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This qualitative study evaluates a decision aid that includes the benefits and harms of
breast cancer screening and analyses women'’s perception of the information received and
healthcare professionals’ perceptions of the convenience of providing it. Seven focus
groups of women aged 40-69 years (n = 39) and two groups of healthcare professionals
(n = 23) were conducted in Catalonia and the Canary Islands. The focus groups consisted
of guided discussions regarding decision-making about breast cancer screening, and ac-
ceptability and feasibility of the decision aid. A content analysis was performed. Women
positively value receiving information regarding the benefits and harms of breast cancer
screening. Several women had difficulties understanding some concepts, especially those
regarding overdiagnosis. Women preferred to share the decisions on screening with
healthcare professionals. The professionals noted the lack of inclusion of some harms and
benefits in the decision aid, and proposed improving the clarity of the statistical informa-
tion. The information on overdiagnosis generates confusion among women and contro-
versy among professionals. Faced with the new information presented by the decision aid,
the majority of women prefer shared decision-making; however, its feasibility might be

limited by a lack of knowledge and attitudes of rejection from healthcare professionals.
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1 | INTRODUCTION

The objective of breast cancer screening is early detection before the
presentation of symptoms. Evidence shows that treatment in early stages
is more effective than in late detection with a 20% reduction in breast
cancer mortality (Marmot et al., 2013); however, screening can produce
adverse effects such as false positives, false negatives and overdiagnosis
of tumours that might not produce symptoms during the woman’s life.

In Spain, one out of every five women between 50 and 70 years of
age who participate biennially in an early detection programme is es-
timated to have at least one false-positive result (Roman et al., 2012).
Approximately, 2% of women over the same period will undergo an inva-
sive procedure (e.g. a biopsy) with a benign outcome (Roman et al., 2012).
These figures differ significantly between countries (Hofvind et al., 2012)
and are higher in the USA than in Europe (Hubbard et al., 2011; Smith-
Bindman, Ballard-Barbash, Miglioretti, Patnick, & Kerlikowske, 2005).

Over the last decade, two findings have raised an intense amount
of debate about the benefits and harms of population-based screen-
ing: (1) the considerable increase in the incidence of breast cancer as-
sociated with the intensity of the use of screening and (2) the increase
in the incidence of screen-detected “in situ” cancers not compensated
by a decrease in the incidence of tumours in more advanced stages
(Esserman, Shieh, & Thompson, 2009; Welch, Prorok, O’Malley, &
Kramer, 2016).

Ductal carcinoma in situ (DCIS) was a low-incidence pathological
alteration before screening programmes were established. In the USA
States, DCIS incidence rose from 1.87 per 100,000 in 1973-1975 to
32.5in 2004, an increase that was in part due to the dissemination of
mammography (Virnig, Tuttle, Shamliyan, & Kane, 2010). DCIS is more
likely to be overdiagnosed than invasive cancer (Esserman et al., 2009,
2014). Some studies suggest that only some DCIS evolve into invasive
cancer during a woman'’s lifetime (Elmore et al., 2012; Ozanne et al.,
2011). The overdiagnosis and resulting treatment of breast cancer can
have substantial physical and psychological consequences (Esserman
et al., 2009). Overdiagnosis can lead to treatments as invasive as mas-
tectomy, whose consequences are well known (Esserman et al., 2014).

Estimates of breast cancer overdiagnosis vary widely across stud-
ies, with values between 0% and 50% (Ggtzsche & Jargensen, 2013;
Martinez-Alonso, Vilaprinyo, Marcos-Gragera, & Rue, 2010; Puliti
et al., 2012). This variability might be explained by the designs, meth-
ods and measurements used. The most recent systematic reviews
estimate values between 20% and 25% (Marmot et al., 2013; Welch
& Black, 2010). According to the American Cancer Society, the qual-
ity of evidence is insufficient to estimate a lifetime risk with confi-
dence, and the World Health Organization (WHO) considers its quality
to range from low to very low (Oeffinger et al., 2015; World Health
Organization 2014). More valid estimates of overdiagnosis should
come from randomised studies (Elshof etal.,, 2015; Francis et al.,
2015). Despite the variability in the estimates, the specialised litera-
ture agrees that the number of overdiagnosed cases is non-negligible
(Marmot et al., 2013).

The uncertainty caused by the coexistence of benefits and harms

makes it ethically necessary to inform women so that they can actively

participate in decision-making and make an informed choice based on
their values and preferences (Braddock, 2010). Currently, the informa-
tion on screening targeting women generally emphasises the benefits
and underestimates harms (Fowler, Gerstein, & Barry, 2013; Jargensen
& Ggtzsche, 2006). Decision Aids (DAs) might help to solve this in-
formational gap. DAs are systematically designed interventions that
contain information based on the best available scientific evidence
regarding the benefits, harms and uncertainties of each option (Eden
et al., 2015; Gummersbach et al., 2015; Hersch et al., 2015; Mathieu
et al.,, 2010). They show information in a clear, understandable and
balanced way to support decision-making by laypeople (Stacey et al.,
2014). The challenge is to develop a DA that responds to women’s
informational needs and that is acceptable, feasible and well valued for

both women and health professionals (Coulter et al., 2013).

