres
diagnosticadas. Algunas mujeres pueden
recibir tratamientos que tienen efectos se-
cundarios importantes, sin necesitarlos.
Esto se conoce como sobrediagnéstico y
sobretratamiento.

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos anos, en-
tre los 50 y los 69 anos, 2 seran tratadas
de cancer sin necesidad.
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1
2 OBJETIVO DEL MANUAL
3
4 Este manual pretende ser un documento de refe-
> rencia que sirva de guia para el desarrollo e imple-
sm é mentacion de la Toma de Decisiones Compartida
Sié (TDC) en el cribado del cancer de mama.
9 %g
10 g (A QUIEN VA DIRIGIDO?
1% &

59
1§ & A profesionales sanitarios de la comunidad auté-
13 ©

noma de Catalunya relacionados con el cribado de
1 cancer de mamay que tengan contacto directo con
las mujeres que deben participar en el programa.

—_

—_
(o)}
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| El objetivo del cribado de cancer de mama es detec-
; tar tempranamente un tumor, en una fase preclinica.
4 Esto permite mejorar las opciones de tratamiento y
5 disminuir la mortalidad™. A pesar de estos beneficios,
6 el cribado puede producir también efectos adversos:
; falsos negativos, falsos positivos, sobrediagndstico
9 y sobretratamiento®**. Ante el desconocimiento del
10 grado en que afectardn los efectos positivos y ne-
11 gativos a cada mujer en la decision del cribado, el
12 modelo de Toma de Decisiones Compartida (TDC)
12 permite que pacientes y profesionales de la salud
15 disminuyan la incertidumbre de la decision®®.

16 La TDC ha sido utilizada principalmente en los paises
1; occidentales para mejorar las decisiones en salud de
19 acuerdo a las preferencias de los pacientes y la evi-
20 dencia cientifica’. Asi, en 2012 The European Patients’
21 Forum inicié la campaia “nothing about me, without
22 me” (nada sobre mi, sin mi)® para involucrar a las
;z personas en las decisiones sobre su salud®.

25 En este contexto, algunas investigaciones han ex-
;? plorado como se desarrolla la TDC, asi, por ejem-

plo, en Espaiia solo el 24% de los pacientes afirma

Qger revigabeilYoiddd/ bandeesidrintepiumte/abe sugpidéines.xht

30
31



Page 41 of 145 BMJ Open

sional sanitario considerando sus caracteristicas y
preferencias personales o sociales™. Esto evidencia
la falta de estrategias para involucrar a las perso-
nas en su salud, debido a posibles deficiencias en
las habilidades comunicativas y la inexistencia de
vias de didlogo productivas entre los distintos ac-
g tores del encuentro clinico™.

oNOYTULT D WN =

10 para mejorar las estrategias, la Agencia de Calidad
y Evaluacion Sanitarias de Cataluiia (AQuAs) des-
13 Cribe a las Herramienta de Ayuda a la Toma de De-
14 cisiones (HATD) como un elemento central para la
15 TDC, aunque actualmente no dispone una de ellas
para el cribado de cancer de mama®™. Sin embargo,
un estudio reciente desarrollé una HATD®.

19 A pesar de que en la actualidad ha habido un incre-
mento de materiales destinados a las pacientes®,
55 SOn escasos aquellos que ayudan a los profesiona-
23 les para incorporar las preferencias y los valores de
24 las personas en la toma de decisiones en salud. En
25  este sentido, este documento ofrece a los profesio-
nales sanitarios evidencias cientificas sobre la TDC
2g Para que sean aplicables al proceso de cribado de
T poer tgiriewr @ ymBistRi//bmjopen.bmj.com/site/about/guidelines.xht
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1 P d
2 1. ;Qué es?
3
4 La Toma de Decisiones Compartida (TDC) surge en
> la década de los 60-70 y corresponde a un modelo
Q 7, . . . . .
gm £ de atencion participativo ubicado entre el estilo de
£ ., . . .
gi.y atencion paternalistay el informativo®™®.
2=
9g¢
10 £
14 ¢  Figura1: Modelos de atenci6n en salud
5 9
12 £ Modelo Toma de Decisiones
13 = Paternalista Decisiones informadas
1 Compartida
1 Unidireccional Bidireccional Unidireccional
16 Jerdrquico Horizontal Jerdrquico
17 Profesional sanitario Ambos actores Profesional sanitario
18 hegemonico son expertos informa
19 Acuerdos
20
21
22
23 ,\ "
24
25
26 Profesional Nivel de Participacién Paciente
;; Fuente: Elaboracién propia del grupo ProShare
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La TDC fomenta la participacién del paciente” para
tomar una decision conjunta con el profesional sa-
nitario en relacion con cambios en el estilo de vida,
pruebas diagndsticas, tratamientos y acciones te-
rapéuticas donde pueda existir algin grado de
incertidumbre™®. La TDC se desarrolla durante el
9 encuentro clinico y ambos actores son considera-
10 dos expertos: el paciente en su situacion de salud,
11 valores, creencias y preferencias; y el profesional
sanitario en la evidencia cientifica e informacién
14 de las opciones terapéuticas disponibles®.

oNOYTULT D WN =

15 Figura 2: Rol de los participantes en el encuentro clinico

N

Acuerdan

Toman una
25 decisién conjunta

26 Experto Profesional Experto Paciente

27 Ofrece evidencia cientifica, Ofrece sus preferencias,
2 alternativas, riesgos y beneficios creencias, valores y vivencias
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1 .
5 Por tanto, el objetivo de la TDC se centra en garan-
3 tizar que las personas tomen decisiones sobre su
4 salud cuando estan suficientemente informadas®.
5 Para lograrlo se requiere de una negociacion con-
g tinua entre ambos expertos centrando el didlogo
8 en los valores, preferencias, circunstancias del pa-
9 ciente, asi cdmo en los beneficios, dafos, riesgos
10 y opciones terapéuticas ofrecidas por el profesional
1 sanitario. Como resultado final de esta discusién se
1; consigue personas mas auténomas, un mayor nivel
14 de compromiso y responsabilidad en su salud?>#=24,
15
16 Figura 3: Elementos de la Toma de Decisiones Compartida
17
18 A) Intercambio B) Deliberacion ~ C) Tomar
19 de informacién  sobre las una decision
20 entre el distintas consensuada
21 paciente y el opciones
22 profesional
23 sanitario
24
25 Fuente: Adaptacién de Elwyn et al. 2012%°
26
27
28
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2. ;Por qué es importante?

La TDC se sustenta en el principio de autonomia de
los pacientes. La Ley 21/2000 Derechos de Infor-
macion relativos a la Salud, Autonomia del Pacien-
te y Documentacién Clinica protege su derecho a

oNOYTULT D WN =

9 decidir libremente después de recibir la informa-
10 cién adecuada entre las opciones clinicas disponi-
11 ples®. Por tanto, los profesionales estan legalmen-

1; te sujetos al cumplimiento de este principio, y no
14 Ppuede limitarse a la voluntad del profesional.

12 Junto con lo anterior, la implementacién de la TDC
17 ha evidenciado una serie de beneficios en los pa-

18 cientes, en los profesionales y también en los sis-
19 temas sanitarios'® 2627

20

21

22 Aumenta la participacién de los pacientes.

23 Mejora la comunicacién paciente-profesional sanitario.
24

25 Mayor adherencia a tratamientos.

26 Mejora los resultados biométricos en salud.

27

28 Aumenta la satisfaccion de los pacientes en la atencién
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1
2 Disminuye la preocupacién y la ansiedad en los pacientes.
3
4 Reduce el conflicto decisional de los pacientes cuan-
5 do se enfrentan a tomar una decisién diagndstica y/o
6 terapéutica.
7 Mejora el conocimiento de la enfermedad, las opciones
2 diagnosticas y terapéuticas en los pacientes.
10 Aumenta la precision en la percepcion del riesgo.
1; Aumenta la eleccién de opciones mas beneficiosas.
13 Reduce el uso de tratamientos muy invasivos y costosos.
1;1' Reduce la variabilidad injustificada en la practica asistencial.
16 Contribuye a la racionalizacién del uso de recursos del
17 sistera sanitario.
18
19
20
21
22
23
24
25
26
27
28
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3. Las limitaciones del modelo

Aun existen pocos estudios que realicen un se-
guimiento prolongado a los pacientes para de-
terminar con certeza cudl es el impacto de su
aplicacién a largo plazo. Por otro lado, existe la

oNOYTULT D WN =

9 creencia entre los profesionales sanitarios que
10 ellos ya aplican la SDM?. Sin embargo, algunos
1T estudios han demostrado que esta presuncién no
se refleja en la practica®*®*. Finalmente, aunque
14 los pacientes tienden a elegir las mismas opcio-
15 nes que si no se hubiese aplicado una SDM, se ha
16 demostrado que, en el caso del cribado para el
cancer de mama, las mujeres valoran casi 5 veces
mas la reduccién de la mortalidad que el riesgo
20 de un sobrediagnédstico® y esta diferencia radica
21 en un mayor conocimiento, en la adherencia al
22 acuerdo, y la disminucion del conflicto decisional.

26
27
28
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4. ;Qué habilidades o
competencias necesitan los
profesionales sanitarios?

