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POLYTECHNIC UNIVERSITY
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To Yeung Wing Fai (School of Nursing)

From Leung Yee Man Angela, Chair, Departmental Eesearch Committes

Email  angela ym leungi@polyu.eduhk Date 10-Tun-2022

Application for Ethical Review for Teaching/Research Involving Human Subjects

I write to inform you that approval has been given to your application for human subjects ethics review
of the following project for a peried from 01-Tun-2022 to 31-MMay-2023:

Project Title: Development of Traditional Chinese Medicine health
preservation intervention for depression: initial content
validation using the modified Delphi method

Department: School of Nursing

Principal Investigator: Yeung Wing Fai

Project Start Date: 01-Jun-2022

Project type: Human subjects (non-clinical)
Reference Number: HSEARS20220510003

You will be held responsible for the ethical approval granted for the project and the ethical conduet of
the personnel involved in the project. In case the Co-PL, if any, has also obtained ethical approval for
the project, the Co-PI will also assume the responsibility in respect of the ethical approval (in relation to
the areas of expertise of respective Co-PI in accordance with the stipulations given by the approving
authority).

You are responsible for informing the PolylU Institutional Review Board in advance of any changes in
the proposal or procedures which may affect the validity of this ethical approval.

Leung Yee Man Angela

Chair
Departmental Research Committee (on behalf of PolylU Institutional Review Board)
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1| ks (21| B | KEHDLE Bh =08 H H Fluoxetine 20 mg
2 | HETHE |37 | BB | REEDLE EST(TRIYN BLE H gl B!

3| HEE |59 | Z | huEs L | EEESEEEAL | BHE = 2H B!

4 | BEXCE |20 | & | KREEDLE % 5 H H Paroxetine 30mg
5| IO | 20 | & | REE—EAR 24 B = =i Dysthymia,

Zoloft 25 mg/day
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To Yeung Wmng Fai (School of Nursing)
From Pang Marco Ym Clung, Chair, PolyU Instimtional Beview Board
Emml  marco.pangf@polyueduw bk Date 17-Mar-2023

Application for Ethical Review for Teaching/Research Invelving Human Subjects

I'vnte to inform you that a ral has been given to your application for uman subjects ethics review
of the following project for a peniod from 01-Mar-2023 to 01-Mar-2024 ON CONDITION that
appropriate insurance is arvanged for the project before the study/trial starts:

Project Title: Traditional Chinese Medicine health preservation
i::g.inrenﬂnn for depression: A pilot randomized controlled

Department: School of Mursing

Principal Investigator: Yeung Wing Fai

Project Start Date: 01-Mar-2023

Project type: Hhuman subjects (climical)

Review type: Expedited Review

Reference Number: HSEARS20230110005

You are not allowed to start the above project if no appropnate msurance 1s arranged.

You will be held responsible for the ethical approval granted for the project and the ethical conduct of
the personnel involved in the project. In case the Co-PL if any, has also obtained ethical approval for
the project, the Co-PI will also assume the responsibality m respect of the ethucal approval {mn relation to
the areas of expertise of respective Co-PI mn accordance with the stipulations given by the approving
autherity).

You are responsible for informing the Pﬂaﬁb'LT Instiational Review Board in advance of any changes m
the proposal or procedures which may affect the vahdity of thus ethical approval.

Pang Marco Y Clning

Chair
PolyU Institutional Beview Board
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FHEASAFEEZNNEAE Participants Recruitment - Traditional Chinese Medicine Health Preservation Intervention for Depression
) Reply | %) ReplyAll | —> Forward | | ===
To RUAN, jiayin [Student]

(i) Click here to download pictures, To help protect your privacy, Outlook prevented automatic download of some pictures in this message.