1.1 | Objective

We aimed to evaluate a DA that includes the benefits and harms of
breast cancer screening and analyses women'’s perceptions of the in-
formation received and healthcare professionals’ perceptions regard-

ing the convenience of providing it.

2 | METHODS

We conducted a socio-constructivist qualitative study through focus
groups. This theoretical approach lies on the need to understand how
people construct and interpret social reality in their daily lives (in this
study, screening of breast cancer) (Denzin & Lincoln, 2011). Women
aged 40-69 years and healthcare professionals were included and
asked to evaluate a DA.

The DA consisted of an informative brochure based on two sys-
tematic reviews (Ggtzsche & Jargensen, 2013; Marmot et al., 2013),
one narrative review (Paci & EUROSCREEN Working Group, 2012),
and other DAs or related materials summarised in Table 1. The
International Patient Decision Aid Standards (IPDAS) were followed
(http:/ipdas.ohri.ca/) for the DA development. The DA is shown in
Figures 1 and 2.

2.1 | Context/Setting

In Spain the National Health System, financed mainly by taxes, pro-
vides universal and health coverage, including early detection of breast
cancer. All women resident in Spain aged 50-69 years are actively
invited to participate in the population-based screening programme
by a written letter every 2 years. The invitation letter contains basic
information about the programme, mostly about its benefits (Queiro
Verdes, Cerda Mota, & Espaina Fernandez, 2007).

2.2 | Participant selection and recruitment

Women were selected according to a theoretical sample whose cri-
teria were age, previous screening experience and education level.


http://ipdas.ohri.ca/
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TABLE 1 Websites examined in the decision aid elaboration process

Sydney Health Decision Group. Sydney School of Public
Health. The University of Sydney, Australia

Ottawa hospital Research Institute

NICE, National Institute for Health and Care Excellence

Winton programme for the public understanding of risk based
in the Statistical Laboratory in the University of Cambridge

Fundacio Lliga per a la Investigacié i Prevencié del Cancer

Grup de treball de Comunicacié del Programa de Deteccid
Precoc del Cancer de mama de Barcelona

Breast cancer action. San Francisco, CA

Darmouth-Hitchcock Center for Shared Decision Making,

Country Organisation
Australia
Canada
Public Health Agency of Canada
United Cancer Research UK
Kingdom
GOV.UK
Spain
(FUNCA)
USA
Darmouth, NH
International

The International Patient Decision Aid Standards (IPDAS)
Collaboration

All the urls could be accessed on December 2, 2016.

Si un grupo de 200 mujeres entre 50 y 70 afios se hacen
una mamografia de cribado cada 2 afios, cuando tengan 80...

La mamografia no evita gue tengas cancer

_Wl LEYM

URL

http://sydney.edu.au/medicine/public-health/shdg/resources/
decision_aids.php
http://www.mammogram.med.usyd.edu.au/

http://www.ohri.ca/decisionaid/
https://decisionaid.ohri.ca/

www.publichealth.gc.ca/decisionaids

http://www.cancerresearchuk.org/about-cancer/type/breast-
cancer/about/screening/who-is-screened-for-breast-cancer

http://www.evidence.nhs.uk/Search?ps=30&g=informed+choices

https://www.gov.uk/government/publications/
breast-screening-helping-women-decide

https://understandinguncertainty.org/
visualisation-information-nhs-breast-cancer-screening-leaflet

https://funca.cat/prevencio_cancer_mama

http://www.parcdesalutmar.cat/media/upload/arxius/epidemio-
logia_avaluacio/deteccio_cmama.pdf

http://www.bcaction.org/

http://www.dartmouth-hitchcock.org/medical-information/
health_encyclopedia/abh0460

http://ipdas.ohri.ca/
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de mama. Ademas, no es un método per
fecto. Algunos tumores son muy dificiles de
ver en una mamografia. Aunque te hayas
hecho una recientemente, es importante
que vayas al médico si notas algun cambio
en el pecho.

Si notas cualquier cambio en tu pecho de-
bes acudir al médico para su evaluacion.

Puede ser que no tengas cancer. Pero silo
tuvieras, el diagnéstico y tratamiento en un
estadio inicial puede suponer una mayor
probabilidad de supervivencia.

Este folleto pretende ayudarte a tomar
una decision informada sobre Ia partici-
pacidn en el programa de cribado.

La informacién presentada en este folleto
se ha basado en articulos cientificos, datos
de elaboracion propia, maleriales utilizados
por el Programa de Cribado de Céncer de
Mama del National Health Service en Ingla-
terra y materiales desarrollados por la Cola-
boracion Cochrane.
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financiaco por el Instituto de Salug Carlos |1l  foncos FEDER da
Ia Urion Europea. Participan: Insiitul de Recerca Biomécica do
Lielda-Universtat e Lieida, Liniversitat Fovira i Virgll, Insiid Ca-
tala drOncologia, Hospital del Mar y Sarvicio Canario de Saud
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Por cada muerte evitada por el programa de cribado,
se detectan 2 cdnceres que nunca hubieran llegado a provocar un problema de salud.

