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Table 2 Two groups of implementation scheme.

v}
g -
90 20z-uadolwg)

; Time The details scheme and corresponding implementers ervention group Control group
3 Nurses Patients  Doctors  Nurses Patients
g t1>_e3fo(12elys Evaluate disease-related situation, and answer the patient’s disease-related questions g - -
6 surgery Inform patients the importance of self-care, obtain patients’ support - N - - - -
; Establish awareness of behavior change, understand the importance of self-care and cultivate self-care - jc: - - - -
9 awareness &

10 Help patients prepare for surgery - § -

1; Through the manual, video instruct patients to learn postoperative nursing content (aerosol inhalation, - g - - -
13 effective cough and expectoration, tracheostomy care, nasal feeding and comfortable position management, 5

14 etc.) §

12 i;tz:le};rsgery Postoperative nursing; routine propaganda and education of postoperative nursing - % - - -
17 Guide and educate the postoperative nursing again; encourage and help patients to participate in self-care 3

12 Participate in postoperative self-care; set self-care goals - % - - - -
20 giii(l)lr;rge propaganda and education of home care (aerosol inhalation, tracheostomy nursing, weight monitoring, - S - - -
21 swallowing function exercise, neck function exercise, nutrition management) -rgp

;g Discharge preparation services for patients, propaganda and education of home self-care (the purpose, - % - - - -
24 significance and content of self-care) .‘_8.

;2 Help patients set goals - g - - -
27 Inform follow-up (postoperative recovery, self-efficacy, self-care agency, nutritional status, QoL, ;. - - - -
28 unplanned readmission, goal achievement) 3

;g Inform follow-up (postoperative recovery, self-efficacy, self-care agency, nutritional status, QoL, - g - - -
31 unplanned readmission) N

;g 15t month Monitor the postoperative recovery; follow-up management :Z - -
34 follow-up Evaluate the achievement of goals and reward patients; help patients adjust goals and encourage them - _& - - - -
35 Adjust goals and adhere to the implementation - 3 - - - -
;? 31, 6 month  Monitor the postoperative recovery; follow-up management g - -
38 follow-up Evaluate and affirm the patient’s training results and strengthen the realization of goals - = - - - -
4313 Adhere to self-care - g - - - -
41 14 a

42 =
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(1) Control group scheme

Doctors are mainly responsible for the assessment of the disease, the answer of
disease-related knowledge, the evaluation of rehabilitation effect and other medical
related questions. Nurses implement routinely nursing for patients with TL, including
admission education, preoperative preparations, postoperative tracheal tube nursing
(online video), feeding diet guidance, medication nursing, psychological nursing,
discharge health education (including rehabilitation training exercise) and regular
follow-up, etc and thereby at home after discharge patients received conventional
family care without regular supervision and guidance of nurses.

(2) Intervention group scheme

Doctors are mainly responsible for the assessment of the disease, the explicate of
disease-related knowledge, the evaluation of rehabilitation effect and other health
related questions. Nurses explain the concept of SC 1-3 days before operation, so that
patients can understand the importance of self-care, establish self-care awareness,
understand the content of postoperative SC; 3-7 days after operation, while nurses
implement postoperative nursing, they guide patients to gradually master self-care
methods and skills one-on-one; 2-3 days before discharge, nurses evaluate the patients’
subsequent care needs, guide patients to self-care management at home, adhere to
rehabilitation exercise, and assist patients to set home rehabilitation goals; within 6

months after discharge, nurses follow up the patients’ SC management at home:
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evaluate patients’ postoperative recovery, nutrition, goal achievement of the previous
stage, and individualized guide the goal setting of the next stage.
Blinding

In the whole intervention stage, the blinded doctors take the same medical service to

the two groups of patients. The data collector is also unaware of the grouping of patients.

Measurement

As outcome variables, we assessed TL elderly patient self-care agency level, self
efficacy, nutritional status and QoL at baseline, 7 days, 1 month, 3 months and 6
months after TL. These measurements are freely available in the public domain in
China. In addition, we will count the unplanned readmission rate. All outcomes were
assessed by a data collector who was unaware of the patients’ group allocation.

