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Abstract

Background: There is increasing awareness that patients with cancer desire information as well as strategies to support their capac-
ity to actively participate in informed decision-making. This study will evaluate outcomes of using a question prompt list (QPL) on
shared decision making (SDM), decision-making self-efficacy, and preferences for participation among Iranian women with breast
cancer, who are referred to a Tehran Comprehensive Cancer Center.
Methods: This research will utilize a randomized controlled trial. The research population is patients with breast cancer, who are
referred to the Oncology Radiotherapy Unit, Imam Khomeini Hospital, Tehran following tumor resection. After completing baseline
surveys (demographics and health survey, decision self-efficacy scale, and control preferences scale), participants will be random-
ized into either a control or a treatment group based on block design. The treatment group will receive routine care along with
the QPL that provides information on decision-making relative to treatment options (chemotherapy, radiotherapy, or both treat-
ments) following meeting their oncologist. They will be trained to use the QPL which they will use to ask questions about their
treatment choices when meeting with their physician or through computer-mediated modalities such as WhatsApp or other so-
cial messengers. These patients will have the opportunity to think about the treatment options and will be referred for medical
treatment following their decision. The control group will receive routine care (physician discussion and receipt of treatment in-
formation). Following decision-making regarding treatment, the questionnaires will be administered (9-item SDM questionnaire,
decision self-efficacy scale, and control preferences scale). Data will be analyzed using SPSS 16.
Discussion: The current study will provide experimental evidence for the preliminary efficacy or lack of an intervention that has the
potential to improve shared decision-making outcomes, a better understanding of personal preferences related to decision-making
and self-efficacy in medical decision-making for Iranian patients with breast cancer.
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1. Background

Breast cancer is a common and highly prevalent dis-
ease with a high incidence globally. It includes 1.7 million
new cases per year and 25% of all types of cancers (1). In
Iran, cancers, including breast, are the third cause of death
following coronary heart disease and accidents. In Iran,
the incidence rate of cancer is 98 - 100 per 100,000 popu-
lation (2).

There is increasing awareness that patients with cancer
desire information as well as strategies to support their ca-
pacity to actively participate in informed decision-making

(3). With shared decision making, the physician provides
the patient with information about the disease, potential
complications and risks, treatment options, and advan-
tages and disadvantages of different alternatives. A mu-
tual decision is then agreed upon based on the patient’s
preferences and priorities. Shared decision-making thus
provides a mechanism for using evidence to evaluate treat-
ment options, while also taking into account the beliefs
and desires of patients (4). Although many patients want
detailed information, their actual involvement in decision
making is considerably variable (5). For example, Kham-
marnia et al. (6) reported that 52% of patients with cancer
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(n = 374) in their study were passive in treatment decision
making involvement.

Self-efficacy, a personal belief, and confidence that one
can successfully perform the behaviors required to pro-
duce expected outcomes are essential in order to be ac-
tively engaged in one’s life. Higher self-efficacy may facil-
itate the active involvement of patients in treatment deci-
sion making which has been associated with better coping
and enhanced well-being (7, 8). Psycho-educational inter-
ventions to bolster self-efficacy are a way to help patients
make informed decisions that are based on both benefits
and challenges of possible treatment options (9). While
most patients with cancer express a desire for full informa-
tion about their illness and treatment, they are uncertain
about what relevant questions they should discuss with
their health care team. Further, clinicians may not be cer-
tain relative to the type and degree of information the pa-
tient desires, especially given treatment discussion may
contribute to patient distress (10). Research suggests that
information needs regarding treatment decisions are indi-
vidualized and vary among patients (11).

A question prompt list (QPL) is an innovative method
that consists of a structured list of patient questions that
can potentially be asked from health providers including
both physicians and nurses. The QPL is designed to assist
patients in order to obtain information that is suited to
personal needs at their own pace (11). For example, the
“three questions to ask your doctor” is a personal QPL that
has been introduced as an initiative in the British health
system (12). Communication aids such as QPL were devel-
oped to help patients identify their concerns and to ad-
dress questions they have about their diagnosis and treat-
ment while encouraging them to seek information and ap-
propriate answers (10). In Australia, QPLs have been devel-
oped, in particular, for use in cancer care (12).