FIGURE 1 Decision aid of breast cancer screening—front
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Podria ser razonable participar en la detec-
cién precoz del cancer de mama mediante
mamografia, aunque también podria ser
razonable no hacerlo, ya que este método
ha demostrado tener tanto beneficios como
riesgos.

Un cribado consiste en examinar a un gru-
po de personas con el fin de detectar pre-
cozmente una enfermedad.

El objetivo del cribado ofrecido por el siste-
ma sanitario publico es reducir la mortali-
dad por cancer de mama. El cribado detec-
ta lesiones en una etapa temprana, antes
de que den sintomas. El cribado no evita
que se padezca céncer de mama.

El cribado de cancer de mama tiene algunos
riesgos. Algunas mujeres que participan en
el cribado serdn diagnosticadas vy tratadas
de un cancer de mama que no hubiera dado
sintomas o producido dafo, durante su vida.

Hacerse mamografias periddicas tiene
beneficios y también desventajas. Este
material informativo pretende ayudarte
a sopesar pros y contras para que pue-
das tomar una decision personal sobre
si deseas participar o no en el cribado,
en funcidn de tus valores y preferencias.

TOLEDO-CHAVARRI ET AL.

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

En Catalufia se diagnostican unos 4.000
casos nuevos de cancer de mama al afio.

Las estadsticas nos dicen que 1 de cada
9 mujeres padecerd cancer de mama a lo
largo de su vida y el 83% de las mujeres
afectadas sobreviviran a esta enfermedad.

El programa publico de cribado de cancer
de mama en Cataluna se dirige a las muje-
res entre 50 y 69 afios y consiste en realizar
una mamografia cada dos afos. Durante la
prueba, la mama se comprime entre dos
placas planas. Algunas mujeres experimen-
tan un poco de dolor, segtin la sensibilidad
de la mama. La exposicion radiclégica que
implica participar en el programa de cribado
no tiene efectos perjudiciales para la salud.

Con la mamografia se buscan signos de
cancer en mujeres que no tienen sintomas,
con el objetivo de su deteccion temprana.
La mamografia no evita el cancer, sdlo de-
tecta su existencia. En su etapa inicial, los

Cada vez que se realiza una mamografia
de cribado, es muy probable que el resul-
tado sea normal: de cada 200 mujeres, 190
obtienen este resultado.

Si la mamografia muestra algun indicio de
cancer, la mujer debe someterse a pruebas
adicionales. Esto sucede a 10 de cada 200
mujeres. Sin embargo, sélo en 1 caso se
confirma el diagndstico de céncer y empie-
za su tratamiento.

Estas
mujeres seran
llamadas de 4
nuevo en
2 afos

El cribado reduce el riesgo de morir por
céncer de mama

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

Ademas, un cancer detectado en estadios ini-
ciales no necesita tratamientos tan agresivos
como cuando estd mas avanzado, y los tra-
tamientos tienen menos efectos secundarios.

El cribado detecta tumores inofensivos

Algunos tipos de cancer que se detectan
mediante el cribado crecen tan lentamente
que nunca llegarian a ser un problema de
salud. Algunos, incluso, habrian desapare-
cido de forma espontdnea sin tratamiento.
Los médicos no siempre pueden saber si
un cancer de mama inicial puede poner en
peligro la vida de una muijer, por lo que ofre-
cen tratamiento a todas las mujeres diag-
nosticadas. Esto significa que a algunas
mujeres se les ofrecera un tratamiento que
no necesitan. Esto se conoce como sobre-

diagnéstico o

De cada 200 mujeres que se realizan ma-
mografias de cribado cada dos aiios, en-
tre los 50 y los 69 afios, 2 serdn tratadas
de cancer sin necesidad.

Si la mamografia muestra alguna anoma-
Ifa que podria ser cancer, deben realizarse
examenes adicionales. En algunos casos,
la anomalia es benigna, y por consiguiente,
ha sido una falsa alarma.

canceres son mas faciles de tratar, y las
oportunidades de sobrevivir son superiores.

FIGURE 2 Decision aid of breast cancer screening—back

Having a history of breast cancer was an exclusion criterion, nev-
ertheless a few women with breast cancer history were included
as they did not notify it when asked. We recruited women aged
50-69 years through the population-based breast cancer screening
programmes (BCSP) of three regions in Catalonia (two BCSP in the
Barcelona Health Region and one in the Lleida Health Region) and
the BCSP of the Canary Islands. Women were asked for consent
to be contacted by the study researchers. Workers of the BCSP
and primary care centres made this first consent call by phone.
Then, women who accepted were contacted by phone by a study
researcher who checked the inclusion criteria and invited them to
participate in the study. One in five women invited agreed to par-
ticipate in the study. Women aged 40-49 years, which were not
included in the target population, but would face the decision to
participate in the future were recruited through primary care cen-
tres of the same regions.

The focus groups of women were stratified by education level (pri-
mary education, secondary education or University degree) as criterion
of homogenisation, except one group that was mixed. Heterogeneity
was based on age and experiences on breast cancer screening (includ-
ing women with negative results, false positives and non-participant
in screening).