Comunicar de forma equilibrada los riesgos y be-
neficios de cualquier opcidn terapéutica no es
tarea facil®, para conseguirlo se han identificado
dos tipos de competencias que deben desarrollar
los profesionales sanitarios para aplicarlas en la
TDC*®:

implementacién de 1a TDC

__= =2 VO NOTU A WN =

WiNu=?d@ipoyo para

14
1 4.1 Competencias relacionales

16

17 Son las habilidades que proporcionan un am-
18 biente cémodo para que el paciente comparta sus
;g preocupaciones. Para lograrlo el profesional debe
2 tener un interés genuino en querer involucrarse,
22 comprender el punto de vista del paciente y utili-
23 zar un lenguaje sencillo.

24

25

26

27

28
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1 . .

5  Entre las competencias del profesional destacan:
3 . .

4 Realizar una escucha activa.

5 Respetar las decisiones tomadas por el paciente.

3 Realizar preguntas abiertas.

8 Generar en todo momento contacto visual.

9 Dej los ti tad L pacient
10 jar que los tiempos sean pautados por el paciente.
11 Reconocer sus sefiales emocionales o verbales.

12 Usar habilidades comunicacionales: el resumen, la
13 clarificacion, el reflejo, la empatia, entre otras®.

14

15

16 4.2 Competencias de comunicacion de riesgo

18 Son las habilidades que sirven para discutir con el
19 paciente la incertidumbres y comunicar de forma
efectiva los riesgos y beneficios de las diferentes
opciones. Se debe evaluar la evidencia en relacién
23 a cada contexto particular, es decir, considerar los
24 antecedentes personales: historia familiar, historia
25 clinica y factores de riesgo o protectores que po-
- drian aumentar o disminuir los beneficios/dafios
,g de las opciones™.
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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1 . . S
5 Para esto se recomienda evitar el lenguaje técnico,
3 adaptar la cantidad de informacion a las necesi-
4 dades actuales del paciente, utilizar diagramas,
5 comprobar la comprension de la informacién
3 ofrecida, incorporar valores del paciente a la evi-
8 dencia, transmitir informacién objetiva, facilitar la
9 participacion y evaluar la informacién que ya dis-
10 pone el paciente®.
11
12 En resumen, para poseer una éptima relacion
13 con el paciente se resumen en las siguientes ha-
14 bilidades® (Figura 4).
15
16 Figura 4: Habilidades comunicativas
17
18 Escucha Lenguaje  Noverbal Cultural Actitudinal
19 Escucha Verbal: tono  Expresivo: Adaptar co-  Respetar las
20 general y apropiadoy  lenguaje municacién  opiniones y
activa adaptado al  corporaly alacultura, derecho de
21 nivel edu- contacto edady en-  decidir del
22 cativo visual fermedad paciente
23 Escrita: co-  Receptivo:
24 municacién  responde
25 claray uso a lenguaje
de material  corporaly
26 educativo emociones
27 y , . :
Fuente: Adaptacion de Laughlin T, Wetmore S, Allen T, Brailovsky C, Crichton T,
28 Bethune C, Donoff M, Lawrence K. 20123
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; Si quieres profundizar en habilidades comunica-
3 cionales revisa los siguientes enlaces:
4
3 Shared decision making and the concept of
6 equipoise: the competences of involving
7 patients in healthcare choices.
2 https://bjgp.org/content/bjgp/50/460/892.full.pdf
10 The role of physician—patient communication in pro-
11 moting patient—participatory decision making.
12 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5060521/
13 La comunicacién médico-paciente: ;Cudles son las
14 habilidades efectivas?
1 2 https://scielo.conicyt.cl/pdf/rmc/v138n8/art16.pdf
17 Video Decisions Compartides, Generalitat de Catalunya.
18 http://decisionscompartides.gencat.cat/ca/inici
19
20
21
22
23
24
25
26
27
28
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; 5. ;Qué opinan los pacientes?
3
4 Un estudio desarrollado en Espaia del afio 2012
5 identificé que al 60% de los pacientes les hubiese
gm % gustado que el profesional sanitario les pidiese su
8 gg opinién, aunque no se les animd a hacerlo. Ademas,
9§;§ la mayoria hubieran deseado recibir mas informa-
1@ f:;j cion de la que se les entregd®. Otros estudios en el
1% £ cribado de cancer de mama han demostrado que
1% £ so6lo entre un 8% a 10% de las mujeres recibieron
1 informacion respecto al sobrediagnostico®.
| Los pacientes consideran que el profesional sanita-
1? rio debe involucrarse en las decisiones de sus pa-
18 cientes, es decir, no abandonarlos en el proceso de
19 decision®. En 2013, otro estudio determind cuales
20 son los elementos que mas valoran los pacientes
;; en la TDC, siendo los mas significativos el rol co-
23 municativo del profesional sanitario, la percepcion
24 de una escucha comprensiva, la sensaciéon de una
25 preocupacion real por su salud y por sus necesida-
26 des, una conversacion acorde al contexto y la cons-
;; tatacion de un dominio de la informacion®.
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La TDC fortalece la relacion profesional sanita-
rio-paciente y la alianza terapéutica porque el
hecho de participar activamente en las decisiones
de su salud, disminuye la incertidumbre, aumenta
el conocimiento y la posibiidad de manejar mejor
su enfermedad®. En definitiva, los pacientes sien-
ten mayor tranquilidad.

Manual de apoyo para
implementacién de la TDC
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compartida en el
* cribado de cancer
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iy de mama
13
14
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; 1. El Programa de cribado

3

4 1.1 Cribado poblacional en Catalufia

5

6 El Plan Estratégico del Pla Director d’Oncologia de
7 : . .

8 la Generalitat de Catalunya menciona como obje-
9 tivo disminuir el impacto del cdncer de mama en
10 la poblacién mediante el cribado®. Sin embargo,
11 no hace referencia a la forma de incorporar a la
12 mujer en las decisiones de su salud, a pesar de que
12 su participacion es uno de los pilares del Plan de

15 Salud de Catalufia 2016-2020%.

1? Actualmente, cada Programa dependiente del Pla
18 Director d’Oncologia, se realiza cada dos afios y en
19 base al Registro Central de Asegurados (RCA), la
20 captacién de las mujeres entre los 50 y los 69 afios
21 mediante una carta dirigida a su domicilio particu-
;g lar. En ella, se les invita a realizar, de forma gratui-
24 ta, una mamografia en un centro de salud previa-
25 mente asignado. Este mecanismo no incorpora un
26 espacio de contacto entre el profesional sanitario
27

y la mujer, donde ella pueda resolver sus dudas o

Qger revit\d vigtudesp NbPEEPES fieesHEsiRiapPIGIN Yines.xht:
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1 . . .
5 ficiente para hacerla participe en la decision sobre
3 su participacién -o no- en el programa de cribado.
g Para subsanar esta falta de contacto se requiere
6 Un cambio en la organizacién y en los medios de g
7 informacién a las mujeres®. Asi, el uso de HATD %
89
8 ha demostrado ser un apoyo para el profesional oS
2.
?O sanitario y para las mujeres en el momento de §§
17 tomaruna decisién conjunta respecto al cribado. ~ © g
[1]
S v
12 g ?

13 Siquieres profundizar en HATD revisa los siguien-
14 tes enlaces:

®

15
16 .
17 Documento Desarrollo de Herramientas de
Ayuda para la Toma de Decisiones Compartida
18 derivadas de las recomendaciones de las Guias
19 de Prdctica Clinica.
20 "
21 Sitios web PyDeSalud:
22 https://pydesalud.com/toma-de-decisiones-compartidas/
23 Sitio web de The Ottawa Hospital:
;g https://decisionaid.ohri.ca/AZsearch.php?criteria=screening
26 Video demostrativo Una Demostracién - Toma de
27 decisiones compartidas - Mayo Clinic:
28 https://www.youtube.com/watch?v=qwyx7yAP5zA&t=4s
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; 1.2 ;Por qué aplicar la TDC al cribado de

3 cancer de mama?

4

5 Las pruebas diagnosticas para la deteccién precoz
Sm % del cancer de mama han tomado fuerza como es-
8%@ tadndar de salud publica al reconocer la reduccion
9§;§ de la mortalidad, asi de cada 200 mujeres que se
1@ % realizan mamografias de cribado cada dos afos,
1% § entre los 50y los 69 afios, 1 mujer se salva gracias
1% § a la deteccién precoz del tumor y 40 necesitaran

—_

@ pruebas adicionales para descartar el cancer®.
1 Sin embargo, estudios recientes demuestran que

16 existe una escasa o nula percepcion de sus dafnos
1273 o efectos adversos.

19 Los principales riesgos atribuidos al cribado de
20 cancer de mama son los falsos positivos, falsos
;; negativos y el sobrediagnostico®. Este ultimo con-
23 cepto se define como aquellos tumores que crecen
24 tan lentamente que nunca llegarian a ser un pro-
25 blema de salud e incluso desaparecerian de forma
;? espontanea, sin necesidad de tratamiento. Actual-

mente, se desconoce qué tipo de lesiones progre-
r Qger revisavaimly chales/nenjppeitidnig.csergirese bratanuieiimes.xht
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a todas las mujeres diagnosticadas de cancer de
mama (lo que se conoce como sobretratamiento)™
que provoca una sensacion de fragilidad y vulne-
rabilidad en la mujer, intolerancia a la incertidum-
bre, vinculacién a procedimientos de mayor riesgo,
como son las biopsias® y, finalmente, se traduce
9 enun aumento del gasto sanitario®.

oNOYTULT D WN =

Ante la incertidumbre entre los beneficios y efec-
12 tos adversos, se recomienda el uso de TDC con
13 el fin de definir en base a la evidencia cientifica
14 actual y los valores de las mujeres la decision de

Manual de apoyo para
implementacion de la TDC

®

participar o no en el cribado.

