
Page 1/20

A Randomized Controlled Trail of A Narrative
Therapy Technique Intervention To Facilitate The Life
Meaning In Chinese Breast Cancer Patients During
Chemotherapy: Study Protocol
Lijing Lu 

Jiangsu Cancer Hospital/Jiangsu Institute of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital https://orcid.org/0000-0001-9626-2483
Ningning Lu 

Jiangsu Cancer Hospital/Jiangsu Institute of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital
Ying Lou 

School of Nursing,Nursing Health School
Jingyi Shan 

Jiangsu Cancer Hospital/Jiangsu Institue of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital
Aifeng Meng 

Jiangsu Cancer Hospital/Jinagsu Institute of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital
Pengcheng Wang 

Jiangsu Cancer Hospital/Jiangsu Institute of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital
Lin Tang 

Jiangsu Cancer Hospital/Jiangsu Institute of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital
Fang Cheng  (  chfnancy@163.com )

Jiangsu Cancer Hospital/Jiangsu Institute of Cancer Research/Nanjing Medical University A�liated
Cancer Hospital https://orcid.org/0000-0001-9211-2461

Study protocol

Keywords: Meaning in life,Breast cancer,Narrative therapy technique,Psychological,protocol

Posted Date: July 1st, 2021

DOI: https://doi.org/10.21203/rs.3.rs-404662/v1

https://doi.org/10.21203/rs.3.rs-404662/v1
https://orcid.org/0000-0001-9626-2483
mailto:chfnancy@163.com
https://orcid.org/0000-0001-9211-2461
https://doi.org/10.21203/rs.3.rs-404662/v1


Page 2/20

License:   This work is licensed under a Creative Commons Attribution 4.0 International License.  
Read Full License

https://creativecommons.org/licenses/by/4.0/


Page 3/20

Abstract
Aim:The purpose of this protocol is to illustrate the feasibility and effectiveness of face-to-face
intervention based on narrative therapy to enhance the sense of meaning in life and other relevant
psychological indicators for Chinese breast cancer patients during chemotherapy.

Background:The sense of meaning in life can relieve the negative emotions,improve patients' quality of
life,enhance treatment compliance,tap the potential of coping with trauma and so on.Breast cancer
patients with chemotherapy are facing more severe psychological distress and the existing intervention
studies are less and the target population is not suitable for breast cancer patients with
chemotherapy.Through narrative psychotherapy,the psychological growth of patients can be
achieved.This protocol is based on a brief face‐to‐face narrative therapy technique intervention to improve
life meaning for breast cancer patients during chemotherapy.

Design:A non-blinded randomized controlled trial.

Methods:92 breast cancer chemotherapy patients were randomly divided into the experimental group and
the control group in a 1:1 ratio,and 6 face-to-face individualized interventions were conducted.The four
evaluations were conducted after diagnosis,the third intervention,the last intervention,and three months
after the last intervention.The main evaluation indicators were the sense of meaning of life,the level of
anxiety and depression,the level of post-traumatic growth,psychological distress and medical coping style.

Discussion:The purpose of this study is to construct an intervention program based on narrative therapy
technology to improve the life meaning of Chinese breast cancer patients undergoing chemotherapy.If the
intervention program is effective and feasible,it can be applied in clinic and bene�t patients.

Impact:This study will provide a reference template for clinical psychological intervention,allowing breast
cancer patients to reconstruct the meaning of life in trauma.If this protocol is effective,it will be applied in
clinic.

Trial registration:This trial was registered on Chinese clinical Trials.gov (ChiCTR2000034409),the
registration date is 04/07/2020.Registered url is http://www.chictr.org.cn/index.aspx

This study was reviewed by the ethics committee of Nanjing Medical University. The results showed that
the rights and interests of the subjects were fully protected, and there was no potential risk for the
subjects. This study was agreed to carry out.