The selection criterion for the healthcare professionals was that
their work (research, public health, diagnosis, treatment, primary care
or specialised) was related to breast cancer. This criterion provided
group homogeneity, whereas the type of healthcare service and field
of expertise ensured the heterogeneity of the sample. We used a

snowball sampling technique for their recruitment.

De cada 200 mujeres que se realizan ma-
mograffas de cribado cada dos anos, entre
los 50 y los 69 afios, 40 tendran una falsa
alarma, también llamada “faiso positivo’

Seven focus groups of women (three in the Canary Islands and four
in Catalonia) and two focus groups of professionals (one in each re-
gion) were conducted. A total of 39 women and 23 professionals par-
ticipated in the study. The size of the health professionals groups was
large because there are many different professional profiles involved
in breast cancer. Table 2 shows the characteristics of the focus groups.

2.3 | Conducting the focus groups

The focus groups of women were semi-structured, with a presenta-
tion and guided discussions about decision-making and the benefits
and risks of screening (see Table 3). The leading conductors (NC and
AT) were qualitative researchers with solid experience in guiding focus
groups. The team previously discussed and agreed on how to conduct
the groups. There was an observer in each group that took notes and re-
corded the session. Project researchers introduced the study to the pro-
fessional groups (AR and MR). The duration of all the sessions was 2 hr.

The focus groups of Catalan women were held either at the medical
school of the University of Lleida (two of them) or at IDIAP Jordi Gol,
Institute of Research in Primary Health Care in Barcelona (the other
two). In the Canary Islands, three groups of women and one of health
professionals were held at the Tenerife’s Health Service Headquarters.
As Table 3 shows, the discussion in the women’s groups began with
the participants’ opinions and experiences on early detection of breast
cancer. At the second stage, they were asked to evaluate the DA.
Finally, the role that the DA should play in decision-making regarding
screening participation was discussed. In the professional groups, the

benefits and risks of population-based screening were debated first.
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TABLE 2 Characteristics of the focus group participants

Level of educational attainment n=39
Primary Education 18
Secondary Education 6
University Degree 15

Age (years)

40-49 9
50-59 13
260 17

Screening mammography experience
Negative results (normal) 11
At least one false-positive result 13
Not participating in the population-based screening 7

programme but attending screening by a private
insurance

Not in the age target for the population-based screening 4
programme or not undertaking screening

Family history of breast cancer, surveillance by private 4
insurance

Characteristics of the professionals in the focus groups (n=23)
Social worker

Nurse

Primary care physician
Psychooncologist
Radiologist
Epidemiologist
Oncologist

o N PN PO

Population-based screening programme professionals
(epidemiologist, physician, nurse, administrative,
management)

Physician working in a research centre 2

Then, the participants commented on their experiences of shared
decision-making (SDM). Finally, the group discussion focused on the
evaluation of the DA.

2.4 | Data analysis

All sessions were audio recorded and transcribed, while guaranteeing
the anonymity and confidentiality of the data. Independent content
analyses were performed; manually (Hsieh & Shannon, 2005) by MF
and using Atlas.ti 7.5.15 software (Atlas.ti 2016) by NC. Transcriptions
and field notes were also reviewed by the rest of the team. Initial
ideas and interpretations (together with the research questions) were
discussed, constituting the framework of the initial codification. An
analysis triangulation was performed. A consensus on the final results
was made with the team researchers that had not participated either
in the focus groups or in the analysis, and therefore provided an ex-
ternal perspective. To increase the credibility of the results, the whole
research team discussed the interpretation of the findings.

As a final step, women and health professionals feedback on the
format and content of the DA was used to revise it. A new version of

_Wl LEyJLfll

the DA was obtained that was tested for acceptability in a sample of
60 women and 43 health professionals.

The Research Ethics Committee of the University Hospital Arnau
de Vilanova at Lleida approved the study. All of the participants partic-
ipated voluntarily, signing the informed consent document.

3 | RESULTS

3.1 | Women’s perception of decision-making in
early detection and evaluation of the DA acceptability
and feasibility

All the participant women positively evaluated receiving general infor-
mation on cancer screening (see Table 4). Once the DA was reviewed,
most women understood the benefits of screening, although they
were struck by the fact that only one woman out of 200 who partici-
pate biennially in screening between the ages of 50 and 70 years will
survive breast cancer, thanks to early detection. This estimate gener-
ated debate about the efficacy of mammography, and some women
defended the inclusion of an additional ultrasound as a screening test.
This perception was consistent with their overestimation of both risks
of suffering from breast cancer and benefits of screening.

Regarding the risks, some women lacked information about radia-
tion. Others had difficulty understanding the meaning and implications
of the concepts of overdiagnosis and overtreatment. After reading the
DA, only two women (one of them a healthcare professional) com-
mented that they had heard of overdiagnosis, although they were un-
able to define it. The term overdiagnosis generated confusion not only
because of its novelty but also because the wording of the DA was not
clear to them. Similarly, the presentation of the screening outcomes in
the form of cumulative frequencies was confusing for the women with
a medium-low level of education.