5% Translate message to: English  Never translate from: Chinese Traditional  Translation preferences

FHIE AR A8 2 05483 Participants Recruitment -
Traditional Chinese Medicine Health Preservation
Intervention for Depression

Participants Recruitment - Traditional Chinese Medicine health preservation
intervention for depression: A pilot randomized controlled trial (£ &A% -

FREEE RN i BBtES)
We are conducting a clinical trial, which evaluates the feasibility and preliminary efficacy of
Traditional Chinese Medicine health pi i ion on all depressive

symptoms
Participants will be randomly assigned into two groups (i.e., either Traditional Chinese Medicine
health preservation group or waitlist group).

Depression could be treated by targeting several modifiable lifestyle risk factors combined.
Traditional Chinese Medicine health preservation which consists of several lifestyle related
components (e.g., diet, sleep, exercises like gigong, and meditation) might be a potential method
for alleviating depressive symptoms. In this project, participants will receive six 2-hour weekly free
lessons. All lessons will be held on PolyU main campus either during weekday mernings, noon,
afternoons or nights.

In the waitlist group, participants will receive usual care for 12 weeks. After the follow-up
assessment, Traditional Chinese Medicine health preservation intervention will be provided to
those participants in the waitlist group.

All participants will be invited to complete 6 evaluations after attending this project. Upon

completion of 6 lessons and 6 evaluations, you will receive up to HK$200 as a transportation
allowance at the end of the study
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Development of a complex program to relieve depression by using
multicomponent Traditional Chinese medicine lifestyle medicine: A multi-
method study

ABSTRACT

Background: Depression is a common yet challenging mental disorder with unknown
exact reasons. Lifestyle risk factors, such as physically inactive, bad sleep habits, and
increased consumptions of food high in fat and sugar, may highly contribute to
depression. Aggregating evidence supports applying multicomponent lifestyle
medicine programs for depression. However, a dearth of studies has presented the in-
depth program development process.

Obijective: This study aimed to systematically develop a complex lifestyle medicine
program for depression based on Traditional Chinese Medicine (TCM) theory.
Methods: A stepwise multi-method study was performed. The preparation phase
means understanding the public health issue, identifying resources, reviewing
published evidence. Based on the results, a Delphi survey was conducted, followed by
context understanding as well as program design and refinement. Subsequently, the
program was modeled, and a program theory was created, incorporating explanations
and assumptions in relevant conceptual framework and logic model.

Results: A complex lifestyle medicine program was developed, and a corresponding
program manual was established. The program involves three components with six
120-min weekly consecutive sessions, namely, nourishing the heart (2 sessions),
nursing according to the time (2 sessions), and nourishing the Qi (2 sessions).
Teaching materials were created accordingly.

Conclusions: This study serves as an example of how to develop a complex program
according to the recommendations in the Medical Research Council framework for
complex programs. The developed program will be examined for its feasibility,
acceptance, and preliminary efficacy for depression in a mixed methods clinical

study.
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1. Introduction

Depression is a prevalent debilitating mental disorder which has the
characteristics of the presence of symptoms including irritable, sad, or empty mood,
and along with cognitive and somatic changes that obviously hinder the person’s
function capacity. As the main contributor to the disease burden around the globe,
approximately 5% among the global adult population, 322 million, are disturbed by
depression (World Health Organization, 2017).

Although depression treatments, pharmacotherapy and psychotherapy, are
available, there is no reduction of depression burden in any society (Herrman et al.,
2022). This worrying phenomenon may be attributed to the low level of health-
seeking behavior in depression (Bifftu et al., 2018), inequities in access to treatment
of depression (Lopes et al., 2016), and low treatment adherence (Sansone et al.,
2012). Therefore, novel depression treatments are urgently warranted.

In recent years, a growing number of studies indicated the relationship between
lifestyle and depression, stating as the odds of suffering from high or very high
depression increasing with the added number of unhealthy lifestyle behaviors (George
et al., 2022). Novel multicomponent lifestyle medicine programs which targeted at
various lifestyle risk factors simultaneously, not only showed its effectiveness for
treating depression (Wong, Ho, Shi, Sarris et al., 2021) but was recommended as
implementation consideration in the latest clinical guideline of lifestyle-oriented
mental health care in depression (Marx et al., 2023).