Introduction
Breast cancer is the most common malignant tumor in women. With the continuous improvement of
diagnosis and treatment technology, its �ve-year survival rate has been continuously
improved[1].However,there are still different degrees of psychological problems in each stage of disease
treatment.

http://www.chictr.org.cn/index.aspx
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The 2016 guidelines for psychological therapy of cancer in China issued by the professional committee of
cancer psychology (CPOS)[2]of the Chinese association against cancer pointed out that anxiety and
depression in breast cancer patients play a dominant role in psychological problems.Chemotherapy is the
most common treatment method for breast cancer, and the incidence of anxiety and depression is high in
this period[3].Negative emotions such as anxiety and depression can affect the occurrence, development
and prognosis of tumors through the neuro-endocrine-immune axis.However,there is still the potential for
positive coping with trauma[4]. Positive psychology believes that the sense of meaning in life is closely
related to mental health. The meaning of life was �rst proposed by Frankl[5], which refers to the individual
�nding the direction and goal of life by thinking about the reason or purpose of his own existence. He
believes that the pursuit of life meaning is an important subject in one's life,and the meaning of life will
change with time and space. Research shows that when individuals have a high sense of meaning in life,
their positive emotions and quality of life will be improved[6]. If the sense of life meaning is low, its
negative emotions such as anxiety,depression and so on will increase,even lead to suicide.There is no
psychological intervention program aiming at the sense of life signi�cance of Chinese breast cancer
patients undergoing chemotherapy. Therefore,it is very necessary to design an intervention program to
improve the sense of life signi�cance of breast cancer patients undergoing chemotherapy.

1.1Background

The meaning of life was �rst proposed by Frankl[5]. Subsequently, many scholars carried out research on
it.Hedlund[7]pointed out that the meaning of life is composed of two parts:personal meaning and de�ning
meaning.The former provides the basis for human existence,while the later is the basis for interpersonal
communication. Baumeister[8]believes that only when the needs of goals,values,self-e�cacy and self-
value realization are satis�ed can individuals realize the real meaning of life.In China,many scholars have
put forward their views on the meaning of life.Tang xiaoou[9]pointed out that the sense of life meaning is
the individual's views on the purpose,direction and attitude of life,and it is a high-level psychological
experience. According to the existing studies and qualitative interviews, haozhi xia[10]constructed the
Meaning in Life Scale applicable to Chinese breast cancer patients.

A total of 17 studies were retrieved from a systematic review of randomized controlled trials of means-of-
life interventions in cancer patients. The most important intervention methods are psychological
intervention[11–13]centered on meaning and life review project[14–15].These interventions mainly focus
on cognitive changes, emotional catharsis,and life review,and studies also have also shown that they
signi�cantly improve the sense of meaning and quality of life of cancer patients,and relieve negative
emotions. However,these methods are not applicable to the clinical practice in China,because most of the
interventionists in these studies are psychotherapists or psychiatrists,and the intervention contents are
relatively numerous and complex. Clinical nurses lack the corresponding quali�cations and the relevant
work will add to the burden of the existing clinical work.

As a major stress event, cancer brings great fear to people. The psychological states that patients with
cancer face after diagnosis,such as a sense of aimlessness,hopelessness,helplessness,loneliness,and a
sense of meaning lessness,are called Existential Plight(EP)[16].The Search for Meaning(SFM) can reduce
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the life changes brought by cancer and its treatment, and reduce the sense of aimlessness,helplessness
and hopelessness in order to maintain the life meaning[17]. Narrative therapy refers to the process of
listening to the story of the party concerned, using appropriate methods to help them �nd out missing
fragments and externalize the problem, so as to guide them to reconstruct the positive story and arouse
their inner power of change[18].Multiple studies have shown[19–21]that narrative therapy can guide
patients to alleviate negative emotions,reduce stigma and psychological pain,rebuild their hope for life,and
improve their quality of life.At the same time,as clinical nurses,daily work is inseparable from the
communication with patients,narrative treatment technology is easy to grasp,and provides a model for
clinical psychological nursing.

Several theories provide the basis for the design of this study. One is social constructivism[22],which holds
that psychological phenomena are the product of social construction and that knowledge is constructed.
In other words,the patient's cognition of the meaning of life can be reconstructed and not invariable. The
second is the narrative therapy theory[23],which provides practical guidance to help breast cancer patients
distinguish their lives and relationships with others from the knowledge and stories they think are
squeezing their lives. Help them challenge the way they feel oppressed; Encourage them to reshape their
lives with different and more personal stories.The third is the theoretical model for the construction of the
meaning of life[24],which provides a theoretical framework for individuals to reduce the difference
between general meaning and situational meaning through the construction of meaning,so as to regain
the feeling that life is meaningful and their own life is valuable.If the process of meaning building is
successful and a sense of meaning is acquired,then the individual adapts to the stressful situation or
event.