The QPL may potentially improve patient participation
in decision-making about breast cancer treatment (13). The
QPL is user-friendly and requires limited financial and hu-
man resources, and can be implemented in a busy care en-
vironment (10). The QPL purpose is to support patients
who need information related to their diagnosis and treat-
ment. The QPL provides a platform for patients to express
concerns, while also potentially improving therapeutic al-
liances between the patient and physician that enhances
the patients participation in their care, including as treat-
ment decision-making (14). Thus, QPL is potentially an im-
portant tool that may facilitate information exchange be-
tween the health team and their patients.

Although there has been increasing interest in the use
of QPL for improvement of clinical outcomes, there are
gaps in the knowledge relative to its efficacy in improving
patients’ capacity to make informed decisions (12). Pre-

vious studies have evaluated the effectiveness of QPL on
outcomes such as anxiety levels (15), appropriate numbers
of questions to query the healthcare team (16), patients’
self-confidence in asking questions (17), and preferences
to participate in informed decision-making (18). How-
ever, studies remain limited, and in particular, very few
clinical trials with this context have been conducted (19).
QPL has been introduced as a method to facilitate infor-
mation exchange between health providers and their pa-
tients. Given the socio-cultural climate of Iranian health-
care, patients with cancer may not ask questions about
their treatment options during their short appointments.
Thus using QPL might be particularly useful. Therefore,
the aim of the proposed study is to determine if the QPL
may impact shared decision making, self-efficacy in treat-
ment decision-making, and preferences to participate in
decision-making among patients with breast cancer who
have completed surgery.

2. Methods

2.1. Study Setting

A randomized controlled trial will be conducted using
parallel groups. The research population will consist of pa-
tients with breast cancer, who were referred to the Oncol-
ogy Radiotherapy Unit, Imam Khomeini Hospital follow-
ing tumor resection. This hospital is a Comprehensive Can-
cer Center located in Tehran, Iran.

2.2. Eligibility Criteria

Inclusion criteria consist of patients with breast can-
cer who are referred for adjuvant/neoadjuvant treatment
following tumor resection, able to read and write Persian,
and age 18 years or older. Exclusion criteria include a his-
tory of psychiatric illness that would prevent them from
participating in treatment decision-making.

2.3. Intervention

The QPL is a list of selected questions that includes im-
portant information that patients desire relative to their
health condition before participating in care plans. In ad-
vance of the proposed study, we interviewed patients who
had been selected by purposeful sampling, to determine
what their questions were about their respective breast
cancer treatment. We found that many patients were
not aware of what treatment they needed and/or when
treatment would commence. Several patients were con-
cerned about potential treatment side effects, including
from chemotherapy, and whether the associated side ef-
fects would disrupt daily work and other duties. Many pa-
tients did not know how they would adapt to treatment-
related changes. Some patients were not familiar with
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what radiotherapy is and its potential complications. Fur-
ther, some were anxious and unable to analyze the infor-
mation that their physicians provided to participate in
decision-making, even though they had previously under-
gone surgery. Some patients did not know what questions
to ask in order to make an informed decision for starting a
particular treatment or even to withdraw from treatment.
Given these issues identified that were associated with the
Iranian women’s making decisions about breast cancer
treatment, we asked the healthcare team to identify po-
tential questions that could be added to the QPL to enable
patients to participate in shared decision-making. Exist-
ing evidence and other QPLs were considered for develop-
ing the QPLs (chemotherapy-related QPL and radiotherapy-
related QPL) to be used in the proposed study (18, 20-22).

2.4. Outcomes

2.4.1. Primary Outcome

The primary outcome of this study will be shared deci-
sion making.

2.4.2. Secondary Outcome

The secondary outcomes will include (1) preferences
to participate in decision-making and (2) decision-making
self-efficacy.