Noteworthy, inducing lifestyle changes in patients is a complex, pluralistic, and
multilevel concept, which was constructed with the influence of culture, economic,
politics in particular geographic localities and contexts (Jensen, 2007). Thus, these
sociocultural factors should be strongly taken into consideration while developing

lifestyle medicine programs for depression.
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Hong Kong, a cosmopolitan and populated city situated on the southeast coast of
China, has 7.4 million people residing in this 1,104-square kilometer territory and
92% were Chinese ethnicity. In this region, traditional Chinese Medine (TCM) has a
long history and has deeply integrated into local individuals’ daily life. Although
previous studies have confirmed the effectiveness of multicomponent lifestyle
medicine programs for depression in Hong Kong, none of them was intensely formed
based on TCM theory (Chu et al., 2022; Ip et al., 2021; Wong, Ho, Shi, Tong et al.,
2021). Moreover, as depressed individuals are more prone to seek and adopt
complementary and alternative therapies like TCM (Ashraf et al., 2021), thus, a
multicomponent TCM lifestyle medicine program would be another potential feasible,
acceptable, and efficacious depression treatment for the local Hong Kong residents.
To address this gap in research, first, we need to develop a program with multiple
TCM lifestyle components. This study aims to systematically develop a complex
lifestyle medicine program for depression based on TCM theory.

2. Methods
2.1 Research design

A multi-method study was carried out in a stepwise procedure with three steps
(Figure 1) to thoroughly handle the development phase elements depicted in the
updated Medical Research Council framework for complex programs (Skivington et
al., 2021) and the complex program development guidance (O'Cathain et al., 2019).

2.1.1 Methods — step 1: preparation phase. Step 1 is the preparation phase
which refers to planning the development process. The aims of step 1 were to
verify the urgent need for a novel multicomponent TCM lifestyle medicine
program, ensure financial support, and time for program development, and
provide primarily evidence-based content for the program.

2.1.1.1 Understanding the public health issue and identifying resources.
Regarding understanding the public health issue (depression), the following aspects
were searched, reviewed, and analyzed. That incorporates the definition, incidence

and prevalence, and burden of depression, unsatisfactory depression treatment status
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and rationale, demanding innovative depression treatments, preference for
complementary and alternative therapies among depressed individuals, lifestyle and
lifestyle medicine for depression, and similarity between lifestyle medicine for
depression and lifestyle medicine for depression based on TCM. As for identifying
resources, researchers actively applied for fundings, and estimated time required to
undertake the program development.

2.1.1.2 Reviewing published evidence. Reviewing published evidence involves
three components, namely, reviewing randomized controlled trials (RCTs) related to
TCM health preservation for depression, textbooks relevant to TCM health
preservation, and TCM clinical practice guidelines of depression treatment.

2.1.2 Methods — step 2: validating program components and content within the
understanding the context. The aim of step 2 was to validate program components
and content within the understanding of research context. That phase incorporated
three program development actions, specifically, undertaking primary data collection
(a Delphi survey), understanding the context, designing and refining the program.

2.1.2.1 A Delphi survey.

Study design. A modified Delphi method was adopted to generate ideas and
achieve consensus of a multicomplex TCM lifestyle medicine program for depression
(Keeney et al., 2011). Figure A in Appendix A shows the flowchart of the Delphi
survey design.

Study population, recruitment and sampling. Purposive sampling was adopted to
recruit potential experts from August 25, 2022, to September 1, 2022. The experts
should meet the inclusion criteria (Keeney et al., 2011): (1) have knowledge of TCM
health preservation for depression, (2) have at least five years of clinical experience as
a licensed Chinese medicine practitioners in Hong Kong, (3) have obtained a
postgraduate degree, and (4) are willing to join the Delphi survey. Quasi-anonymity,
the anonymity of opinions and judgments of experts, were strictly maintained during

the survey.
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Data collection and procedure. A 3-round Delphi survey was conducted through
the popular online survey platform Qualtrics (Qualtrics Research Suite, Qualtrics,
Provo, UT, USA) until consensus was reached and items were ranked. A stricter
consensus criterion of > 80% of the panel selecting on 6 or 7 (“agree” or “strongly
agree,” and “important,” or “very important”) on the 7-point Likert scale was adopted
in the current Delphi study (Jorm, 2015).