Multiple studies have shown[25–27]that narrative nursing can relieve pain,negative emotions,and improve
quality of life in cancer patients.Existing narrative intervention in a variety of forms,such as digital
story,story writing interventions,etc.,but for China's clinical work is relatively busy,patient problem oriented
interview narrative intervention more targeted,can help patients to express feelings,build the life value,at
the same time for the patients discharged from hospital,ready to return to work and back to life.Today,with
the constant development of holistic nursing,clinical psychological intervention in China is still in the
intersection,and narrative care is provided,our hospital is to carry out the narrative nursing training
classes,for the future of the perfect foundation for clinical psychological intervention,but still lack of
clinical practice and theory combining with the intervention plan.Therefore,it is necessary to construct a
narrative psychological intervention program which is suitable for Chinese patients according to the
clinical characteristics of China and combined with narrative therapy techniques.

This study aims to establish a guided narrative therapy intervention(GNTI) program suitable for Chinese
clinical practice,which can alleviate the negative emotions of breast cancer chemotherapy patients and
improve the meaning and quality of life through "story narration" and "problem externalization",so as to
provide a model for clinical psychological intervention.If proven effective,it will be used in future clinical
practice.
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The Study
2.1 Aim

This study aims to construct a feasible GNTI program which is suitable for Chinese clinical practice to
promote the life meaning in breast cancer chemotherapy patients and to evaluate the recent intervention
effect.

2.2 Hypotheses

Our hypotheses are:

(1)Compared with the control group,the intervention group will have higher life meaning score after
intervention.

(2)Compared with the control group,the subjects in the intervention group changed in the level of anxiety
and depression,post-traumatic growth,psychological distress,coping style and other psychological
indicators related to the sense of meaning of life.

2.3 Methodology and design

This is a double-arm,open-label,randomized controlled trial in breast cancer surgery. After learning about
the project and agreeing to participate in it,the subjects signed informed consent forms, and the
intervention group and control group were grouped according to the Numbers randomly generated by the
computer. Because this study is a face-to-face psychological intervention, it is di�cult to be double-blind.
Therefore,in order to reduce bias, we will evaluate the effect of intervention by researchers in the team who
do not know the grouping. This study will evaluate the effectiveness at baseline,the third intervention,after
the sixth intervention, and 3 months after the last intervention(Fig. 1).This protocol follows the SPIRIT
guidelines for randomized controlled trials[28].

2.4 Study setting and recruitment

The patients in this study were recruited through the breast surgery department of Jiangsu Provincial
Cancer Hospital.The study was introduced by clinical nurses to patients diagnosed with breast cancer
after their �rst admission.If the patient is willing to participate in the study,members of the research team
will detail the study process and content,sign the informed consent,and leave the patient's WeChat or other
social ways for follow-up contact.

2.5 Participants 

2.5.1 Inclusion criteria

(1)The stage of  -  disease.

(2)Age 18–60 years old.
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(3)Su�cient understanding of Chinese,primary school degree or above.

(4)Patients undergoing surgery and postoperative chemotherapy after diagnosis.

(5)Informed consent.

2.5.2 Exclusion criteria
(1)Patients with other severe diseases,such as heart failure and kidney failure.

(2)Patients with previous psychological disorders and history of mental illness.

(3)Participating in other psychological interventions.

2.6 Sample size

In this study,GPower was used to calculate the sample size,and appropriate conditions were selected
according to the type,purpose and data analysis method of the study, among which β = 0.2,α = 0.05,and
the total sample size was �nally calculated as 82. Assuming that the natural loss rate was about 10%,a
total of 92 participants were required(46 per group).