17 Para mayor informacién sobre las definiciones,
18 incidencia, estadisticas de riesgo, beneficios vy
efectos adversos del cribado de cdncer de mamas
51 Se pueden encontrar en la HATD desarrollada el
22 ano 2016%.

27
28
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; 2. Implementacion de la TDC en
i cribado de cancer de mama
Z Antes de iniciar el proceso de TDC se debe es-
7 tablecer una relacién de confianza basada en la
8 empatia, facilitar una comunicacién fluida y de
9 calidad®*. El proceso debe ser deliberativo?, es
14 decir, las mujeres toman conciencia que tomaran
1; una decisiéon y que puede requerir mas de un en-
13 cuentro clinico?. Ademas, este debe ser dindmico
14 ya que las fases deben adaptarse a las necesida-
:5 des, inquietudes y prioridades de cada mujer®.
1? Una vez proporcionada la informacién, se debe
18 explorar explicitamente si la mujer desea desem-
19 pefar un rol activo o pasivo en la decision®4¢ de lo
;? contrario puede inducir a un rol pasivo en las mu-
22 jeres™?4¢_Sin embargo, no es impedimento para
23 corroborar durante todo el encuentro clinico el rol
24 que desean desempefiar, ya que éste puede cam-
25 biar de uno activo a uno pasivo o viceversa en el
;? transcurso de la conversacion.
28
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Existen algunos factores que promueven la
participacién, entre el profesional y la mujer,
la motivacién de los profesionales de la salud
para involucrar a la persona en sus decisiones,
la percepciéon de que la TDC producira un
impacto positivo en el proceso clinico, la alta
alfabetizacion de la mujer o el propio deseo de
ella de ser parte activa en las decisiones que
afectan a su salud®®¥. Sin embargo, la falta del
tiempo en el encuentro clinico, la edad avanzada
de las mujeres, personas con dificultad de
comunicarse en el idioma del profesional, el bajo
nivel socioeconémico de las mujeres, su baja
alfabetizacion®2%4¢47 y |a presencia de patologias
de salud mental®* limitan la TDC.
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; 2.1 Fases y modelo “Three-talkR”
i Las tres fases que componen este modelo son®:
5
6 2 FASE 1
/¢ = Crear equipo
8%
9§:§
1@% El principal objetivo de esta fase es comunicar
1E§ la necesidad de tomar una decisién en equipo,
:é £ cuyos integrantes son el profesional sanitario y
1 la mujer. Aqui se comunican los objetivos de la
1 decision, por qué se debe tomar (presencia de
16 factores de riesgo personal) y las alternativas dis-
17 ponibles basadas en la evidencia. El profesional
12 debe enfatizar en que (a) la mujer pude decidir no
20 tomar una decision en ese momento y solicitar el
21 apoyo de otros actores como familiares u otros
22 especialistas y (b) debe ser receptivo a las reac-
23 ciones que puede generar en la mujer el enfren-
;g tarse a esta decisién. Por tanto, debe recalcar que
2% la acompanara en el proceso hasta que se sienta
27 segura para llevar a cabo la decision.
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1 . .
> Figura 5: Crear equipo
3
4 Usted tiene la opcién de decidir si
5 participar o no en el programa de
‘ cribado de cancer de mama.
6 9]
- [a]
=
7 (o
[$ 80
8 oo
]
9 88
88
10 g g
N o8
1 - g’
12 Ee
Juntas exploraremos informacién sobre g E

®

13 el programa de cribado del cdncer de
14 mama para que podamos decidir si ‘
participar o no.
15 bl
L

19 ri g

Cuando se sienta preparada,

podemos decidir juntas su participa-
22 ‘ cién en el programa de cribado de
23 cdncer de mama.
-
24
25 |
\ -_ ‘

28
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1
: FASE 2
3 q .
4 Plantear las opciones y explorar preferencias
5
6 El principal objetivo de esta fase es informar cla-
7c E ramente, segun las caracteristicas de cada mujer,
8 ::§ los efectos adversos y beneficios del cribado. Para
?éﬁ% esto debe explorar sus valores, sus preocupacio-
11 g nes, expectativas y preferencias iniciales (priori-
12 = dades basadas en los conocimientos preexisten-
13 8 tes o ideas preconcebidas respecto al cribado?).
1 Ademds ampliar en detalle las opciones, consi-
16 derando riesgos y beneficios. De esta forma, las
17 preferencias iniciales pasaran a ser preferencias
18 informadas (preferencias personales basadas en
19 los valores una vez que se ha asegurado la com-
20 prension de los riesgos y beneficios mas relevan-
21 tes del cribado?).
22
23 Para explicar los riesgos especificos se recomien-
24 da utilizar alguna HATD, ya que mejorara la com-
;2 prensiéon de la informacion incluso en mujeres
27 con baja alfabetizacion®.
28
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1 . . .
) Figura 6: Plantear las opciones y explorar preferencias
3
4 Me podria comentar cudles son sus
preferencias, miedos y/o dudas sobre
5 ‘ las diferentes opciones que le
6 N comentaré del programa de cribado %)
e de cdncer de mama. a
7 g
a
8 5.
]
9 88
&8
10 & 2 e
(]
11 — 9 E
28
12 Vamos a explorar conjuntamente los g E‘
13 beneficios y efectos adversos del -
programa del cribado de cdncer de ‘
14 mama y resolveremos las dudas que @
15 usted tenga. La acompanaré a tomar =
una decision teniendo en cuenta sus
16 preferencias y valores.
17 |
18
19 i -
20
21 Trataremos de tomar una decision.

Revisaremos las diferentes opciones y
cudl se relaciona mejor con sus
preferencias. También podemos
compatrtir sus dudas y temores.

26
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1
: FASE 3
i Tomar una decision compartida
5
6 En esta fase se argumentan las alternativas y se
7s '« toma una decision respecto a la participacion en el
8::§ cribado de cancer de mama®. El profesional debe
?éL% reforzar la idea de acompanamiento en la decision.
11 g Ademas, debe dar el tiempo suficiente que permita
12 = a la mujer reflexionar en torno a sus prioridades,
13 8 incluso incluyendo la idea de diferirla para otro mo-
1 mento o delegarla en el profesional; en este ultimo
16 caso se recomienda identificar los elementos que le
17 impiden hacerlo por ella misma. Finalmente, debe
18 confirmar la decisién y acordar un plan de accién®#¢
19 y seguimiento que permita un circuito de retroali-
;? mentacion entre el profesional y la mujer*“¢.
22
23
24
25
26
27
28
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1 . .
) Figura 7: Tomar una decision compartida
3
4 Ya hemos revisado las ventajas y h
desventajas relacionadas con la
5 ‘ deteccion precoz del cdncer de mama.
6 . ¢Siente que ya puede tomar una 8
decisién? ;Cudl és su eleccién? No es =
7 necesario que tome la decisién ahora. S Kt
8 * Si cree que necesita mads tiempo, et
podemos tomarla mds adelante y asi S g
9 usted puede comentarlo con alguna 5_%
ersona de su interés. i)
10 ‘ P Y, YE
1m N T E
+
12 Le agradezco que haya compartido g E
13 conmigo su punto de vista. Después de
14 haber revisado las ventajas y desventa- ‘ @
jas de las distintas opciones y preferen-
15 cias ;cree estar en condiciones de tomar b
16 una decisién ahora? Considere que
puede tomarse mds tiempo para . |
17 pensarlo o comentarlo con alguna l
1 8 persona importante para usted. s
y
: A
21 Después de revisar las alternativas y
22 compartir sus preferencias, ;podriamos
tomar una decisién? Si es asi, le
23 comentaré los pasos a seguir. De lo
24 4 l contrario, podemos posponerla para otro
25 momento, cuando se siente preparada.
26
27
28
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1 . - .
) Figura 8: Fases de la Toma de Decisiones Compartida
3
4
5
6 (9
7. = Crear un equipo
- (1] LR ki
< - Tra!:ajar]untos, describir e sy
8 a % °pc'°"est' u';ce L-:!:;?yoy pa?u {orr:oria dsgfsigz
9 g‘ g [PESEUNEAG 08 O aHVOS que mds le convenga
2.
3]
]
142 \
1% € Escucha activa
S o Poner mucha atencién y
1 E o 9 entregue respuestas
; g T asertivas P]ant.ear
1 omar : las opciones
14 L Deliberacién y explorar
Compardda Ante una decision pensar pl'efEl'enClaS
1 Tomar las decisi clidadosments oy Use los principios de
basadas en las P ‘comunicacion de
1 6 referencias riesgo para discutir
las alternativas.
1 7 Digame que es lo que
18 mds importa para Comparemos las
tomar esta decision posibles opciones
19 =
20
21
22
Fuente: Adaptacién de Three-talk model of shared decision making. Elwyn G, et a
23 daptacién de Three-talk model of shared d king. El 1
24 2017. Uso autorizado por el autor*.
25
26
27
28 . . . . . .
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3. Autoevaluacion del proceso de TDC