Patient self-care agency level will be assessed with exercise of self-care agency
scale!” (ESCA), which consists of four dimensions: self-care skills, self-care
responsibility, self-concept and health knowledge level. The half reliability of the scale
was 0.77 and the test-retest reliability was 0.80 ~ 0.81. There are 43 items in total. The
sum of the scores of each dimension is the total score. The higher the score, the higher
the self-care ability.

Patient self efficacy will be assessed using general self efficacy scale (GSES) 18,
which was sinicized by Schwarzer, was used to measure the self-efficacy. The scale
was derived from the German psychologist Ralf Schwarzer'?, and its Cronbach’s a was
0.87, and the test-retest reliability was 0.83, the half reliability is 0.82, and the Chinese

16

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


http://bmjopen.bmj.com/

oNOYTULT D WN =

10

11

12

13

14

15

16

17

18

19

20

21

BMJ Open

version GESE of Cronbach’s a is 0.75 ~ 0.91. There are 10 items in the scale, which
were scored by Likert grade 4, all of which were positive scores. The higher the score,
the stronger the general self-efficacy.

NRS-20022° was recommended as a nutritional risk screening tool with good
predictive validity and content validity by ESPEN. PG-SGA?! was first proposed by
Ottery in 1994, which is a nutritional status assessment method specially designed for
cancer patients, the reliability and validity were higher than 0.7 in Chinese cancer
population.

Patient QoL level will be assessed by quality of life instruments for cancer
patients-head and neck cancer?” (QLICP-HN), which is a scale suitable for Chinese
cultural background and clinical practice of cancer treatment, the Cronbach’s a of all
dimensions were above 0.7. It is suitable to evaluate the QoL of patients with head and
neck cancer in clinical work. The scale includes five dimensions: physical function
(PHD), psychological function (PSD), social function (SOD), common symptoms and
side effects (SSD) and specific symptoms (SPD), which are composed of 7, 12, 6, 7 and
14 items respectively, with a total of 46 items. The higher the score, the better the QoL.
Data collection, management and analysis
Data collection
Once the patient informed consent is signed, a fixed data collection nurse is responsible
for data collection, who does not know the grouping of patients, during the whole
process to avoid the bias resulted from heterogeneity evaluation. The contact

17
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information and address of patients will be confirmed before hospital discharge. The
fixed nurse collect data throughout the whole process independently, such as baseline
data, clinical observation data, and three follow-ups at 1, 3 and 6 months after operation
questionnaire data (QoL/ Self-efficacy/ Self-care agency/ NRS-2002/ PG-SGA). All
study data will be saved in an Excel 2015 (v16.0.3601.1023) by the data collection
nurse.
Statistical analysis

The data transmitted by the data collection nurse is saved and analyzed by the data
analyst. All the analyses were performed using SPSS statistical software (IBM version
22.0). We used descriptive statistics and constituent ratio to analyze the demographic
data, self-efficacy, self-care agency, nutritional status, health outcomes and unplanned
readmission of participants. Normally or non-normally distributed continuous data will
be compared by independent samples 7 test or the Mann-Whitney U test, and the chi-
square test will be used to compare categorical variables of the intervention and control
groups. Generalized repeated measures analysis of variance (ANOVA) will be used to
demonstrate the effect of intervention and the time-intervention interaction. A value of
p < 0.05 will be considered significant (two-tailed). An intention-to-treat analysis was
performed, and missing data were analyzed by the last observation-carried forward
method.

Data statement

18
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The data will be publicly approved by Resman in six months after the end of the
trial.
ETHICS AND DISSEMINATION
Ethics approval
The study procedures and informed consent form have been approved by the Ethics
Committee of Hubei Cancer Hospital in Hubei province, China [reference number
KYLLBA2020006]. The Ethics Committee is obliged to periodically evaluate the
progress of this trial and track information on any adverse events (AEs) until the patient
reaches a stable state. The doctors communicate with patients to ensure that participants’
information is anonymous and inform patients to sign the informed consent. Results
will be disseminated in peer-reviewed journals and conferences, and sent to
participating practices.
DISCUSSION
With the diversification of treatment, the survival rate of laryngeal malignancy patients
is increasing. Although the medical staff try their best to carry out diagnosis, treatment
and nursing in the hospital, the home rehabilitation of patients after discharge is not
enough due to the limited medical human resources. After TL, patients complete lung
ventilation through the tracheal stoma, which is located in front of neck, this special
position determines the importance of postoperative SC. In order to achieve active
rehabilitation and high QoL, it is still necessary to take measures to promote patients’
self rehabilitation management ability.