2.7 Randomization 

When subjects who meet the inclusion criteria know about the intervention program and participate
voluntarily,they will be randomly assigned to the intervention group or control group in a 1:1 ratio after
completing the baseline survey.Random serial Numbers will be generated by the computer.The serial
number is placed in a sealed,light-proof envelope.To reduce bias in data collection and analysis,the
following steps were taken:(1)blind the group members who distributed random Numbers;(2)Baseline
survey prior to randomization;(3)Blind the team members for data collection and analysis.

2.8 The interventions

2.8.1 The experimental intervention

The intervention group in this study adopted GNTI's intervention program,which was conducted by a
postgraduate nursing student with psychological training,and the subjects who met the inclusion criteria
were intervened.The intervention consists of 7 parts.The �rst time(T0) is the introduction of the
intervention project.If the patient agrees to participate in the intervention and signs the informed
consent,the patient will be evaluated at the baseline and their contact information such as WeChat and
telephone number will be left.Contact the patient before their next visit for surgery.Second time (T1)
intervention,for the �rst time to this period of time before leaving hospital after the operation,the patients
recover better circumstances,for GNTI intervention,the third time(T2) for the �rst time after
chemotherapy,the fourth time(T3) as the second after chemotherapy,the �fth(T4) for the third time after
chemotherapy,the sixth(T5) for the fourth time after chemotherapy,the seventh time for(T6) after the last
chemotherapy(Fig. 1).The project team will contact the patient before each intervention to reduce the loss



Page 8/20

of visits.Each intervention lasted for about 30 minutes,understood the patient's problems,guided the
patient to reconstruct the story,and found the hidden hope and the meaning of life(See Table 1 for details).
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Table 1
Outline of the guided narrative therapy intervention(GNTI)

Session 1:After diagnosis(T0)

Theme ·Introduce the purpose,principle and process of life meaning intervention project,and collect
basic information of patients

Target ·Describe the purpose,principle and process of this research

·Establish an initial trust relationship with the patient

·Collect basic information of patients and complete general information and baseline survey

·Understanding disease related information (electronic case system and patient interviews)

Content ·Introduce yourself and explain the purpose, principle and process of life-meaning intervention,
so as to gain the trust of patients

·Introduce the knowledge of breast cancer-related diseases, distribute health education manuals (same
as the control group), establish WeChat group, provide help for the follow-up guidance of patients, and
strengthen the relationship of trust

·Instruct patients to complete baseline survey

·Collect the patient's disease diagnosis and treatment related experience, economic status,
interpersonal relationship, past life experience

Session 2:Before discharge after surgery(T1)

Theme ·Use narrative therapy to narrate stories,externalize problems,deconstruct and rewrite problems
and solve postoperative problems

Target ·Understand the patient's experience in the diagnosis and treatment of the disease, as well as
his feelings and troubles from the surgery to the present

·Guide the patient to reconstruct the story and discover the hidden hope and meaning/value of life.
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Session 1:After diagnosis(T0)

Content Outline of narrative therapy guidance

·Please talk about the feelings and troubles of the operation till now

·If you had to give your current problem a name,what would you call it?(If you were to describe the
problem metaphorically, what would you compare it to?)

·How does this problem affect your life?Which aspect is more in�uential?What is less important?
(Score: 0–10,0 = no in�uence at all, 10 = life is completely affected by the problem)

·How has this in�uence changed you?{Family,friends,career relationships...}/ Is this effect entirely bad?
Or is there a good side?.

·Why do you feel this way about this change?/Why are you uncomfortable with this?

·Can you tell me a piece of your life that will help me understand more about why you...

·Can you talk speci�cally about your family{friends, elders...},such as their acquaintance/getting along
with them or  the help from your family{friends, elders...},what exactly does the help include?What did
you do for them, such as doing housework,doing some handicrafts, making birthday
cakes,etc./other...What kind of person do you think you are in that case?Or what other people say
about you?

·Have you faced a similar dilemma before and how did you solve it?What kind of person do you think
you are in that case?Or what other people say about you?/ What is the thing you are most proud of in
your past experience?