2.5. Sampling

The sample size was estimated using Openepi software
and a previous study of Aminaie et al. (4) by evaluating
the differences between two means. Using this method,
the sample size is estimated to require 22 individuals in
each group, based on the standard deviation of two groups
(5.84), significant level (95%), statistical power (80%), and
alteration in scores (5) as an evaluation of the intervention
effectiveness. To account for the possibility of 10% attrition
over the course of the study, 25 individuals will be assigned
to each group.

2.6. Allocation Process

Allocation will include three stages of random se-
quence generation, allocation concealment, and imple-
mentation of the random allocation process. The produc-
tion of a random allocation sequence will be carried out
by the block method using software (23) with a fixed block
size equaling 4. Allocation concealment will be carried
out using sealed opaque envelopes in order to have a non-
predictable sampling. These two stages will be carried
out by RN, rather than the researcher performing the sam-
pling.

2.7. Blinding

This study will be single-blinded.

2.8. Data Collection

Participants who were referred for adjuvant/ neoadju-
vant treatment (following tumor resection) will be eval-
uated based on the aforementioned inclusion criteria. If
eligible patients are interested and willing to participate,
written informed consent will be elicited. Before random
allocation, pre-test survey data will be collected. Partici-
pants in both groups will receive routine care via physician
consultation about appropriate treatments (chemother-
apy, radiotherapy, or a combination of these two treat-
ments). For patients in the treatment group, the QPL will
be provided. Depending on what is appropriate for their
care based on their post-surgical profile, these patients will
receive a QPL with specific information about chemother-
apy, radiotherapy, or both.

Patients will be explicitly informed that they can use
the QPL to develop questions that they can bring to their
appointment, or request answers via phone call or through
computer-mediated options such as WhatsApp applica-
tion. Patients will be informed that they are free to ask
questions that are not present in the QPL and are free to re-
flect and voice their concerns and questions until they are
comfortable with a treatment decision.

Following treatment decision-making, post-testing
will be conducted with all the study participants and will
include the shared decision-making questionnaire, the de-
cision self-efficacy scale, and the control preferences scale
(Figure 1). Given participants may vary in the time needed
to decide treatment, the duration of time will be recorded
and time effects will be evaluated in the statistical analysis.

Confounding factors will be minimized by the use of
randomization. However, we will control for potential con-
founding factors by making necessary adjustments using
an appropriate regression model.

2.9. Measures

2.9.1. Demographic and Health Information Questionnaire

Demographic information will be collected including
age, marital status, number of children, level of education,
occupation, insurance, and income. Health information
will include breast screening tests before current illness
(monthly self-examination, an annual examination by a
physician or midwife, mammography, and sonography),
surgical background, underlying disease background, tu-
mor resection time, co-morbid health conditions, and
sources of health information.

2.9.2. The 9-Item Shared Decision-Making Questionnaire

The 9-Item Shared Decision-Making questionnaire
(SDM-Q-9) will be used to evaluate the patients’ percep-
tions of their participation in decision-making. This
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tumor resection.  
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Figure 1. Study flow diagram. CPS = Control Preferences Scale, SDM-Q-9 = The 9-item Shared Decision-making Questionnaire

questionnaire is a standard tool consisting of nine ques-
tions. The patients respond to questions on a 6-point

Likert scale (completely disagree = 0 to completely agree
= 5). The score range is from 0 to 45. In this study, ques-
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tionnaire scores will be divided into three groups to
compute the participation of patients in clinical decision-
making. Scores between 0 to 15 are considered to be low
participation (physician or health team-centered), 16 to
30 as average or equal participation (shared), and 31 to
45 as high participation in the decision-making (patient-
centered) (4). This questionnaire will be translated using
translation-back translation. Its validity and reliability
will be evaluated to coordinate its Persian version with
the original version. The validity and reliability of this
questionnaire have been measured in the study of Kriston
et al. (24) (Cronbach’s α = 0.938).

