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Abstract

Introduction: Breast cancer is the most common cancer among women, with its
prevalence and mortality rates increasing in recent years. The quality of life and
psychological status of patients with breast cancer could be affected after diagnosis,
especially during treatment. The main objective of this study is to investigate the long-
term influence of breast cancer on the quality of life dimensions in survivors.

Methods: This is an ongoing longitudinal prospective study that was administered at
the National Institute for Medical Research Development in Iran in March 2020. A total
of 1,200 patients with breast cancer, who have completed their treatments, will be
recruited from 5 referral medical centers located in Tehran to be followed for 5 years.
Questionnaires for evaluating the primary and secondary outcomes will be completed
by trained investigators during face-to-face interviews with each participant in three
phases: immediately after treatment, 1 year later, and 5 years later. Data will be
collected on socio-demographic status, quality of life, body image, hope, psychological
problems (e.g., anxiety, depression, and mood), sexual function, and physical activity.
Finally, data will be analyzed in each phase using SPSS 22.0 software.

Conclusion: It is the first nationwide, prospective, longitudinal study with large sample
size, long-term follow-up, and broad research aims that will evaluate the quality of life-
related factors in the Iranian breast cancer population to justify the existing gap in the
literature.
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Introduction

Breast cancer (BC) is the most common cancer
among women, with increasing rates of
incidence and mortality in recent years (1). On
the other hand, advances in BC detection and
treatment have led to the longer expected
survival time of patients over the past few
years (2). Therefore, quality of life (QoL) is
one of the major health issues among survivors
(3-5) that can be considered a prognostic factor
along with other medical parameters in BC
survivors.

Based on previous studies, the QoL in BC
patients is related to several psychological
factors, such as depression, anxiety, sleep
disorders, and mental, sexual, and cognitive
disorders (6). In addition, many physical
aspects, such as pain, hot flashes, night sweats,
vaginal dryness, and fatigue, can alter the QoL
in cancer survivors. In addition, sexual
dysfunction, which may be due to fear of
rejection, feeling unattractive, or
dissatisfaction with body image, is another
problem in this population (7, 8).

In our study, in addition to basic demographic
data, information on QoL parameters,
including physical, social, emotional, and
cognitive function, fatigue, nausea/vomiting,
pain, sleep disorder, loss of appetite,
constipation, diarrhea, systematic therapy side
effects, breast symptoms, arm symptoms, upset
by hair loss, tension, depression, anger, vigor,
confusedness, calmness, happiness, body
image, anxiety, sexual function (desire,
arousal, lubrication, orgasm, satisfaction, and
pain), hope, and physical activity is collected
through questionnaires listed in Figure 1.

The purpose of the current study is to evaluate
the impact of BC diagnosis on long-term QoL
and associated factors.

Materials & Methods

A total of 1,200 BC survivors with the
following conditions are eligible to participate
in this study: women aged 18 years or older,
with a histologically confirmed BC diagnosis,
within the first month after active BC
treatment completion (chemotherapy,
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radiation, and  surgery), capable of
understanding the purposes of the study, and
willing to cooperate. On the other hand,
participants will be excluded from the study if
they develop metastatic cancer. After
explaining the purpose of this study by
researchers, the written consent form will be
signed by the people who want to participate.
Eleven questionnaires and demographic
information forms will be filled out through
face-to-face interviews to assess QoL and
psychological information in three stages:
baseline (immediately after treatment) and 1
year and 5 years after treatment (Figure 1). All
statistical analyses will be done in SPSS 22.0
software. Repeated measures ANOVA will be
used to assess the changes of dependent
variables during follow-up. Additionally, t-test,
Chi-square, and logistic regression analysis
will be used to evaluate the relationship
between variables and the dependent factors. P
<0.05 will be considered statistically
significant.

Discussion

The survival of patients with BC can be
significantly affected by their QoL and mental
status (4). Despite the high prevalence of BC
in our country and the critical role of QoL,
emotional, psychological, and social well-
being in this population, no population-based
longitudinal study has been conducted to
assess the longitudinal QoL and other related
characteristics among Iranian BC survivors.
Therefore, the current study is conducted to
evaluate the impact of BC diagnosis on long-

term QoL and associated factors.

This is a longitudinal study, which is the first
nationwide project with a large sample size
and long-term follow-up, that investigates
health-related QoL dimensions and mental
status over 5 years among Iranian BC
survivors after completing active cancer
treatment. One of the main strengths of this
study is that the participants are recruited from
5 main referral centers for cancer treatment in
Iran, which are located in Tehran province,
with a high rate of referrals from other
provinces. This helps us to evaluate outcomes
among BC patients with different lifestyles and
geographic and socio-economic status.
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Conclusion
In conclusion, the findings of this study will
help physicians, oncologists, psychologists,

and nutritionists to design guidelines for the
management and care of patients with BC and
to educate their families.
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Figure 1: Project overview and timing of baseline and follow-up evaluations in the participants

QoL; Quality of life, EORTC QLQ-C30: The European Organization for Research and Treatment of Cancer
Quality of Life Questionnaire Core 30, EORTC QLQ-BR23: The European Organization for Research and
Treatment of Cancer Quality of Life Questionnaire Breast Cancer-Specific, SF-36: The 36-Item Short Form
Health Survey Questionnaire, FACT-B: Functional Assessment of Cancer Therapy-Breast, HADS: The Hospital
Anxiety and Depression Scale, BDI: Beck Depression Inventory, Brums-32: Brunel Mood Scale-32 Items,
FSFI: Female Sexual Function Index, BICI: Body Image Concern Inventory, AHS: Adult Hope Scale, IPAQ:

International Physical Activity Questionnaire
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