Session 3:After the �rst chemotherapy(T2)

Theme ·Use narrative therapy to narrate stories,externalize problems,deconstruct and rewrite
problems,and solve problems after surgery

Target ·To understand the patient's feelings and troubles after returning home to prepare for
chemotherapy

·Guide the patients to reconstruct the story and discover the hidden hope and meaning of life

Content ·Last time we talked about...(Reviewing the conversation last time,if the problem has not been
solved,narrative therapy technology can be used to continue the communication.If the problem has
been solved,the patient is invited to talk about the feeling and confusion of returning home after
surgery and receiving chemotherapy in this hospital,and narrative therapy technology can be
appropriately used.)

Session 4:After the second chemotherapy(T3)

Theme ·Use narrative therapy to narrate stories,externalize problems,deconstruct and rewrite
problems,analyze and solve problems from the �rst chemotherapy to the present

Target ·Review what we talked about last time and resolve any remaining issues

·Understand the patient's life status after the �rst chemotherapy

·Understand, analyze and solve the problems from the �rst chemotherapy to the present
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Session 1:After diagnosis(T0)

Content ·Last time we talked about...(Reviewing the conversation last time, if the problem has not been
solved, narrative therapy technology can be used to continue the communication. If it has been solved,
please ask the patient to talk about the feelings and troubles from the end of the �rst chemotherapy to
the treatment in the hospital, and use narrative therapy technology appropriately.)

Session 5:After the third chemotherapy(T4)

Theme ·Narrate the story,externalize the problem,deconstruct and rewrite,analyze and solve the
problems of patients after the second chemotherapy

Target ·Understand the patient's life status after the second chemotherapy

·Understand,analyze and solve the problems from the second chemotherapy to the present

Content ·Last time we talked about...(Reviewing the conversation last time, if the problem has not been
solved, narrative therapy technology can be used to continue the communication.If it has been solved,
please ask the patient to talk about the feelings and troubles from the end of the second
chemotherapy to the treatment in the hospital,and use narrative therapy technology appropriately.)

Session 6:After the forth chemotherapy(T5)

Theme ·Use narrative therapy to narrate the story,externalize the problem,deconstruct and
rewrite,analyze and solve the patients' current living conditions and dilemmas

Target ·Understand the patient's life status after the third chemotherapy

·Understand,analyze and solve the problems from the third chemotherapy to the present

Content ·Last time we talked about...(Reviewing the conversation last time, if the problem has not been
solved, narrative therapy technology can be used to continue the communication.If it has been solved,
please ask the patient to talk about the feelings and troubles from the end of the second
chemotherapy to the treatment in the hospital,and use narrative therapy technology appropriately.)

Session 7:After the last chemotherapy(T6)

Theme ·Summarize and review the intervention process

·Guide patients to express their future planning and life direction,so that patients can �nd the meaning
of life,and continue to explore and grow in the future life,accept themselves

Target ·Look to the past and future
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Session 1:After diagnosis(T0)

Content ·This intervention is all over today.Can you talk about your overall feelings and thoughts about
participating in this intervention?Will you be stronger and more prepared to deal with illness,di�culties
and emotions than before?What positive changes have you made?Can you tell me more about it?

·Would you please talk about your future life plan?(Do you have a clear direction/plan for your life
now?)/ Are you now looking for something more ful�lling and meaningful to live your life,like
something you haven't done before, like dancing or doing crafts?

·If you had to give your current status a name,what would you call it?

·How does such a state affect your mood,spirit,making friends,entertaining yourself,and solving
problems?(Score: 0–10, 0 = no in�uence at all,10 = emotion,spirit,making friends and so on are
completely affected by the problem)

·How has this in�uence changed you?{Family,friends,career,relationships...}/ Is this effect entirely bad?
Or is there a good side?

·Why do you feel this way about this change?/ Why are you uncomfortable with this?

·Can you tell me a piece of your life that will help me understand more about why you...

External witness ·As for the patient's narration,I think what impressed me most is...What strikes me
most is...

·As I listened to the patient's story,I had this picture in my mind...

·After listening to the patient's story,my empathy is...(Tell your story)

·After listening to the patient's story,I think it has a great impact on me,and I may make such a
change...