El instrumento SDM-Q-doc® es una encuesta de
autoevaluacion para profesionales sanitarios que
permite medir el nivel de participacién que se le
ha ofrecido a la mujer para tomar decisiones. Este
9 instrumento estd compuesto por nueve items que
10 deben ser valorados por el profesional dentro de
11 seis alternativas; desde totalmente en desacuerdo
(valor 1) a totalmente de acuerdo (valor 6).
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1
2 Criterio Puntos*
3 1 2 3 4 5 6
4 Informé claramente a la mujer de

la necesidad de tomar una decision
5 sobre su participacién en el cribado 000000
6 de cdncer de mama
% Pregunté a la mujer de forma precisa
8 cémo le gustaria participarenlatoma (J (O O O O O
9 de decisiones
10 Informé a la mujer que existe la 0O00000
11 opcioén de participar o no en el cribado
12
13 Expliqué claramente a la mujer las
14 ventajas y desventajas de cada opcién Co00O0D0
15 Ayudé a la mujer a entender toda
16 la informacién sobre beneficios y 0O0000aOo
17 efectos adversos
18 Pregunté a la mujer qué opcién
19 preferia 000000
20 La mujer y yo hemos valorado 0O00000
21 ampliamente todas las opciones
22

La mujer y yo hemos escogido
;i conjuntamente una opcion oooooo
25 La mujer y yo nos hemos puesto de

26 acuerdo sobre el seguimientodesuy (J (O O O O O

atencion sanitaria posterior
* La puntuacion va de: “Totalmente en desacuerdo” (1) a “Totalmente de acuerdo” (6)
r 9991’ review @By -hispidhmiorendmisemisite/about/guidelines.xht
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oNOYTULT D WN =

27
28
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Procedimiento y Resultados de la autoevaluacion

Para conocer el resultado se deben sumar los
puntos obtenidos en cada seccion, identificando
asi las fases del modelo “Three-talk”.

Fase de la TDC

Fase 1
“Crear equipo”

Fase 2

“Plantear opcio-
nes y explorar
preferencias”

Fase 3
“Tomar una
decisiéon”

Puntuacion total:

Puntos Interpretacion

3 312 puntos:
sin adherencia a la TDC

13 a 18 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC

13 218 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

9a27:
Falta de adherencia a la TDC

28 a 36:
Indiferencia a la TDC

37 a45:
Leve adherencia a la TDC

46 a 54:
Fuerte adherencia a favor de
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; La interpretacion y puntos de corte se basaron en la evidencia de
Pollard, Bansback y Bryan (2015)°. Se dividieron los puntos totales

3 (54 puntos) segln los porcentajes de corte descritos; >80% “Fuerte

4 adherencia del profesional a favor de la TDC”; 60-80% “Leve ad-

5 herencia del profesional a la TDC” 40-60% “Indiferencia del pro-

6 = fesionalala TDC”y <40% “Falta de adherencia del profesional a la

7c E TDC”. Por otro lado, los puntos de corte por cada fase definen como

8 §% “adherente” aquellos superiores al 60% y “sin adherencia” a la TDC

9 %:g el resto, de un total de 15 puntos (3 al 18). Finalmente, la divisién por

1&'5 fases corresponde a una adaptacién de la escala SDM-Q-doc con-

1 % g trastdndola con las caracteristicas del modelo “Three-talk”*.

5 9

1% £ Se recomienda realizar esta autoevaluacién con

1 periodicidad ya que permite a los profesionales

1 sanitarios identificar los puntos fuertes y débiles en

16 cuanto a la forma en que incorporan la participacion

17 en salud de las mujeres. De este modo, se facilita

12 focalizar los esfuerzos en mejorar los aspectos mas

20 débiles con formaciény entrenamiento, y finalmente

21 hacer un seguimiento de los avances conseguidos.

22

23

24

25

26

27

28
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1
2 OBJETIVO DEL MANUAL
3
4 Este manual pretende ser un documento de refe-
> rencia que sirva de guia para el desarrollo e imple-
sm é mentacion de la Toma de Decisiones Compartida
Sié (TDC) en el cribado del cancer de mama.
9 %g
10 g (A QUIEN VA DIRIGIDO?
1% &

59
1§ & A profesionales sanitarios de la comunidad auté-
13 ©

noma de Catalunya relacionados con el cribado de
1 cancer de mamay que tengan contacto directo con
las mujeres que deben participar en el programa.

—_

—_
(o)}
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; El objetivo del cribado de cancer de mama es
3 detectar tempranamente el tumor, en una fase
4 preclinica. Esto permite mejorar las opciones de
5 tratamiento y disminuir la mortalidad 2. A pesar
g de estos beneficios, el cribado puede producir
8 también efectos adversos: falsos negativos, falsos
9 positivos, sobrediagnéstico y sobretratamiento 234,
10 Ante el desconocimiento del grado en que afectara
1 los efectos positivos y negativos a cada mujer en la
g decision del cribado, el modelo de Toma de Deci-
14 siones Compartida (TDC) permite que pacientes
15 y profesionales de la salud disminuyan la incerti-
16 dumbre de la decision .
1373 La TDC ha sido utilizada principalmente en los
19 paises occidentales para mejorar las decisiones en
20 salud’. Asi, en 2012 The European Patients’ Forum
;; inicié la campana “nothing about me, without me”
23 (nada sobre mi, sin mi) 8 para involucrar a las per-
24 sonas en las decisiones sobre su salud®.
;2 Por otro lado, la Medicina Personalizada (MP) se
57 ha consolidado desde la segunda mitad del siglo
28 XX'0M12 centrando la atencion sanitaria en la combi-
r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
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nacion de la informacion clinica, genética y ambien-
tal de cada persona. Al individualizar la atencién,
los profesionales sanitarios acceden a un enfoque
integrado y basado en la evidencia para la medi-
ciéon de riesgo, diagnosticos, aplicacion de terapias
farmacolégicas y manejo clinico. Estas medidas han
9 permitido optimizar la atencion clinica seguin las ca-
10 racteristicas de cada individuo®.

oNOYTULT D WN =

12 La MP es un modelo de salud que esta tomando
13 cada vez mas relevancia en las estrategias sanita-
14 rias en Europa, por lo que prepararse para su im-

12 plementacion forma parte de los desafios actuales.
17 LaMPse complementa con la TDC ya que ambos

18 modelos buscan posicionar a la persona en el
19 centro de la atencién, mejorar su participacion
20 en las decisiones de salud y priorizar un enfoque
de atencion preventiva sobre la curativa. Es decir,
»3 Mientras que en la MP se utilizan los anteceden-
24 tes médicos, ambientales y genéticos para estimar
25 resultados clinicos individuales, en la TDC se con-
26 sideran los valores, preferencias y vivencias de los

;; pacientes ™.
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; La aplicacién de la MP en los programas de cribado
3 permite 0121
4
Z Reducir los efectos adversos (falsos positivos, falsos
7 negativos, sobrediagnostico y sobretratamiento.
8 Aumentar la eficiencia del cribado en todos los
9 subgrupos de riesgo de cdncer de mama.
1? Ampliar el periodo y la frecuencia del cribado en
12 las mujeres con riesgo elevado de cancer de mama
13 y reducir la frecuencia en mujeres con bajo riesgo.
14 Informar a las mujeres sobre la deteccién precoz
15 para que las decisiones que adopten estén mejor
16 sustentadas.
17
18 Ajustar la percepcion del riesgo de padecer un can-
19 cer de mama al riesgo real.
20
21
22
23
24
25
26
27
28
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En este contexto, algunas investigaciones han ex-
plorado cdmo se desarrolla la TDC. Martinez, et al.
(2018) ™ identificaron que el 83% de los profesiona-
les crefan que las decisiones de deteccion deberian
ser compartidas o centradas en el paciente. Sin
embargo, el 77% dedicé6 menos de 5 minutos para
9 discutir con ellos los beneficios y los riesgos rela-
10 cionados con la mamografia . Por otro lado, en
11 Espafia solo el 24% de los pacientes afirma haber
tomado la decisidbn conjunta con su profesional

oNOYTULT D WN =

14 sanitario teniendo en cuenta sus caracteristicas y
15 preferencias personales y sociales". Esto evidencia
16 la falta de estrategias para involucrar a las perso-
17" nas en su salud, posibles deficiencias en las habi-
lidades comunicativas y la inexistencia de vias de
50 didlogo productivas entre los distintos actores del
21 encuentro clinico del cribado de mama™.

23 Eneste sentido, la literatura ha reportado algunas
24 barreras para la implementacion de la TDC™: falta
25 de tiempo en los encuentros clinicos, falta de co-
26 nocimientos del profesional sanitario acerca del
modelo TDC y de los efectos adversos del cribado,
r 99er asiiearoala idificubadogedospacientas/ppratenetelines.xht
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; una actuacién proactiva?>?. La Agencia de Calidad
3 y Evaluacién Sanitarias de Cataluiia (AQuAs) des-
4 cribe las Herramienta de Ayuda a la Toma de De-
5 cisiones (HATD) como un elemento central para la
3 TDC, aunque actualmente no dispone de una para
8 el cribado de cancer de mama %. Un estudio re-
9 ciente desarrolld una HATD en el cribado de cancer
10 de mama (anexo 1). Su evaluacién posterior puso
1 de manifiesto que los profesionales sanitarios y las
E mujeres valoraron positivamente el intercambio
14 de informaciéon equilibrada del cribado mediante
15 una HATD con el fin de mejorar la toma de deci-
16 siones en salud 2.