19
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TTM theory was initially applied to the intervention of quitting smoking behavior
in a wide range of people, and gradually developed to clinical management and group
intervention, especially the management of patients with chronic diseases in recent 20
years?>?4, Relevant studies®>?°show that intervention based on TTM theory can
effectively improve patients’ self-efficacy. In view of this, we propose a research
hypothesis: SC intervention based on TTM will have a positive impact on self-efficacy
and self-care ability of patients undergoing TL. This study will evaluate patients’ self-
efficacy, SC ability, QoL and nutritional status at 7 days, 1 month, 3 months and 6
months after operation. These time points are important time nodes for changes in
patients’ SC ability, QoL and nutritional status. They are also consistent with the routine
follow-up time of patients, ensuring a high follow-up rate.

For self-efficacy and QoL, Alison?’ evaluated the self-efficacy score and QoL of
TL survivors. The result showed that the self-efficacy score of TL survivors is higher
than the normal level, although the survivals have lower QoL due to stigmatization of
airway fistula, significant changes in voice, destruction of self-image. However, this
study has a limitation, that is, all the data are from long-term survivors, who have
participated in the rehabilitation association, which may be an important factor
affecting the level of self-efficacy. Moreover, this is data from a cross-sectional study.
On the contrary, our study is a prospective assessment of QoL at important time points,

and we hope this study can provide further evidence for the results.
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Cnossen’s!? team developed a set of SC application to investigate the feasibility
and satisfaction of online SC education for early postoperative rehabilitation of 55
patients with TL. The results showed that this application is basically feasible, and the
use experience satisfaction of follow-up patients is high, although it is accompanied by
high loss of follow-up. However, there many other outcome variables worth exploring.
Different from the above study, our study proposes to start early self-care ability
intervention before operation by the systematic SC manual based on the TTM, which
is more convenient for the elderly to read. We expect that our results will exceed the
effect of previous studies, because their research does not fully mobilize the enthusiasm
of patients. Based on the improvement of patients’ self-efficacy and SC ability, we
expect that their QoL and nutritional status will also be greatly improved half a year
after surgery.

We hope that all TL patients will have the opportunity to benefit from the SC
program. For this purpose, we designed SC intervention scheme. Our aim was to
evaluate the impact of SC intervention on SC agency and QoL of patients with TL,
especially self management of tracheostomy and nutritional problems management. If
the research proves that SC intervention can effectively improve the self-efficacy and
SC agency of patients with TL, may provide reference for health providers to develop
rehabilitation nursing program for patients with TL. Results from the protocol may

provide the evidence of high-quality continuous nursing of oncology nurses, to
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optimally rearrange the continuous nursing responsibilities of oncology nurses and
consequently improve the health outcomes of patients with TL.
Research ethics approval

This study is approved by the Ethics Committee of Hubei Cancer Hospital
(KYLLBA2020006).
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Figure legends
Fig. 1 Study theoretical framework diagram.

Fig.2 Flow chart.
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Self care diary of patients after TL
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11 Patient information

13 Admission number:

15 Name:

17 Gender:

19 Age:

Operation date:

Discharge date:

29 Note:

31 Self care diary is a kind of tool for self-care after discharge. In the
32 time after discharge, through standardized records, improve your attention
to self-care, strengthen the rehabilitation effect, and help accelerate the
35 recovery after surgery.
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Take tracheal cannula nursing as an example

BMJ Open

Respiratory function traini

-220z-uadolway

882190
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First month
First week

Set goals

Exercise
program

D1 | D2

D3

D4

D5

D6

D7

Take tubes

Cleaning
tubes

Tubes
disinfection

Disinfection
of
tracheostomy

Wear

tracheal

cannula

First month

First week

Set goals

Exercise
program

D1

D2

D4

DS

Dé

D7

Effective
cough

Atomization
inhalation

Breathing
exercises

Exercise duration:

Problem:

Exercise duration:

Problem:
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Neck function training

BMJ Open

Feeding training

First month

First week

Set goals

Exercise
program

D1

D2

D3

D4

DS

D6

D7

Neck rotation
left and right

Neck flexion
and
supination

Lateral
flexion of neck

Shrugging

Shoulder
traction

Shoulder lift

Problem:

Exercise duration:

First month

First week

Set goals

Exercise
program

D1

D2

D4

DS

D6

D7

Empty
swallowing

training

Direct eating
training

Compensatory
training

Problem:

Exercise duration:
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Nutrition monitoring
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Prompt card for postéaerative follow-up visit

Follow up Date Rext follow up Notes
date

One month after

total laryngectomy

Three months after

total laryngectomy

Six months after

total laryngectomy

Note:
Food intake record: 0: normal, 1: decrease, 2: increase;

wo9'[wg yadolwg/:dny waoiy papeojum|

Records of factors affecting eating: 0: No, 1: poor appetite caused by taste, 2: Warm tips: please take your 1D %ard and other valid documents with

swallowing related problems, 3: gastrointestinal problems, 4: problems caused you and go back to the head and %eck surgery clinic of Hubei cancer
by emotional disorders. o™

r

hospital for follow-up. Since you@re still recovering after operation,
w
...... the follow-up after operation is vejy important. We suggest you insist

on follow-up!

"ybuAdoo Aq paroslold 1sen
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Reporting checklist for protocol of a clinical trial.
Based on the SPIRIT guidelines.

Instructions to authors

Complete this checklist by entering the page numbers from your manuscript where readers will find each of the

items listed below.

Your article may not currently address all the items on the checklist. Please modify your text to include the
missing information. If you are certain that an item does not apply, please write "n/a" and provide a short

explanation.
Upload your completed checklist as an extra file when you submit to a journal.
In your methods section, say that you used the SPIRITreporting guidelines, and cite them as:

Chan A-W, Tetzlaff JM, Gotzsche PC, Altman DG, Mann H, Berlin J, Dickersin K, Hrébjartsson A, Schulz KF,
Parulekar WR, Krleza-Jeri¢ K, Laupacis A, Moher D. SPIRIT 2013 Explanation and Elaboration: Guidance for
protocols of clinical trials. BMJ. 2013;346:¢7586

Reporting Item Page Number

Administrative

information

Title #1 Descriptive title identifying the study design, population, 1
interventions, and, if applicable, trial acronym

Trial registration #2a  Trial identifier and registry name. If not yet registered, name of 3
intended registry

Trial registration: #2b  All items from the World Health Organization Trial Registration

data set Data Set

Protocol version #3 Date and version identifier 4

Funding #4 Sources and types of financial, material, and other support 21

Roles and #5a  Names, affiliations, and roles of protocol contributors 21

responsibilities:

contributorship

Roles and #5b  Name and contact information for the trial sponsor
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responsibilities:
sponsor contact

information

Roles and
responsibilities:

sponsor and funder

Roles and
responsibilities:

committees

Introduction

Background and
rationale

Background and
rationale: choice of

comparators
Objectives

Trial design

Methods:
Participants,
interventions, and

outcomes

Study setting

Eligibility criteria

BMJ Open

#5¢c  Role of study sponsor and funders, if any, in study design;
collection, management, analysis, and interpretation of data;
writing of the report; and the decision to submit the report for
publication, including whether they will have ultimate authority

over any of these activities

#5d  Composition, roles, and responsibilities of the coordinating 18
centre, steering committee, endpoint adjudication committee,
data management team, and other individuals or groups
overseeing the trial, if applicable (see Item 21a for data

monitoring committee)

#6a  Description of research question and justification for 4-6
undertaking the trial, including summary of relevant studies
(published and unpublished) examining benefits and harms for

each intervention

#6b  Explanation for choice of comparators

#7 Specific objectives or hypotheses 6-7

#8 Description of trial design including type of trial (eg, parallel 7
group, crossover, factorial, single group), allocation ratio, and
framework (eg, superiority, equivalence, non-inferiority,

exploratory)

#9 Description of study settings (eg, community clinic, academic 7
hospital) and list of countries where data will be collected.