·After listening to the patient's story,I felt strongly about...Curious about

Therapeutic document ·According to the patient's different emotional needs,choose letters,certi�cates
or crafts to record their mental process

2.8.2 The control intervention
The control group will receive routine care, as will the intervention group. So participants will receive
educational manuals on treatment,rehabilitation, examinations ,etc. In addition, we will send some health
information and department related health talks through WeChat platform. And we will often maintain
contact with the patients to reduce the loss of follow-up. The control group will conduct GNTI intervention
after all the interventions of the experimental group.

2.9 Instruments and measures

2.9.1 Demographic and clinical variables 

General information includes demographic information and disease information. Demographic
information includes age, marital status, educational level, family per capita monthly income, form of
payment of medical expenses, primary caregivers. Disease information includes disease stage, course of
illness, surgical method, and chemotherapy regimen.
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2.9.2 Meaning in life
The Life Meaning scale was developed by Xia Haozhi[10]for breast cancer patients in China. There are 25
items in 5 dimensions. The scale uses Likert5 rating scale, ranging from 1(strongly disagree) to 5(strongly
agree). The higher the score,the higher the level of meaning of life in patients after breast cancer
surgery.The Cronbach α coe�cient of the summary table is 0.881, and the Cronbach α coe�cient of each
dimension is between 0.778 and 0.853, indicating good reliability and validity.

2.9.3 The Hospital Anxiety and Depression Scale

The Chinese version of the Hospital Anxiety and Depression Scale(HADS)[29]will be used to assess the
level of negative emotions in patients undergoing chemotherapy for breast cancer. It consists of two
subscales, each with seven items and a total of 14 items. Each item is scored on a scale of 0–3.The
higher the score, the higher the level of anxiety or depression.Cronbach's α of anxiety and depression
subscales in tumor patients was 0.81 and 0.79, respectively, with high credibility.

2.9.4 Post-traumatic Growth Inventory

The Chinese version of the post-traumatic Growth Scale(PTGI)[30]is used to evaluate the level of positive
changes triggered by individuals after trauma. There are 20 items and 5 dimensions.Each item is scored
on a scale of 0–5.Cronbach's α coe�cient of the total scale was 0.874,and Cronbach's α coe�cient of
each dimension of the scale was 0.611–0.796.

2.9.5 Distress Management Screening Measure

It consists of two parts[31]: Distress Thermometer (DT) measuring 0–10 as its temperature of
psychological distress,0 as no psychological distress,1–3,4–6,7–9 as light, medium and severe
distress,and 10 as extreme psychological distress. Psychological distress related problem list(PL),which
contains 40 items in 5 �elds, namely,practical problems(6 items),communication problems(4
items),emotional problems(9 item s),physical problems(20 items) and spiritual and religious problems(1
item).Each entry is answered with "yes" or "no",indicating that the question "has" or "has not" occurred.

2.9.6 Medical Coping Modes Questionnaire  

The medical coping modes questionnaire (MCMQ)[32]is used to measure the patients' coping style in the
face of disease.There are 20 items in total,including 3 dimensions of facing (8 items),avoiding (7 items)
and yielding (5 items).The scores of each dimension were calculated separately,and the higher the score
of each dimension,the more inclined the patients were to this coping style.Each item will be scored by 1–4
points with a total score of 20–80 points.Cronbach's α coe�cient of the three dimensions is 0.69,0.60 and
0.76 respectively.

2.10 Outcomes assessment

Participants who met the inclusion criteria were introduced to the intervention program by the research
team,and their general information and psychosocial indicators were evaluated after they volunteered to
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participate in the study and signed informed consent.General information, consisting of demographic
information and disease pro�les,will be collected at baseline.Psychosocial variables (sense of meaning of
life,anxiety and depression,post-traumatic growth,psychological pain,coping style)were collected
repeatedly at three time points, including baseline, after the third intervention (T3) and after the last
intervention (T6).The control group was evaluated at the same time.At the same time,satisfaction with the
intervention will be evaluated after the last intervention(See Table 2for details).