Two attitudes were observed, against and for, regarding receiving
information on the benefits and risks of screening. Women against
receiving the information considered it unnecessary either because
screening was assumed to be positive and therefore participation was
seen as a duty or because the decision should be made by a doctor.
Other women were in favour of receiving information and consulting
with a professional in the form of an informed or shared decision.

Some women commented that they would have preferred not to
know the information related to overdiagnosis. It caused them anxiety
and increased their uncertainty about screening. In any case, despite
the information on screening risks, the vast majority of the women
who had already considered participating expressed that they would

participate.

3.2 | Evaluating the acceptability and feasibility
of the DA and the perception of decision-making
regarding screening, among healthcare professionals

Regarding the format and content of the DA, the professionals dis-
cussed different ways of expressing the information for it to be under-
standable and not too technical or imprecise.
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TABLE 3 Summarised Focus Group Guides

Women'’s Focus group presentation topics and key discussion questions

Brief introduction about breast cancer screening, adverse effects, and the purpose of the session. Explanation of the study, its objectives and how

results will be used.

Views and experiences in breast cancer screening: Have you participated in screening? What are your experiences? How do you value your

participation?
At this point, participants were asked to read the Decision Aid (DA)

Overall assessment of DA: How do you feel about it? What do you think? Did you know this information about benefits and risks?
Assessment of the DA by sections. (re-reading each section out loud and commenting): Is it easy to understand? What do you think about the
content? And about the format? Would you need to know anything else? Is there anything that you would exclude? Do you want to decide if you

want to participate or not in screening?

Figures: What do you think about the figures? Do they help to understand the risks of screening? Does knowing these risks affect your decision to

participate in a screening programme? Why? Why not?

Making decisions to have or not to have a screening mammogram. Does this information affect your decision? Would you like to know anything else

before making a decision?

Healthcare professionals focus group presentation topics and key discussion questions

Brief introduction about risks and benefits in breast cancer screening. Researchers present the study. Discussion on risks and benefits.
Experiences and opinions about shared decision-making in breast cancer screening: Have you had any experience in shared decision-making in breast

cancer screening?
At this point, participants was asked to read the Decision Aid (DA)
DA assessment: What do you think about the content? And the format?

Assessment of the possibility of incorporating shared decision-making within the current health system: what professionals should participate? What

barriers would they encounter?

Several participants (epidemiologists and primary care physicians)
noted that the graphical representation of overdiagnosis via cumula-
tive frequencies over the lifetime was not clear enough. In addition,
they debated how to present the information on benefits and risks,
adapting it to the statistical literacy level of the target population, es-
pecially as the evidence is based on mathematical models, which are
difficult to understand even by some professionals.

The professionals noted that the DA failed to mention certain risks
and benefits. The most notable absences were false-negative results
and the fact that screening often lessens the aggressiveness of treat-
ments when breast cancer is present, resulting in an improvement in
quality of life. Some clinicians also questioned the conceptualisation
and magnitude of overdiagnosis, arguing that it might include biopsies
that remove all of the cancer tissue, which for them would not imply
overdiagnosis but rather elimination of the cancer.

The discussion regarding the convenience of informing people
about the risks of screening and providing specific data on overdiag-
nosis and overtreatment generated an intense debate that we have

summarised as two opposing attitudes.

3.2.1 | Against

Some professionals, both clinicians and screening programme work-
ers, positioned themselves against providing information about the
screening harms. They argued that there exists enough evidence on
the benefits of the programme and therefore, screening is not ethi-
cally questionable. This evidence guides the screening programmes’
design and does not allow for any decision-making process among
women. For these professionals, overtreatment was a consequence

of the interventions, which are necessary to diagnose cancer, and

their effects on women were considered minimal. Some posited that
the risks of overdiagnosis and overtreatment cannot be shared with
women because that would decrease participation. In relation to the
adaptation of the DA, they called into question terms such as “false
positive”, suggesting alternative definitions that indicate an error in

mammography interpretation.

3.2.2 | For

Other professionals, mostly primary care physicians and public health
specialists, and some screening programme workers positioned them-
selves in favour of providing information about the risks of screen-
ing. They considered that enough evidence of overtreatment exists
to justify sharing these data with women. On an ethical level, they
posited that it is imperative to inform people about the available evi-
dence because these data change the balance between the benefits
and harms. They were in favour of informed participation and SDM,
although some specified that their support was limited to situations
that did not generate fear or confusion.

In short, informed participation or SDM in breast cancer screening
generated four different and conflicting attitudes among the health-
care professionals, which we classify into the four categories (see prin-

cipal citations in Table 5):

1. Those who consider that screening is beneficial for women’s
health, and therefore it is not necessary that women participate
in the decision-making process because it is clear that they
should participate in screening.

2. Those who believe that SDM is not possible because the rationale

for the screening programmes is the evidence of benefit. The
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TABLE 4 Selected quotations from focus groups of women on assessment of the Decision Aid (DA) and perception of decision-making in
early detection

Views and experiences in breast cancer screening

For me mammographies give me, let’s say ... security (G5P1: 59, Primary Education, does not participate in the population-based screening pro-
gramme, monitored through private insurance).

| have always doubts about... if being irradiated so often it's harmful... (G7P3: 61, Primary Education, normal screening results).