1273 Sin embargo, a pesar de que en la actualidad ha
19 habido un incremento de materiales destinados a
20 las pacientes 2%, son escasos aquellos que ayudan
;; a los profesionales para incorporar las preferencias
23 y los valores de las personas en la toma de deci-
24 siones en salud. En este sentido, este documento
25 y sus anexos ofrece a los profesionales sanitarios
26 evidencias cientificas sobre la TDC para que sea
;; aplicable al proceso de cribado de cancer de mama.
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1 P d

2 1. ;Qué es?

3

4 La Toma de Decisiones Compartida (TDC) surge

5 en la década de los 60-70 desarrollandose en
(9]

gm £ mayor medida a partir de los 90. Corresponde a un

o ., S .
giy modelo de atencidn participativa ubicada entre el
< . .7 . . .

9 §;§ estilo de atencién paternalista y el informativo 2%.
o

1@ £ Figura 1: Modelos de atencién en salud

% g

12 %

1; = Modelo Toma de Decisiones

Paternalista Decisiones informadas

1 Compartida

:: 6 Unidireccional Bidireccional Unidireccional

17 Jerdrquico Horizontal Jerarquico

18 Profesional sanitario Ambos actores Profesional sanitario

19 hegemonico son expertos informa

20 Acuerdos

21

22

23

24 n s

25

26

27 Profesional Nivel de Participacién Paciente

28 [Fuente: Elaboracién propja del grupo ProShare . . )
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La TDC fomenta la participacion del paciente? para
tomar una decision conjunta con el profesional sa-
nitario en relacion con cambios en el estilo de vida,
pruebas diagndsticas, tratamientos y acciones te-
rapéuticas donde pueda existir algin grado de in-
certidumbre %%, La TDC se desarrolla durante el
9 encuentro clinico y ambos actores son considera-
10 dos expertos: el paciente en su situacion de salud,
11 valores, creencias y preferencias; y el profesional
sanitario en la evidencia cientifica e informacién
14 de las opciones terapéuticas disponibles*°.

oNOYTULT D WN =

15 Figura 2: Rol de los participantes en el encuentro clinico

N

Acuerdan

24 Toman una
decisién conjunta

Experto Profesional Experto Paciente

Ofrece evidencia cientifica, Ofrece sus preferencias,
27 alternativas, riesgos y beneficios creencias, valores y vivencias
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1 I
5 Por tanto, el objetivo de la TDC se centra en garan-
3 tizar que las personas tomen decisiones sobre su
4 salud cuando estan suficientemente informadas *".
5 Para lograrlo se requiere de una negociacion con-
g tinua mediante la discusién entre ambos expertos
8 (paciente y profesional) centrando el didlogo en los
9 valores, preferencias, circunstancias del paciente, asi
10 cdmo en los beneficios, danos, riesgos y opciones
1 terapéuticas ofrecidas por el profesional sanitario.
1; Como resultado final de esta discusion se consigue
14 que las personas sean mas autbnomas y presenten
15 un mayor nivel de compromiso y responsabilidad
16 en su salud 603234,
17
18 Figura 3: Elementos de la Toma de Decisiones Compartida
19
20 A) Intercambio B) Deliberacién ~ C) Tomar
21 de informacién  sobre las una decision
2 entre el distintas consensuada
paciente y el opciones

23 profesional
24 sanitario
25
26 Fuente: Adaptacion de Elwyn et al. 2012
27
28
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2. ;Por qué es importante?

La TDC se sustenta en el principio de autonomia de
los pacientes. La Ley 21/2000 Derechos de Infor-
macion relativos a la Salud, Autonomia del Pacien-
te y Documentacién Clinica protege su derecho a
decidir libremente después de recibir la informa-
cion adecuada entre las opciones clinicas dispo-
nibles *. Por tanto, los profesionales estan sujetos
juridicamente al cumplimiento de este principio,
que no puede limitarse al deseo o voluntariedad
del profesional.

Asimismo, en Catalufia, el Modelo Asistencial del
Instituto Catalan de Oncologia 2019-2022 pro-
mueve intervenciones centradas en la persona,
teniendo como primer objetivo considerar las ne-
cesidades de las personas, para luego planificar el
cuidado y atencién en salud .

Junto con lo anterior, la implementacién de la TDC
ha evidenciado una serie de beneficios en los pa-
cientes, en los profesionales y también en los sis-
temas sanitarios ® ™ 3% 3738,
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1
2 Aumenta la participacion de los pacientes.
p p p
3
4 Mejora la comunicacién paciente-profesional sanitario.
> Mayor adherencia a tratamientos.
6
7 Mejora los resultados biométricos en salud.
8 Aumenta la satisfaccién de los pacientes en la atencion
p
?O de salud.
11 Disminuye la preocupacién y la ansiedad en los pacientes.
1; Reduce el conflicto decisional de los pacientes cuan-
14 do se enfrentan a tomar una decisién diagndstica y/o
15 terapéutica.
16 Mejora el conocimiento de la enfermedad, las opciones
17 diagndsticas y terapéuticas en los pacientes.
18
19 Aumenta la precision en la percepcién del riesgo.
20 Aumenta la eleccién de opciones mas beneficiosas.
21
22 Reduce el uso de tratamientos muy invasivos y costosos.
23 Reduce la variabilidad injustificada en la practica asistencial.
24
25 Contribuye a la racionalizacién del uso de recursos del
26 sistema sanitario.
27
28
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1 rd o o

2 3.¢Qué habilidades o

i competencias necesitan los

5 profesionales sanitarios?

6 3

7  Comunicar de forma equilibrada los riesgos y be- gE

8 neficios de cualquier opcién terapéutica no es g%;

?O tarea facil, pero es necesario ayudar a los pacien- %%

17 tes a estar mejor informados ¥; para conseguirlo fi g

12 se han identificado dos tipos de competencias que £ %'Ei
= =

13 deben desarrollar los profesionales sanitarios para
14 aplicarlas en la TDC*:

16 3.1 Competencias relacionales

18 Son las habilidades que favorecen una buena co-
municacién durante el encuentro clinico y pro-
51 Pporcionan un ambiente comodo que permite al
22 paciente compartir sus preocupaciones. Para lo-
23 grarlo el profesional debe tener un interés genui-
24 no en querer involucrarse y comprender el punto

;2 de vista del usuario y utilizar el tipo de lenguaje
57 Mas adecuado.
28
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; Entre las competencias del profesional destacan:
3 ) .

4 Realizar una escucha activa.

5 Respetar las decisiones tomadas por el paciente.

3 Realizar preguntas abiertas.

8 Generar en todo momento contacto visual.

?O Dejar que los tiempos sean pautados por el paciente.
11 Reconocer sus sefiales emocionales o verbales

12 Usar habilidades comunicacionales: el resumen, la
12 clarificacion, el reflejo, la empatia, entre otras “C.
15

16 3.2 Competencias de comunicacién de riesgo

18 Son las habilidades de los profesionales sanitarios
19 que sirven para discutir con el paciente la incerti-
20 dumbre que existe sobre las opciones terapéuticas
;; y comunicar de forma efectiva los riesgos y benefi-
23 cios de las diferentes opciones. Se debe evaluar la
24 evidencia en relacién con cada contexto en parti-
25 cular, es decir, considerar los antecedentes perso-
;? nales: historia familiar, historia clinica y factores de

riesgo o protectores que podrian aumentar o dis-
r 9961’ revievimuimob teriéfitios/daioy denlginaboptionesitnes.xht
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Para esto se recomienda evitar el lenguaje técnico,
adaptar la cantidad de informacién a las necesi-
dades actuales del paciente, utilizar diagramas,
comprobar la comprension de la informacién
ofrecida, incorporar valores del paciente a la evi-
dencia, transmitir informacién objetiva, facilitar la
9 participaciény evaluar la informacién de la que ya
10 dispone el paciente .

oNOYTULT D WN =

12 Como resumen, las habilidades comunicativas
13 necesarias para poseer una 6ptima relacién con
14 el paciente se pueden resumir en cinco catego-

15 {ag40 (Figura 4).
16
17 Figura 4: Habilidades comunicativas
18 : S
19 Escucha Lenguaje  Noverbal Cultural Actitudinal
20 Escucha Verbal: tono  Expresivo: Adaptar co-  Respetar las
eneral apropiado lenguaje municacién  opiniones
8 y p y guaj p y
21 activa adaptado al  corporaly alacultura, derecho de
nivel edu- contacto edad y en- ecidir de
22 ivel ed dad y decidir del
23 cativo visual fermedad paciente
Escrita: co-  Receptivo:
24 i i
25 municacién  responde
claray uso a lenguaje
26 de material  corporaly
educativo emociones
27
28
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; 4. ;Qué opinan los pacientes?

3

4 En un estudio desarrollado en Espana el 2012,
5 usuarios de Atencién Primaria con distintas pa-
?mé tologias, valoraron una serie de elementos como
8%3’ positivos en la atencién clinica: entrega de infor-
9§;§ macioén, comunicacién de los efectos adversos y
1@% beneficios, recomendaciones por parte del pro-
1% £ fesional, posibilidad de participar activamente en
12 & o - .