Table 2
Study measure notes

  Measurements Baseline After the Second
chemotherapy(After
T3)

After the last
chemotherapy(After
T6)

Follow
up(3
months
after
T6)

Inclusion
criteria

Demographic
and clinical
variables

√      

Outcome
indicators

Meaning in life

HADS

PTGI

DMSM

MCMQ

√ √ √ √

Intervention
satisfaction

Questionnaires(to
assess the
satisfaction of
the intervention)

      √

Abbreviations: HADS,The Hospital Anxiety and Depression Scale;PTGI,Post-traumatic Growth
Inventory;DMSM,Distress Management Screening Measure;MCMQ,Medical Coping Modes
Questionnaire.

2.11 Data analysis

This study will use SPSS22.0 for the analysis of statistics.Frequency,percentage, standard deviation and
mean were used to describe the general information of the respondents and the scores of each
scale.Measurable data shall be tested by T test or ANOVA or non-parametric test.The baseline data of the
two groups were compared by t-test or rank-sum test if they were continuous variables, and chi-square test
if they were classi�ed variables.

In order to evaluate the effect before and after intervention, paired T-test was used for data consistent with
normal distribution, and Wilocoxon symbolic rank sum test was used for non-normal data. Repeated
measures analysis of variance (ANOVA) was used to evaluate the intervention effect at different time
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points between groups. If there was patient shedding or rejection, the intervention effect was analyzed by
per-protocol subjects analysis and intention-to-treat analysis.

2.12 Ethical considerations

This study was approved by the Ethics Committee (No.:(2019) 009). Before data collection, the
purpose,signi�cance and risks of the study should be explained to each patient participating in the study
and their informed consent should be obtained. Patients may withdraw from the intervention program at
any time.If the intervention is proven to be effective, the control group will enjoy the same intervention.This
trial has been registered on Chinese clinical Trials.gov.

Discussion
After the completion of this study, we will solve the psychological problems of breast cancer
chemotherapy patients, reduce their anxiety and depression levels,improve their sense of meaning in life,
and enable them to better return to work, family and society. Different from other psychological
interventions,this intervention not only absorbs the advantages of existing psychological interventions,but
also provides a model and reference for clinical psychological nursing,so that nurses can master the
methods of psychological nursing.

The speci�c advantages of GNTI intervention program are as follows:(a)This study is a long-term
intervention from diagnosis to surgery to the end of postoperative chemotherapy. In addition,existing
studies have shown that the level of negative emotions and sense of meaning of life in early stage of
breast cancer chemotherapy patients is low[33–35].Therefore,early psychological intervention is very
necessary.(b)This study is problem-oriented and guided by narrative therapy techniques to solve patients'
psychological problems. (c)In addition to evaluating the effect of intervention on the sense of meaning in
life,psychosocial indicators such as post-traumatic growth,anxiety,depression and psychological distress
were also measured in this study. (d)This protocol is constructed based on the evidence-based analysis of
existing literature,the clinical situation in China,and the Suggestions of relevant personnel.It is a
psychological intervention program applicable to Chinese patients with breast cancer undergoing
chemotherapy.

3.1 Limitations

This research protocol has the following limitations. First,the intervention cycle of this study is long,and
patients may be lost to follow-up or shed or withdraw due to disease progression. Secondly, this study is a
non-blind randomized controlled trial. The experimental group and the control group may interact with
each other. In order to reduce bias, the two groups of patients will intervene in different wards. Then, this
study only targeted at postoperative chemotherapy patients with breast cancer, and with the improvement
and change of treatment methods, more and more patients received neoadjuvant chemotherapy. Whether
this intervention protocol is applicable to neoadjuvant patients still needs further veri�cation.Finally,the
loss or withdrawal of a patient can lead to data certainty,which can affect outcomes.
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Conclusion
This study combines narrative therapy with clinical psychological nursing, aiming to improve the negative
emotions such as anxiety and depression in Chinese breast cancer patients and improve the level of
meaning of life.Even if the intervention proves to be ineffective,all participants will acquire breast cancer-
related health knowledge to help patients better recover.At the same time,the research team will use data
collected during the trial to analyze the participants' mental state.If the intervention proves effective,it will
provide a template and reference for clinical psychological intervention to improve the psychological
problems of breast cancer patients in China.

Trial Status
The reaearchers are actively recruiting participants for this trial.Recruitment for the trial began in Aug 2020
and is expected to continue until Aug 2023.
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Figure 1

Flowchart of the trial
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