It took some time since | received the letter. They called me to do an ultrasonography. Then they said “there’s something there, it's like a lump, you
have to go to... you'll be called to get a needle biopsy. It took nearly a month to call me and | felt an unnecessary distress (G3P1: 52, Secondary
Education, does not participate in the population-based screening programme, monitored through private insurance).

DA assessment; Acceptability and feasibility

| do not understand this “some will be treated without being necessary”. | don't really understand it.
Researcher: This is what | was talking about before, it is what research has found, overtreatment happens as a result of overdiagnosis.
In other words, they believe it's cancer but it's not and chemo is given? (G7P5: 42, University Degree, annual screening exams because of family
history).

If only one is diagnosed with cancer, how come that two women will be treated? (G2Pé: 54, University Degree, false positive result)
And also, forty will have a false alarm but here it says “ten of two hundred”. Forty along all the time... is that it? (G2P7: 54, University Degree,
participates in the population-based screening programme, false positive).

Researcher: It says “some would have even disappeared spontaneously without treatment.” Doctors cannot always know if an early breast cancer may
endanger the life of a woman, so they offer treatment to all women diagnosed. This means that some women will be offered treatment they do not need “
That is so crazy! (G4P3: 68, University Degree, does not participate in the population-based screening programme).

Well, it causes to me a little more confusion, uncertainty, | do not know what to do about it, (G1P1: 59, elementary studies, does not participate in the
population-based screening programme, monitored by private insurance).
No, | think it is better (G1P2: 62, Primary Education, false positive result).
| think they shouldn’t have told me (G1P1).

To inform always is positive, of course, but this kind of alarmism... (G4P4: 69, University Degree, does not participate in the population-based
screening programme).

Let's see, | think it's good to know, we always have the right to know (...) this overdiagnosis, if | had any doubt with this information | would consult a
professional because they understand. And | would resolved from there. | always think that is better to have information (G2P5: 44, University
Degree, does not participate in the population-based screening programme).

Researcher: that’s it, those overdiagnosed are all this. (researcher points on a figure of the DA)
It is better not to know (...) (G2P4: 52, Secondary Education, does not participate in the population-based screening programme)
| did not need that information (G2P3: 46, University Degree, no family history).

Perception about decision-making in screening participation

How can | make a decision if it is beneficial to my health? | mean, | don’t quite understand why you're asking me if | need a tool, when | know it's
beneficial (G2P1: 51, Secondary Education, does not participate in the population-based screening programme).

Everybody must choose, you can’t say “I'm going to get it (referring to screening),” no, everybody must choose and be confident of herself (G3P3: 61,
Primary Education, participates in the population-based screening programme, false-positive result).

If the doctor says you have to do it, you do it (G2P2: 56, University Degree participates in the population-based screening programme, false-positive
result).
We have become accustomed to prevailing medical opinion, right? (G1P1: 50, Primary Education, does not participate in the population-based
screening programme).

It is true that with information and support it's much easier or much more justified to make this decision, which is ultimately what we have to do
(G2Pé6: 54, University Degree, participates in the population-based screening programme, false-positive result).

I mean, | think it's a general feeling that perhaps it exists the risk of being overdiagnosed but nevertheless it's worth it... (G2P7: 51, University Degree,
does not participate in the population-based screening programme).

decision is “Yes, participate” as it is recommended by the pro- dialogue between women and health professionals to discuss risks
gramme because there is no margin for SDM within the current and benefits of screening.
health system.

3. Those who defend that the decision is already informed because The majority of professionals favoured providing information to
women decide whether to participate based on a letter that men- women, although no consensus was reached regarding the need to
tions some harms, such as false positives. inform them of adverse effects. In general, the professionals indicated

4. Those who think that the decision should be shared between pro- the need for complementary support to whoever receives the DA.

fessionals and women. In this case, it is necessary to establish a They suggested that women should participate in an SDM process and
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TABLE 5 Selected quotations from focus groups of professionals on assessment of the DA and perception of decision-making in early
detection

Attitudes towards shared decision-making in breast cancer screening

Our premise was that screening was effective, so it had to be done, not only because many Spanish regions were already doing it but also it was a
political obligation (oncologist).

Yes, but when they go to the doctor, you have to inform them, you have to encourage them to participate (doctor in a cancer research centre).

We are nowhere near reaching the whole population, but we cannot patronise. If you say “you have to do this”, people are going to do it because the
doctor recommends it, but if there are reasonable doubts because of the evidence on harms, although | am in favour of screening, we should inform
the population (primary care doctor).

In primary care there are increasingly shared decisions (...) but in breast cancer (screening) my impression is that in primary care everything is
organised, very much guided, and decisions are not shared with the patient (primary care doctor).

Women should participate in an informed manner in screening and not be forced. A woman never goes forced, you invite her and she is free to
decide (...) there is greater health education and there is more concern among women to seek out information and we give information on the
(screening) programme with booklets, both risks and benefits, and to women with prosthesis (screening programme professional).

Don'’t do it (SDM in breast cancer screening). That is what | am perceiving (from the discussion in this group): “Let’s not do it as we (meaning
healthcare professionals) know what is right (...). We do not want a shared decision; let’s not give information because if we give it, considering that
there are dubious studies, participation will go down. That's the conclusion | drawn (from the discussion), and | don’t agree (primary care doctor).