13 £ la decision y la percepcion de habilidades comu-
1 nicativas bdsicas de los profesionales sanitarios.
1 En este mismo estudio se identificé que al 60% de
16 los pacientes les hubiese gustado que el profesio-
17 nal sanitario les pidiese su opinién, aunque no se
12 les animo a hacerlo. Ademas, la mayoria hubieran
20 deseado recibir mas informacion de la que se les
21 entregd “. En relacién con la entrega de informa-
22 cion, estudios internacionales sobre cribado de
23 cancer de mama han demostrado que solo entre
;g un 8% a 10% de las mujeres recibieron informa-
26 cion respecto al sobrediagndstico .

27

Los pacientes sienten mayor tranquilidad, se for-
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30
31



Page 109 of 145 BMJ Open

y la alianza terapéutica al participar activamente
en las decisiones de su salud, ya que aumentan
sus conocimientos, disminuye la incertidumbre
y aumenta la posibilidad de manejar mejor su
enfermedad. Ademas, las personas consideran
que el profesional sanitario debe involucrarse
9 en las decisiones de sus pacientes, es decir, no
10 abandonarlos en el proceso de decisidn, presen-
11 tarles las opciones disponibles y brindarles ase-
soramiento, a pesar de que la Ultima decisién
14 sea la del paciente .

oNOYTULT D WN =

Manual de apoyo para
implementacion de la TDC

®

En 2013, otro estudio determind cuales son los ele-
mentos que mas valoran los pacientes en la TDC,
18 siendo los mas significativos el rol comunicativo
19 del profesional sanitario, la percepcién de una es-
20 cucha comprensiva, la sensacién de una preocu-
pacién real por su salud y por sus necesidades, una
23 conversacion acorde al contexto y la constatacion
24 de un dominio de la informacion #. Finalmente, la
25 evidencia también concluye que aun falta un largo
26 camino de empoderamiento por el cual las perso-
nas fortalezcan su capacidad de ejercer autonomia
r Qger ervielaoihocuidasiotsiajspsalud'zom/site/about/guidelines.xht
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* cribado de cancer

11

iy de mama
13
14
15
16
17
18
19
20
21
22
23
24
25

26
7 @

28
T poer review onIItp://bmjopen.bmj.com/ idelines.xht

2 La toma de
: decisiones
6
8

30
31



=

BMJ Open Page 112 of 145

; 1. El Programa de cribado

3

4 1.1 Cribado poblacional en Catalufia

5

6 El Plan Estratégico del Pla Director d’Oncologia de
7 : . .

8 la Generalitat de Catalunya menciona como obje-
9 tivo disminuir el impacto del cdncer de mama en
10 la poblacion mediante el cribado #. Sin embargo,
11 no se hace referencia a la forma de incorporar a la
12 mujer en las decisiones de su salud, a pesar de que
12 su participacion es uno de los pilares del Plan de

15 Salud de Catalufa 2016-2020 .

1? Actualmente, cada Programa dependiente del
18 Pla Director d’Oncologia realiza, cada dos afos y
19 en base al Registro Central de Asegurados (RCA),
20 la captacion de las mujeres entre los 50 y los 69
21 afios mediante una carta dirigida a su domicilio
;g particular. En ella, se las invita a realizar, de forma
24 gratuita, una mamografia en un centro de salud
25 previamente asignado *. Este mecanismo no in-
26 corpora un espacio de contacto entre el profe-
27

sional sanitario y la mujer, en el que ella pueda
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Figura 5: Flujograma del programa de Deteccién Precoz
del Cancer de Mama

( Fonts d'informacio: )
\ Registre Central d’Assegurats del CatSalut i trucades particulars |
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; ofrecerle informacién suficiente para hacerla par-
3 ticipe en la decision sobre su participacion -o no-
4 en el programa de cribado.

Z g Para subsanar esta falta de contacto se requiere
7z« uncambio en la organizacion y en los medios de
8§§ informacion a las mujeres *°. Asi, el uso de He-
9§:§ rramientas de Ayuda a la Toma de Decisiones
1% é (HATD) ha demostrado ser un apoyo para el pro-
122 fesional sanitario y para las mujeres en el mo-
13 : mento de tomar una decisién conjunta respecto
1 al cribado.

1

16

17 1.2 jPor qué aplicar la TDC al cribado de
18 cancer de mama?

19

;? Las pruebas diagndsticas para la deteccién precoz
2 del cancer de mama han tomado fuerza como es-
23 tandar de salud publica al reconocerse, tanto por
24 la comunidad cientifica como por las mujeres, su
25 influencia sobre la reduccién de la mortalidad en
;? un 20% *° y un incremento de la supervivencia al

cancer de mama que alcanza el 80% a los cinco
" Eger revigicanty Shittewibanjgpeadiadicmisitelaegutéigrigetines.xhty
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tran que existe una escasa o nula percepcion de
sus danos o efectos adversos?. Resultados, que al
menos vienen condicionados por la sensibilidad
de la prueba, que pueden variar entre un 61% y el
95%, y su especificidad que varia entre el 80% al
900/0 42,51‘

oNOYTULT D WN =

9 Los principales riesgos atribuidos al cribado de
cancer de mama son los falsos positivos, falsos
12 hegativos y el sobrediagnoéstico #. Este ultimo
13 concepto se define como aquellos tumores que
14 crecen tan lentamente que nunca llegarian a ser
un problema de salud e incluso desaparecerian de
forma espontanea, sin necesidad de tratamiento.
18 Actualmente, se desconoce qué tipo de lesiones
19 progresaran y cudles no, por tanto, se ofrece tra-
20 tamiento a todas las mujeres diagnosticadas de
cancer de mama (lo que se conoce como sobre-
23 tratamiento) # que provoca una sensacion de fra-
24 gilidad y vulnerabilidad en la mujer, intolerancia a
25 la incertidumbre, grados de estrés en areas per-
26 sonal-social-familiar-laboral, vinculacién a pro-
cedimientos de mayor riesgo, como es el caso de
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; sanitario 8. Ante la incertidumbre entre los benefi-
3 cios y efectos adversos en el cribado de cancer de
4 mama, se recomienda el uso de TDC con el fin de
5 definir en base a la evidencia cientifica actual y los
gm% valores de las mujeres la decisién de participar o
8 gg no en el cribado.
9§:§ La informacion referente al cribado de cancer de
1% é mama se encuentra resumida en la HATD elabo-
122 rada el afio 2016 (anexo 7). Alli se presenta infor-
13 £ macién obtenida del United Kingdom National
1 Health Service (NHS), respecto a definiciones, inci-
1 dencia, estadisticas de riesgo, beneficios y efectos
1? adversos de una forma sencilla de comprender
18 para el profesional sanitario y la mujer.
19
20
21
22
23
24
25
26
27
28

r peer review only - http://bmjopen.bmj.com/site/about/guidelines.xht
30

31



=

Page 117 of 145 BMJ Open

oNOYTULT D WN =

27

99er eeiriRee @ ol LR/ desdaRead i osmAiLs/a RN/ gstielines.xht

30
31

2. Implementacion de la TDC en
cribado de cancer de mama

Antes de iniciar el proceso de TDC es importante
construir un ambiente que permita una conver-
sacion cercana entre el profesional sanitario y la
mujer. En este sentido, se debe establecer una re-
lacion de confianza basada en la empatia, para
facilitar una comunicacion fluida y de calidad 2.
El proceso debe ser deliberativo ¥, es decir, las
mujeres en el cribado de cancer de mama toman
conciencia de que pueden tomar una decision, lo
cual puede requerir mas de un encuentro clinico®.
Ademads este proceso debe ser dindmico ya que
las fases deben adaptarse a las necesidades, in-
quietudes y prioridades de cada mujer.

Una vez proporcionada la informacion, se debe ex-
plorar explicitamente si la mujer desea desempenfiar
un rol activo o pasivo en la decision#*¢ya que si no
se hace de esta forma puede inducir a un rol pasivo
en las mujeres #3%_ Sin embargo, no es impedi-
mento para corroborar durante todo el encuentro
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1 . . . .

) puede cambiar de uno activo a uno pasivo o vice-

3 versa en el transcurso de la conversacion. Ademas,

4 se debe considerar que existen factores que

5 pueden aumentar o disminuir la participacién de
Q

6 2 las mujeres #. Algunos factores, entre otros, que

/g e D—

gig Promueven su participacion son la motivacion de

9;:;5 los profesionales de la salud para involucrar a la

1@ £ persona en sus decisiones, la percepcién de que
v

1€ £ |a TDC producird un impacto positivo en el pro-

12 & P L o I

13 £ ceso clinico, la alta alfabetizacion de la mujer"

1 o el propio deseo de ella de ser parte activa en

1 las decisiones que afectan a su salud ***"9-¢'. Sin

16 embargo, la falta del tiempo en el encuentro cli-

17 nico, la edad avanzada de las mujeres, personas

18 — . .

19 inmigrantes y/o con dificultad de comunicarse en

20 el idioma del profesional, el bajo nivel socioeco-

21 némico de las mujeres, su baja alfabetizacion 3376

22 y la presencia de patologias de salud mental 33

23 limitan la TDC.