Round 1: The Qualtrics link involving demographic data and the initial scale
with 61 items developed in step 1 was sent to each expert via email.

Round 2: A revised questionnaire consisting of 19 items with less than 80%
from round 1 (5 items were revised) and 3 newly developed items based on experts’
suggestions in round 1 were used. Specifically, nourishing the heart (component 1)
(14 items), nourishing according to time (component 2) (5 items) and nourishing the
Qi (component 3) (3 items).

Round 3: A seven-point Likert-type scale (1 = “very unimportant” and 7 =
“very important”) was used to rate the degree of importance of items under three
components (28 items in component 1, 11 items in component 2, and 11 items in
component 3). All consented items within each component were ranked, and the top
50% were chosen as the program content (O'Hagan et al., 2023). Meanwhile, the
priority of the degree of importance about the four dimensions of the program was
ranked. Scores were provided weightings as listed: 4 points ranking 1st place, 3 points
ranking 2nd place, 2 points ranking 3rd place, and 1 point ranking 4th place.

Data analysis. Data on the Qualtrics platform was delivered to IBM SPSS
statistics version 26 (IBM Corp., Armonk, NY, USA) for further analysis. Descriptive
statistics were computed for participants in each Delphi stage and the entire sample.
Continuous variables were summarized using mean (standard deviation) or median
(interquartile range), while categorical variables were described using proportions (%)
and frequencies. Thematic analysis was employed to analyze responses from those

open-ended questions (Braun & Clarke, 2006).
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2.1.2.2 Understanding the context. Several approaches were employed to
understand the context in the current study, including undertaking primary data
collection using the Delphi survey, reviewing published evidence regarding Hong
Kong context (e.g., georgical location, diet recipes) and working closely with
stakeholders by inviting depressed adults to review primary teaching materials (seen
in 2.2.3.). Moreover, the Context and Implementation of Complex Interventions
(CICI) framework was adopted to guide the comprehensive understanding and
reporting of the context and setting for the developed program (Pfadenhauer et al.,
2017) (Table B in Appendix B).

2.1.2.3 Designing and refining the program. The format (a group format with 3-
10 participants), dose (six 120-min consecutive weekly sessions), and delivery (face-
to-face modality, using motivational interviews, teach-back method, and goal-setting
strategies) of the program was ensured on the basis of multicomponent lifestyle
medicine programs for depression literature, health behavior change literature, the
systematic review depicted in step one (Ruan et al., 2023), and discussions with
stakeholders and our multi-professional research team (one psychiatrist, one clinical
psychologist, two mental health nurses, one TCM nurse, and eight Hong Kong
Chinese medicine practitioners).

Subsequently, the same research team and three program providers (demographic
characteristics seen in Table C1 in Appendix C) as well as five Hong Kong Chinese
depressed adults (demographic characteristics seen in Table C2 in Appendix C) were
invited to evaluate and refine the initial program manual and measure how feasible,
acceptable, and engaging the program is. Revisions and improvements to the program
manual were made based on collected feedback accordingly.

2.1.3 Methods - step 3: drawing on existing theories and articulating program
theory.

The aims of step 3 were to draw on existing theories and articulate program
theory for the multicomponent TCM lifestyle medicine program for depression in a

conceptual framework and presenting in a corresponding logic model.
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2.1.3.1 Drawing on existing theories.

A series of behavior change theories and psychological theories supporting the
development of lifestyle-related programs were reviewed. That included theory of
reasoned action, theory of planned behavior, theory of the integrated behavior model,
the health belief model, the transtheoretical model (TTM), social cognitive theory
(SCT), and the socioecological model (focusing on the ecological level) (Frates &
Eubanks, 2019).