Let's see, | really think that (...) we all have worked on these issues, no matter how much - or how little, but we have worked on them and we are
sliding in: It is no necessary shared decision-making in that issue. Don't do it. That is what | am perceiving (from the discussion into this group). As
we know breast cancer screening is right women don’t have to decide (...). We do not want a shared decision; that is what | understand (...). In
addition not giving information because if we give it, considering that there are dubious studies, participation will go down. That’s the conclusion |
don't agree (primary care doctor).

Information is important, but the decision is made by the person not only based in the information received but also in their beliefs, values, a lot of
things (...). Many times talking about the pros and cons and making the decision oneself, this is not an informed decision. They have to put in value
these things (primary care doctor).

Controversies associated to overdiagnosis and overtreatment in professionals’ discourses after receiving the DA

There is enough evidence about benefits of the programme and, therefore, they can’t be debated nor ethically questioned. Its role is to guide
screening programmes planning and not women'’s decisions. Those are things that can’t be debated, as there are some standards that have already
been established by scientific evidence and are not debatable (screening programme professional).

It is true that all prevention programmes, and that has been demonstrated, have important side effects, and not all of them have the same benefits to
compensate these side effects (...). We know that breast cancer screening reduces mortality, although there are some data that question it, and we
also know that there is overdiagnosis, that many women are treated unnecessarily, which produces important psychological damage and a number of
interventions in healthy women. Therefore we are producing harm. That is what data says after 20 years of studies (primary care doctor).

Overdiagnosis and overtreatment risks can’t be shared with women because participation would decrease. Imagine if you inform that it should not be
undertaken... then no one would come (doctor in a cancer research unit).

We come from a perception that the intervention was very beneficial, once we have had more data and information, we have seen that the benefit-
harm balance is much narrower than it was thought, therefore it is necessary to give more information so women can decide (epidemiologist).

In favour of informed, even shared decision-making, but only if it does not produce fear and confusion, those are the limits for information (social worker).

How to transmit this information to women is difficult. If we have difficulty interpreting it here, imagine women at home (screening programme
professional).

Make the benefits a little bit clearer: mortality reduction, quality of life improvement because they wouldn’t have such invasive treatments, etc., and in
another section, very clear, potential harms, false positives by their name and overdiagnosis, if it is wanted, but explained differently (clinician).

Sometimes a biopsy is done with thick needles in a lesion formed only by grouped microcalcification and incidentally it takes out all the tumour
material. Indeed, when the patient arrives to the operating room and they made a resection of the area, then, they think that she does not have
cancer at all, but no, it’s in the biopsy! If in the biopsy there is cancer from the morphological or immunohistochemical, there is cancer, and that
woman, for better or worse, that this controversy appears or is maintained because someone can say “oh, | don’t have anything and when they
removed that nothing appeared”, because a grouped microcalcification was removed and the tumour was all there (oncologist).

“From 200 women having mammograms biennially, in the 50 to 69 years interval, 40 will have a false alarm”. This is not a false positive. A false
positive is when | say something and then it's not there. The other thing is simply a suspicious sign or symptom, and therefore | want to verify it
through another method (oncologist).

DA evaluation: acceptability and feasibility

| found it too long. It's like it is from professionals and | do not think if this will reach women (...) | got lost, | would be more direct and use language
much closer to women, this is still too scientific (doctor in a cancer research centre).

We talked at first about early detection and afterwards we always say screening and that confuses women (epidemiologist).

It is not very clear, benefits and harms must be better separated. Benefits are missing and harms are missing, clearly, a lot of them. When we talk about
harmless tumours, this sentence: “some women will be offered a treatment that they do not need”, that “maybe they do not need” (epidemiologist).
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that professionals should receive more training. Others proposed that
informed participation should be the primary endpoint to assess the
effectiveness of the screening programme rather than the per cent of

participation.

3.3 | DAreview and further testing

Based on the feedback of women and health professionals, the con-
tent of the DA was simplified, some medical terms were changed to
improve understanding, and one figure with cross-sectional data on
cancer detection and false-positive rates at each screening round was
removed. The acceptability of the new DA in a new sample of women

and health professionals was high.

4 | DISCUSSION

This qualitative study on Spanish women and health professionals
adds evidence to work done in other countries on women'’s percep-
tion of the benefits and harms of breast cancer screening, and health-
care professionals’ perceptions of the convenience of providing this
information. In addition, our work contributes to encourage Spanish
women to participate in their healthcare decisions and reminds pro-
fessionals about patients’ rights to be informed and participate in de-
cisions about their healthcare.

From this study, it can be deduced that women know that breast
cancer screening lowers mortality, and issues such as radiation and
false-positive results concern them. The DA did not answer all their
doubts. The concepts of overdiagnosis and overtreatment as well
as their frequencies generated confusion among the participants, a
consistent finding with previous studies (Baena-Cafnada et al., 2014;
Waller, Douglas, Whitaker, & Wardle, 2013). Despite this confusion,
and similar to other published results, the information on overdiag-
nosis does not appear to influence the intention to participate in the
short term, most likely because screening programmes have effec-
tively transmitted the advantages of participation (Waller et al., 2013).