24

25

26

27

28
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1

5 2.1Fases y modelo “The three-talk”

3

4  Lastres fases que componen este modelo son ¢
5

6 FASE1

; Crear equipo

9

10 El principal objetivo de esta fase es comunicar
11 |a necesidad de tomar una decision en equipo,
cuyos integrantes son el profesional sanitario y
la mujer. Aqui se comunican los objetivos de la

Manual de apoyo para
implementacion de la TDC

®

15 decision, por qué se debe tomar (presencia de
16 factores de riesgo personal) y las alternativas dis-
17 ponibles basadas en la evidencia que se deberan
tener en cuenta. El profesional debe enfatizar en
20 Aue (a) la mujer pude decidir no tomar una deci-
21 si6n en ese momento y solicitar el apoyo de otros
22 actores como familiares u otros especialistas y (b)
23 debe ser receptivo a las reacciones que puede ge-
nerar en la mujer el enfrentarse a esta decision.
26 Portanto, debe recalcar que la acompaniara en el
27 proceso hasta que se sienta segura para llevar a

28 cabo la decision. ) ) ) o
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; Figura 6: Crear equipo

3

4

5 “Ahora sabemos que usted

6 KQ) puede’ decidil: qué hacer en

7 [; relacion a{ cribado, vamos a )

H= hablar cuales son las caracteris-

8 g‘ < ticas del cribado para que usted

9 §:§ pueda conocer sus opciones”
]

1 @ g \/

1 1;: g

12 %

1 ; A

1
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1

2 FASE 2

i Plantear las opciones

5

6 El principal objetivo de esta fase es informar cla-
7 ramente, y segun las caracteristicas de cada mujer,
8  sobre los efectos adversos y beneficios del cribado.
?O Para esto debe explorar sus preferencias iniciales

(prioridades basadas en los conocimientos preexis-
12 tentes o ideas preconcebidas respecto al cribado®),
13 sus valores, sus preocupaciones y expectativas y
14 ampliar en detalle las opciones, considerando
riesgos y beneficios. De esta forma, las preferen-
17 Ccias iniciales pasaran a ser preferencias informadas
18 (preferencias personales basadas en los valores
19 unavez que se ha asegurado la comprension de los
20 riesgos y beneficios mds relevantes del cribado ).

22 Para explicar los riesgos especificos se recomienda
23 utilizar alguna HATD (anexo 1), ya que mejoraran la
comprension de la informacion incluso en mujeres
con baja alfabetizacion #. En el contexto general,
57 existen dos grandes categorias de HATD; las que se

28 utilizan durante el encuentro clinico de forma con-
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1 . . S . .
) junta profesional sanitario-mujer suelen ser conci-
3 sas, como los folletos (la que se proporciona en este
4 manual). Las mas extensas pueden ser utilizadas
5 antes o después del encuentro clinico, como por
3 ejemplo los documentos, paginas web, etc.¥
8
9 . .
10 Figura 7: Plantear las opciones
11
12
13 “Estoy agradecida que comparta
su punto de vista conmigo y estoy
14 aqui para ayudarla a llegar a una
15 buena decision. Vamos a resumir
16 sus preferencias y comprobar si
17 adn tiene alguna duda”
18
19
20
21
22
23
24
25
26
27
28
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1

; FASE 3

4 Tomar una decision compartida

5 .

6 En esta fase se argumentan las alternativas y se g

7  toma una decision respecto a la participaciénenel g g
s QU

8  cribado de cancer de mama %, El profesional debe Eg

9 reforzar la idea de acompafiamiento en la decisién. 27

10 , . . . v g

1 Ademas, debe dar el tiempo suficiente que permita =g

12 2 la mujer reflexionar en torno a sus prioridades, %%‘é
= =

13 incluso incluyendo la idea de diferirla para otro mo-
14 mento o delegarla en el profesional; en este ultimo
caso se recomienda identificar los elementos que le
17 impiden hacerlo por ella misma. Finalmente, debe
18 confirmar la decisién y acordar un plan de accién
19 % y seguimiento que permita un circuito de re-
20  troalimentacion entre el profesional y la mujer5s.

®

27
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1 . PP
) Figura 8: Tomar una decisién informada
3
4
5 "¢Cree estar en condiciones
6 b de tomar la decision o
7 S E necesita mads tiempo?”
a v
8% -
955
78
1 @ g
:: g E’
Y
35
1

@
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(o)}
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Figura 9: Fases de la Toma de Decisiones Compartida

Crear un equipo

Trabajar juntos, describir
opciones, ofrecer apoyo y
preguntar los objetivos

Trabajemos en equipo
para tomar la decisién
que mds le convenga

oNOYTULT D WN =

Escucha activa

Manual de apoyo para
implementacién de la TDC

1 1 Poner mucha atencién y
entregue respuestas

1 2 e asertivas
13 Tomar Plantear

una decisiéon ’ - las opciones

S Deliberacién

1 4 compam a Ante una decisién pensar Us;:z['"{(':gg":’;:e
1 5 Tol::;al:i:::‘isl;osnes culdaﬂziiaomn::te @ riesgo para discutir las
_I 6 et alternativas
17 Digame que es lo que Comparemos las

mds importa para posibles opciones

tomar esta decision

e

24 Fuente: Adaptacién de Three-talk model of shared decision making. Elwyn G, et al
25 2017 Uso autorizado por autor .
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1 rd
2 3. Autoevaluacion del proceso de TDC
3
4 El instrumento SDM-Q-doc % es una encuesta de
5 autoevaluacion para profesionales sanitarios que
(9]
gm £ permite medir el nivel de participaciéon que se le
8 ié ha ofrecido a la mujer para tomar decisiones. Este
9%;@ instrumento esta compuesto por nueve items que
1@ % deben ser valorados por el profesional dentro de
% E, seis alternativas; desde totalmente en desacuerdo
1% E (valor 1) a totalmente de acuerdo (valor 6).
1
1
16
17
18
19
20
21
22
23
24
25
26
27
28
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1
2 Criterio Puntos*
3 1 2 3 4 5 6
4 Informé claramente a la mujer de

la necesidad de tomar una decision
5 sobre su participacién en el cribado 000000
6 de cancer de mama
% Pregunté a la mujer de forma precisa
8 cémo le gustaria participarenlatoma () (O O O O O
9 de decisiones
10 Informé a la mujer que existe la 000000
11 opcioén de participar o no en el cribado
12
13 Expliqué claramente a la mujer las
14 ventajas y desventajas de cada opcién Co00O0D0
15 Ayudé a la mujer a entender toda
16 la informacién sobre beneficios y 0O0000aOo
17 efectos adversos
18 Pregunté a la mujer qué opcién
19 preferia 000000
20 La muj

jer y yo hemos valorado

21 ampliamente todas las opciones OCo0000
22

La mujer y yo hemos escogido
;i conjuntamente una opcion oooooo
25 La mujer y yo nos hemos puesto de

26 acuerdo sobre el seguimientodesuy (J (O O O O O

atencion sanitaria posterior
* La puntuacion va de: “Totalmente en desacuerdo” (1) a “Totalmente de acuerdo” (6)
r 9991’ review @By -hispidhmiorendmisemisite/about/guidelines.xht
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Procedimiento y Resultados de la autoevaluacion

Para conocer el resultado se deben sumar los
puntos obtenidos en cada seccion, identificando
asi las fases del modelo “The three-talk”.

Fase de la TDC

Fase 1
“Crear equipo”

Fase 2
“Plantear
opciones”

Fase 3
“Tomar una
decisién”

Puntuacién total:

Puntos Interpretacion

13 a 18 puntos:
adherente a la TDC

3 312 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

3 a 12 puntos:

sin adherencia a la TDC

46 a 54:
Fuerte adherencia a favor de
laTDC

37 a45:
Leve adherencia a la TDC

28 a 36:
Indiferencia a la TDC

9a2r:
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; La interpretacion y puntos de corte se basaron en la evidencia de
Pollard, Bansback y Bryan (2015) . Se dividieron los puntos totales

3 (54 puntos) segln los porcentajes de corte descritos; >80% “Fuerte

4 adherencia del profesional a favor de la TDC”; 60-80% “Leve ad-

5 herencia del profesional a la TDC” 40-60% “Indiferencia del pro-

6 = fesionalala TDC”y <40% “Falta de adherencia del profesional a la

7c E TDC”. Por otro lado, los puntos de corte por cada fase definen como

8 §% “adherente” aquellos superiores al 60% y “sin adherencia” a la TDC

9 %:g el resto, de un total de 15 puntos (3 al 18). Finalmente, la divisién por

1&'5 fases corresponde a una adaptacién de la escala SDM-Q-doc con-

1 % g trastandola con las caracteristicas del modelo “Three-talk” ©'.

5 9

1% £ Se recomienda realizar esta autoevaluacién con

1 cierta periodicidad ya que permite a los profesio-

1 nales sanitarios identificar los puntos fuertes y de-

16 ficientes en cuanto a la forma en que incorporan la

17 participacion en salud de las mujeres. De este modo,

12 se facilita focalizar los esfuerzos en mejorar los as-

20 pectos mas débiles con formacién y entrenamiento,

21 y finalmente hacer un seguimiento de los avances

22 conseguidos.

23

24

25

26

27

28
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“Ahora sabemos que
usted puede decidir qué
hacer en relaciéon al
cribado, vamos a hablar
cudles son las caracteristi-
cas del cribado para que
usted pueda conocer sus
opciones”

"sCree estar en
condiciones de tomar
la decision o necesita
mds tiempo?”