Reference to where list of study sites can be obtained

10 Inclusion and exclusion criteria for participants. If applicable, 8
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https://www.goodreports.org/reporting-checklists/spirit/info/#6b
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Interventions: #11la
description

Interventions: #11b
modifications

Interventions: #1l1c
adherance

Interventions: #11d
concomitant care

Outcomes #12
Participant timeline ~ #13
Sample size #14
Recruitment #15
Methods:

Assignment of
interventions (for

controlled trials)

Allocation: sequence #16a

generation

BMJ Open

eligibility criteria for study centres and individuals who will

perform the interventions (eg, surgeons, psychotherapists)

Interventions for each group with sufficient detail to allow

replication, including how and when they will be administered

Criteria for discontinuing or modifying allocated interventions
for a given trial participant (eg, drug dose change in response to

harms, participant request, or improving / worsening disease)

Strategies to improve adherence to intervention protocols, and
any procedures for monitoring adherence (eg, drug tablet return;

laboratory tests)

Relevant concomitant care and interventions that are permitted

or prohibited during the trial

Primary, secondary, and other outcomes, including the specific
measurement variable (eg, systolic blood pressure), analysis
metric (eg, change from baseline, final value, time to event),
method of aggregation (eg, median, proportion), and time point
for each outcome. Explanation of the clinical relevance of

chosen efficacy and harm outcomes is strongly recommended

Time schedule of enrolment, interventions (including any run-
ins and washouts), assessments, and visits for participants. A

schematic diagram is highly recommended (see Figure)

Estimated number of participants needed to achieve study
objectives and how it was determined, including clinical and

statistical assumptions supporting any sample size calculations

Strategies for achieving adequate participant enrolment to reach

target sample size

Method of generating the allocation sequence (eg, computer-
generated random numbers), and list of any factors for
stratification. To reduce predictability of a random sequence,

details of any planned restriction (eg, blocking) should be
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Allocation
concealment

mechanism

Allocation:

implementation

Blinding (masking)

Blinding (masking):
emergency

unblinding

Methods: Data
collection,
management, and

analysis

Data collection plan

Data collection plan:

retention

Data management

Statistics: outcomes

BMJ Open

provided in a separate document that is unavailable to those who

enrol participants or assign interventions

SN
—_
N
oy

Mechanism of implementing the allocation sequence (eg, central

telephone; sequentially numbered, opaque, sealed envelopes),
describing any steps to conceal the sequence until interventions

are assigned

+=
—_
o))
(¢)

Who will generate the allocation sequence, who will enrol

participants, and who will assign participants to interventions

I+
_—_
~
)

Who will be blinded after assignment to interventions (eg, trial

participants, care providers, outcome assessors, data analysts),

and how

I
—_
~
on

If blinded, circumstances under which unblinding is permissible,

and procedure for revealing a participant’s allocated intervention

during the trial

#18a Plans for assessment and collection of outcome, baseline, and
other trial data, including any related processes to promote data
quality (eg, duplicate measurements, training of assessors) and a
description of study instruments (eg, questionnaires, laboratory
tests) along with their reliability and validity, if known.
Reference to where data collection forms can be found, if not in

the protocol

18b  Plans to promote participant retention and complete follow-up,
including list of any outcome data to be collected for
participants who discontinue or deviate from intervention

protocols

#19  Plans for data entry, coding, security, and storage, including any
related processes to promote data quality (eg, double data entry;
range checks for data values). Reference to where details of data

management procedures can be found, if not in the protocol

#20a  Statistical methods for analysing primary and secondary

outcomes. Reference to where other details of the statistical
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15