In the professional groups, the DA generated discussion regard-
ing absent or questionable concepts, and participants demanded for a
more balanced tool. A balanced DA includes evidence and references
for all relevant options and informs the recipient in formats and con-
texts that allow individuals to assimilate the information without bias
(Abhyankar et al., 2013). In the case of screening, the international
consensus recommends including information on the follow-up ac-
tions that can derive from positive results in addition to the identified
informational needs (Feldman-Stewart et al., 2013). Although it is true
that the study participants showed a preference for brief DAs, it is a
communicative and ethical challenge to develop a tool to respond to
women’s informational needs in an understandable format with the
best evidence available. In line with this view, Hersch et al. empha-
sised that it is an ethical imperative “to provide information about
overdiagnosis... balanced with the responsibility to address miscon-
ceptions that may lead to problems in clinical practice” (2013:8). The
DA developed by Hersch et al. (supplement of Hersch et al., 2015) is
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an example of communicating the best evidence, objectively, and in an
understandable format. Our DA follows the schema of the DA devel-
oped by Hersch et al., although some sections were shortened follow-
ing the recommendations of women'’s and health professionals. We are
currently working on a web-based DA that will expand the information
of the current DA and will include additional tools to help women to
elicit their preferences.

However, as some authors have expressed (Duffy, 2014; Heath,
2014; Parker, Rychetnik, & Carter, 2015; Sasieni, Smith, & Duffy,
2015, 2016), the evidence of overdiagnosis produces a significant
controversy among professionals whose views range from rejecting
to defending the importance of informing women of the screening
risks. In our study, the debate questioned whether women should
be informed and to what extent, given the existing uncertainty re-
garding overdiagnosis estimates. Until the results of clinical stud-
ies such as the LORD, the LORIS (Elshof et al., 2015; Francis et al.,
2015) or WISDOM (https:/wisdom.secure.force.com/portal/) are
available, it will be difficult to reach an agreement between the rel-
evant actors.

Currently, an open debate exists about the best way to communi-
cate the concept of overdiagnosis to a non-specialised public. In their
studies, Waller and Hersch concluded that, even leaving out the fact
that estimates are controversial, the concept of overdiagnosis itself
is difficult to understand (Hersch et al., 2015; Waller et al., 2013). In
our case, presenting results that corresponded to a unique screening
exam or the complete screening history in the 50-70 age interval in
the same brochure complicated the interpretation of the data, both
for women and professionals. The difficulties of communicating risk
estimates both to lay people (e.g. patients, politicians and journalists)
and professionals are widely documented (Gigerenzer, Gaissmaier,
Kurz-Milcke, Schwartz, & Woloshin, 2007). For Zikmund-Fisher
et al., the most adequate presentation is to use a large denominator
(1,000 or 10,000) so that the data can be presented in whole num-
bers (Zikmund-Fisher et al., 2008). Nevertheless, Waller et al. (Waller,
Whitaker, Winstanley, Power, & Wardle, 2014) found small differences
in the intention to participate between different versions of numeri-
cal information. Information expressed in the proportion 1:3 (one life
saved for three overdiagnosed women) was associated with a greater
decrease in intention to participate than other information formats,
although it did not enable a greater understanding of the term “overdi-
agnosis”. Gigerenzer et al. (2007) recommend using absolute risks
instead of relative risks and mortality rates instead of survival rates.
The conclusions of our focus groups allowed to improve the DA that
currently is being assessed in a randomised controlled trial.

The information about adverse effects in our study did not seem
to affect the intention to participate in screening (at least not in our
sample over the course of the discussions). This result is similar to
those of Waller et al. (2013), Schwartz, Woloshin, Fowler, and Welch
(2004), and Domenighetti et al. (2003). Some authors argue that it is
not efficient to invest effort in providing this information if it is not
going to change participation (Baena-Canada et al., 2015). However,
other studies indicate that it is necessary to provide the information
more often and via multiple information sources (e.g. social media,
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billboards, healthcare professionals and so on) to influence participa-
tion (Cooper, Gelb, & Hawkins, 2014), especially considering that the
messages associated with breast cancer screening have been mostly
positive over decades (Fowler et al., 2013; Queiro Verdes et al., 2007)
and that, as this study shows, neither the women nor some profession-
als have directly experienced overdiagnosis.

Our study has two principal limitations. First, only two focus
groups of professionals were tested, and they had a heterogeneous
profile that limited the saturation of specific perspectives on the eval-
uation of the DA or decision-making about screening. Second, we ob-
served that group discussion was conditioned when participants had a
personal or family history of breast cancer.

Both studied groups showed diverse opinions regarding what type
of information about the risks and benefits of screening should be pro-
vided to women invited to participate. In our study, women showed
lack of knowledge of the existence of overdiagnosis, and they were
surprised that they had not been informed of this issue. Many women
showed a preference for SDM. In the light of the professional focus
groups, however, it would be necessary to inform and train healthcare
professionals on the risks and benefits of screening as well as how to

incorporate women into this SDM in their practice.
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