La Toma de Decisiones Comparti-
das (TDC) es un modelo de atencion
participativo ubicado entre un estilo
de atencién paternalista e informa-
tivo que fomenta la participacion de
las mujeres para tomar una decisién
con el profesional sanitario cuando
existe algun grado de incertidum-
bre. La TDC se desarrolla durante el
encuentro clinico, ambos actores se
consideran como expertos: la mujer
en su situacion de salud, valores,
creencias y preferencias. El profesio-
nal en la evidencia cientifica y en
cémo dar informacién de las opcio-
nes terapéuticas disponibles.

Tomar
una decision

Tomar una decision
compartida respecto a
la mamografia

N Dé el tiempo necesario para
permitir la reflexion

N Aclare las dudas y valore las
preferencias

N Diseiie un plan de

seguimiento dédapketigiviaw only - http://bmjopanrebramésisiabrut/esidaline s himd).

~
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Comunicar la
necesidad de tomar
una decision

Crear
equipo

N Introduzca la posibilidad de tomar
decisiones acerca de su salud

N Comente los factores de riesgo y los
que le afectan en particular

N Resalte que la acompaiiara en todo
momento y puede contar con el apoyo
de familiares u otros profesionales

Factores de Riesgo Se estima que 1de cada 8 mujeres en
Espafia padeceran cancer de mama a lo largo de su vida.
Los factores de riesgo son: edad, antecedentes familiares
y personales de cancer de mama, alteraciones de la
mama, hormonal, radioterapia y estilo de vida.

Fuente: AECC: https://www.aecc.es/es/ todo-sobre-cancer/tipos-cancer/
cancer-mama/mas-informacion/evolucion-cancer-mama

-

“Estoy agradecida que
comparta su punto de vista
conmigo y estoy aqui para

preferencias y comprobar si
aun tiene alguna duda”

.

ayudarla a llegar a una buena
decision. Vamos a resumir sus

J

Plantear
las opciones

Informar de la opcion de
acudir o no ala mamografia

N Explore los conocimientos de la mujer sobre
la mamografia

N Introduzca efectos adversos y beneficios de
la mamografia a través de una Herramienta
de Ayuda a la Toma de Decisiones (HATD)

N Considere las preferencias, creencias, valores
y miedos de la mujer sobre la mamografia

N Resuma las opciones y compruebe si la
mujer ha comprendido la nueva informacion

La mamografia es utilizada como gold stdndar para el cribado a nivel
internacional; ha demostrado disminuir del 20 al 30% la mortalidad, pero
también genera falsos negativos, falsos positivos y sobrediagnéstico; su
funcién es adelantar el diagndstico sin esperar que aparezcan sintomas de
la enfermedad. La mamografia es una radiografia de dos proyecciones
(crdneo-caudal y latero-oblicua) en cada pecho que posteriormente se
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Guia practica de
implementacion
de la TDC para
profesionales
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Resultados

Fase de la TDC

Fase 1
“Crear equipo

Fase 2
“Plantear
opciones”

Fase 3
“Tomar una
decision”

Puntuacion total:

Puntos

Interpretacion

13 218 puntos:
adherente a la TDC
3312 puntos:

sin adherencia a la TDC
13 a 18 puntos:
adherente a la TDC

3 a12 puntos:

sin adherencia a la TDC
13 218 puntos:
adherente a la TDC

3312 puntos:
sin adherencia a la TDC

46 a 54:
Fuerte adherencia a favor de
la TDC

37 a45:
Leve adherencia a la TDC

28 a 36:
Indiferencia a la TDC

9a27:
Falta de adherencia a la TDC

4

For pee
[

]
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A >

jope

Criterio

Informé claramente a la mujer de
la necesidad de tomar una decision
sobre su participacion en el cribado
de cancer de mama

Pregunté a la mujer de forma precisa
cdmo le gustaria participar en la toma
de decisiones

Informé a la mujer que existe la
opcidn de participar o no en el cribado

Expliqué claramente a la mujer las
ventajas y desventajas de cada opcién

Ayudé a la mujer a entender toda
la informacién sobre beneficios y
efectos adversos

Pregunté a la mujer qué opcién
preferia

La mujer y yo hemos valorado
ampliamente todas las opciones

La mujer y yo hemos escogido
conjuntamente una opcioén

La mujer y yo nos hemos puesto de
acuerdo sobre el seguimiento de su
atencion sanitaria posterior

O
O
O
O
O
O

o O 0O O 0O 0O
o O O O 0O 0O
o O O O 0O 0
o 0O 0 0O 0O 0O

O

2

Puntos*

3

4
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0000

O

O

O

o O 0 0O 0O 0O
o O 0O 0O 0O 0O

O

6

O

O

* La puntuacion va de: “Totalmente en desacuerdo” (1) a “Totalmente de acuerdo” (6)

De las Cuevas C, Perestelo-Perez L, Rivero-Santana A, Cebolla-Marti A, Scholl I,

Hdrter M. Validation of the Spanish version of the 9-item Shared Decision-Making

http://www.ncbi.nlm.nih.gov/pubmed/24593044

j.conysiésriohnuiieg BelsitinEspérirfThternet]. 2015;18(6):2143-53. Available from:
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Text Section
and Item Name

Section or Item Description

Page

Notes to authors

The SQUIRE guidelines provide a framework
for reporting new knowledge about how to
improve healthcare

The SQUIRE guidelines are intended for
reports that describe system level work to
improve the quality, safety, and value of
healthcare, and used methods to establish
that observed outcomes were due to the
intervention(s).

A range of approaches exists for improving
healthcare. SQUIRE may be adapted for
reporting any of these.

Authors should consider every SQUIRE item,
but it may be inappropriate or unnecessary to
include every SQUIRE element in aparticular
manuscript.

The SQUIRE Glossary contains definitions of
many of the key words in SQUIRE.

The Explanation and Elaboration document
provides specific examples of well-written
SQUIRE items, and an in-depth explanation
of each item.

Please cite SQUIRE when it is used to write a
manuscript.

Title and Abstract

1. Title

Indicate that the manuscript concerns an initiative to
improve healthcare (broadly defined to include the

quality, safety, effectiveness, patient- centeredness,
timeliness, cost, efficiency, and equity of healthcare)

2. Abstract

a) Provide adequate information to aid in searching
and indexing

b) Summarize all key information from various
sections of the text using the abstract format of the
intended publication or a structured summary such
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as: background, local problem, methods,
interventions, results, conclusions

Introduction

Why did you start?

3. Problem Neture and significance of the local problem
Description

4. Available Summary of what is currently known about the
knowledge problem, including relevant previous studies

5. Rationale Informal or formal frameworks, models, concepts,

and/or theories used to explain the problem, any
reasons or assumptions that were used to develop
the intervention(s), and reasons why the
intervention(s) was expected to work

6. Specific aims

Purpose of the project and of this report

Methods

What did you do?

7. Context

Contextual elements considered important at the
outset of introducing the intervent io n(s)

8. Intervention

(s)

a. Description of the intervention(s) in sufficient
detail that others could reproduce it

b. Specifics of the team involved in the work

9. Study of the
Intervention (s)

a. Approach chosen for assessing the impact of the
intervention(s)

b. Approach used to establish whether the observed
outcomes were due to the intervention(s)

10. Measures

a. Measures chosen for studying processes and
outcomes of the intervention(s), including rationale
for choosing them, their operational definitions, and
their validity and reliability

b. Description of the approach to the ongoing
assessment of contextual elements that contributed
to the success, failure, efficiency, and cost

c. Methods employed for assessing completeness
and accuracy of data

11. Analysis

a. Qualitative and quantitative methods used to draw
inferences from the data
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3 b. Methods for understanding variation within the

g data, including the effects of time as a variable

6 12. Ethical Ethical aspects of implementing and studying the 5-6
7 Considerations | intervention(s) and how they were addressed,

8 including, but not limited to, formal ethics review and

9 potential conflict(s) of interest

10 Results What did you find?

:; 13. Results a. Initial steps of the intervention(s) and their 6-10
13 evolution over time (e.g., time-line diagram, flow

14 chart, or table), including modifications made to the

15 intervention during the project

16

1; b. Details of the process measures and outcome

;g c. Contextual elements that interacted with the

21 intervention(s)

22

23 d. Observed associations between outcomes,

;‘; interventions, and relevant

26

57 e. contextual elements

28

29 f. Details about missing data

30 Discussion What does it mean?

31 14. Summary a. Key findings, including relevance to the rationale | 10
gg and specific aims

gg b. Particular strengths of the project

36 15. a. Nature of the association between the 10-12
37 Interpretation intervention(s) and the outcomes

38

39 b. Comparison of results with findings from other

2(1) publications

42

43 c. Impact of the project on people and systems

44

45 d. Reasons for any differences between observed

46 and anticipated outcomes, including the influence of

47 context

48

49 . . .

50 e. Costs and strategic trade-offs, including

51 opportunity costs

52 16. Limitations a. Limits to the generalizability of the work 12
gi b. Factors that might have limited internal validity

55

56

57

58

59
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such as confounding, bias, or imprecision in the
design, methods, measurement, or analysis

c. Efforts made to minimize and adjust for limitations

17. Conclusions

a. Usefulness of the work

b. Sustainability

c. Potential for spread to other contexts

d. Implications for practice and for further study in
the field

e. Suggested next steps

13

Other information

18. Funding

Sources of funding that supported this work. Role, if
any, of the funding organization in the design,
implementation, interpretation, and reporting

13-14
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