2.9.3. Control Preferences Scale

Developed by Degner et al. (25), The Control Prefer-
ences scale (CPS) is a self-report scale consisting of five op-
tions that evaluate the preference of patients to partici-
pate in their decision-making, ordered from the patient’s
preference to “independence in decision-making” to “com-
plete authority of the physician in decision-making”. The
patients will be asked to choose an option based on their
role, which they prefer in the decision-making process.
Then, this action will be repeated once more. If the first
option does not demonstrate consistency with the second
option in terms of the score (e.g., A after C), the test will be
repeated. Based on the preference, A and B play an active
role, C shared role, and D and E are inactive. In general, six
scores will be achieved: (1) Active-active; (2) active-shared;
(3) shared-active; (4) shared-inactive; (5) inactive-shared;
and (6) inactive-inactive. These scores will be reported
as three groups: active (active-active and active-shared);
shared (shared-active and shared-inactive), and inactive
(inactive-shared and inactive-inactive) (4). This question-
naire will be translated using the standard method of the
translation-back translation. Its validity and reliability will
be evaluated in accordance with its’ ability to coordinate
its Persian version with the original version. The valid-
ity and reliability of this scale have been measured in the
study of De Las Cuevas et al. (26) (Cronbach’s α = 0.72).

2.9.4. Decision Self-Efficacy Scale

This scale includes 11 Likert items with response scales
running from zero (not confident) to four (very confident).
Total scores will be divided into 11 and multiplied into 25.
The scores will be arranged from zero (not confident) to a
hundred (very confident) (27). This questionnaire will also
be translated based on the standard method of translation-
back translation. Its validity and reliability will be evalu-
ated to coordinate its Persian version with the original ver-
sion. The validity and reliability of this scale have been
measured in the study of Bunn et al. (Cronbach’s α = 0.84)
(28).

2.10. Statistical Analysis

Descriptive and analytical statistics will be used to an-
alyze data. The mean (standard deviation) will be used to
describe the quantitative variables and the frequency (per-
centage) for the categorical variables. Independent sam-
ples t-test will be used to evaluate the between-groups com-
parison of the mean outcome variables scores. ANCOVA
will be conducted to adjust pre-test scores in comparing
the post-test scores of outcome variables. Data analysis will
be performed using SPSS software. A P value of less than
0.05 will be considered statistically significant. The inten-
tion to treat (ITT) approach will be used if more than 30%
of individuals are not adherent to the QPL intervention.

2.11. Ethics Principles and Publication Plan

This clinical trial study protocol has been approved by
the ethics committee of Tehran University of Medical Sci-
ence and registered in the Iranian Registry of Clinical Tri-
als with the number of IRCT20190626044032N1. Written
informed consent form will be obtained. Eligible patients
will receive information that their treatment will not be af-
fected if they choose not to participate. Further, they will
receive information that their anonymity will be assured
and that all study materials are assigned a code as opposed
to personal identifiers.

Findings will be presented at related conferences and
papers will be generated for journals to inform both sci-
ence and clinical practice. The published data will include
outcomes useful for scientists and practitioners interested
in enhancing patient care, and also researchers motivated
towards conducting systematic and meta-analytical re-
views on global data. This research will be published ac-
cording to the CONSORT checklist.

3. Discussion

Patients with cancer need to be aware of their poten-
tial treatment options at all stages of their illness trajec-
tory. Based on the findings in previous studies, patients
may face challenges in making personal decisions about
treatment during a highly stressful time (29). However,
time is an important factor in cancer treatment, given the
potential for disease advancement. Decreased quality of
life that result from various cancer treatments may out-
weigh other advantages (30). In such potentially complex
patient care situations, strategies for increasing the active
participation of patients are needed. The QPL is an inno-
vative strategy that may improve the capacity for patient
participation in their care by encouraging patients to ask
relevant questions and by facilitating patient communica-
tion with the healthcare team. The current study will pro-
vide experimental evidence for the preliminary efficacy or
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lack thereof of an intervention that carries the potential
to improve shared decision-making outcomes, a better un-
derstanding of personal preferences related to decision-
making and self-efficacy in medical decision-making for
Iranian patients with breast cancer. If effectiveness is con-
firmed, QPL may be eventually added to the list of tools
available to potentially enhance shared decision-making
status in Iranian women with breast cancer.
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