16-17

17

17

Page 40 of 41

yBuAdoo Aq parosiold 1senb Ag £Z0z ‘g sunr uo /wod fwg uadolwig//:dny wolj papeojumoq "ZzZ0z IsNBny Gz uo 8eZT90-2202-uadolwa/9eTT 0T Se paysiignd 1say :uado rINg


https://www.goodreports.org/reporting-checklists/spirit/info/#16b
https://www.goodreports.org/reporting-checklists/spirit/info/#16c
https://www.goodreports.org/reporting-checklists/spirit/info/#17a
https://www.goodreports.org/reporting-checklists/spirit/info/#17b
https://www.goodreports.org/reporting-checklists/spirit/info/#18a
https://www.goodreports.org/reporting-checklists/spirit/info/#18b
https://www.goodreports.org/reporting-checklists/spirit/info/#19
https://www.goodreports.org/reporting-checklists/spirit/info/#20a
http://bmjopen.bmj.com/

Page 41 of 41

oNOYTULT D WN =

Statistics: additional

analyses

Statistics: analysis
population and

missing data

Methods:
Monitoring

Data monitoring:

formal committee

Data monitoring:

interim analysis

Harms

Auditing

Ethics and

dissemination

Research ethics

approval

Protocol

amendments

Consent or assent

BMJ Open
analysis plan can be found, if not in the protocol

#20b Methods for any additional analyses (eg, subgroup and adjusted

analyses)

#20c  Definition of analysis population relating to protocol non-
adherence (eg, as randomised analysis), and any statistical

methods to handle missing data (eg, multiple imputation)

\o}
—_
o

Composition of data monitoring committee (DMC); summary of
its role and reporting structure; statement of whether it is
independent from the sponsor and competing interests; and
reference to where further details about its charter can be found,
if not in the protocol. Alternatively, an explanation of why a
DMC is not needed

\]
—_—
on

Description of any interim analyses and stopping guidelines,
including who will have access to these interim results and make

the final decision to terminate the trial

#22  Plans for collecting, assessing, reporting, and managing solicited
and spontaneously reported adverse events and other unintended

effects of trial interventions or trial conduct

#23  Frequency and procedures for auditing trial conduct, if any, and
whether the process will be independent from investigators and

the sponsor

#24  Plans for seeking research ethics committee / institutional
review board (REC / IRB) approval

#25  Plans for communicating important protocol modifications (eg,
changes to eligibility criteria, outcomes, analyses) to relevant
parties (eg, investigators, REC / IRBs, trial participants, trial

registries, journals, regulators)

#26a  Who will obtain informed consent or assent from potential trial

participants or authorised surrogates, and how (see Item 32)
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Consent or assent: #26b

ancillary studies

Confidentiality #27
Declaration of #28
interests

Data access #29

Ancillary and post #30

trial care

Dissemination #31

o

policy: trial results

H=
(98]
p—
o

Dissemination

policy: authorship

H=
(8]
p—
(@)

Dissemination

policy: reproducible
research

Appendices

Informed consent #32

materials

Biological #33

specimens

BMJ Open

Additional consent provisions for collection and use of
participant data and biological specimens in ancillary studies, if

applicable

How personal information about potential and enrolled
participants will be collected, shared, and maintained in order to

protect confidentiality before, during, and after the trial

Financial and other competing interests for principal

investigators for the overall trial and each study site

Statement of who will have access to the final trial dataset, and
disclosure of contractual agreements that limit such access for

investigators

Provisions, if any, for ancillary and post-trial care, and for

compensation to those who suffer harm from trial participation

Plans for investigators and sponsor to communicate trial results
to participants, healthcare professionals, the public, and other
relevant groups (eg, via publication, reporting in results
databases, or other data sharing arrangements), including any

publication restrictions

Authorship eligibility guidelines and any intended use of

professional writers

Plans, if any, for granting public access to the full protocol,

participant-level dataset, and statistical code

Model consent form and other related documentation given to

participants and authorised surrogates

Plans for collection, laboratory evaluation, and storage of
biological specimens for genetic or molecular analysis in the

current trial and for future use in ancillary studies, if applicable

Page 42 of 41

21

18

Patient

consent form

None The SPIRIT Explanation and Elaboration paper is distributed under the terms of the Creative Commons

Attribution License CC-BY-NC. This checklist can be completed online using https://www.goodreports.org/, a

tool made by the EQUATOR Network in collaboration with Penelope.ai
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