2.1.3.2 Articulating program theory

A conceptual framework is intertwined with program theory and serves as the
theoretical foundation for program theory (Leshem & Trafford, 2007). The conceptual
framework for our program was created based on theoretical sources (stages of
change and several theoretical constructs from the TTM), and empirical sources
(literature and books of TCM health preservation and lifestyle medicine, and TCM
clinical practice guidelines of depression treatment) (Table 1). A logic model, adopted
to present our program theory, was led by the logical model development guide and
influenced by several logic model templates. The quality of the developed logic
model was ensured using the logic model review checklist (Table D in Appendix D).

2.1.4 Study registration.

The evaluation of the multicomponent TCM lifestyle medicine involving a
pilot randomized controlled trial, which has been registered at ClinicalTrials.Gov
(Registration Number: NCT05799586) on 05/04/2023.

3. Results
3.1 Results — step 1: preparation phase

3.1.1 Results of understanding the public health issue and identifying
resources. The importance and need of a novel multicomponent TCM lifestyle
medicine program for depression, an urgent public health issue, was confirmed after
our literature review. We obtained two finding sources, one at the university stage and

one at the territorial stage in Hong Kong to assist the program development.
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3.1.2 Results of reviewing published evidence. In accordance with the updated
textbook and health preservation, three components of the program were selected
based on team discussion and experts’ opinions, hamely nourishing the heart
(component 1), nourishing according to time (component 2), and nourishing the Qi
(component 3). The decision was made because these components reflected TCM
dialectical treatment and nursing most, were closely related to mood (depression) and
might be most helpful for treating depression, as well as relatively easy to implement,
with potential high feasibility and applicability for depressed individuals. Meanwhile,
based on the integrated evidence from three resources, an initial seven-point Likert-
type scale (1 = “strongly disagree” and 7 = “strongly agree”) with 61 items regarding
program content was developed for further content evaluation in the Delphi survey
(40 items for component 1, 12 items for component 2, 9 items for component 3).
Three open-ended questions inquiring about perceptions regarding each component of
multicomponent TCM lifestyle medicine for depression were incorporated in the
scale. Moreover, according to the findings of the systematic review (Ruan et al.,
2023), research gaps like available studies lacking evidence supporting their
developed programs being evidence-based and theory-informed, were shown. Also,
the information that the average program duration was 6.5 weeks (2-12 weeks) was
reported. Both provided directions for our being developed multicomponent TCM
lifestyle medicine program for depression.

3.2 Results - step 2: validating program components and content within the
understanding the context

3.2.1 A Delphi survey

3.2.1.1 Expert panel demographics. A total of 10 Chinese medicine practitioners
(6 females, 4 males) with an average age of 41 years old participated in the three-
round Delphi survey from 1 September to 12 November 2022. The response rate was
83.33% (out of 12 experts), and the retention rate was 100%. The demographic

characteristics of the Delphi panel members are shown in Table 2.

113



Round 1: The first-round survey started from 1 September to 9 September 2022
(nine days). Consensus was reached in 42 items after the round 1 survey, which
included 26 items for nourishing the heart, 8 items for nourishing according to time,
and 8 items for nourishing the Qi. The median, interquartile range, and percentage
agreement values in round 1 Delphi survey is presented in Table E1 in Appendix E.

Round 2: The second-round survey commenced on 30 September and ended on 9
October 2022 (ten days). Eight items showed agreement of >80% in Round 2.
Fourteen items of <80% were removed and related reasons from experts were
provided in Table E2 in Appendix E. The median, interquartile range, and percentage
agreement values in round 2 Delphi survey is presented in Tabe E3 in Appendix E.

Round 3: The third-round survey started from 4 November to 12 November 2022
(nine days). “Theoretical knowledge of TCM health preservation” was given the
highest priority of four dimensions of the development program (Tabe E4 in
Appendix E). Twenty-six items were established as the consented content of the
program, which included 14 top items (means ranging from 5.8 to 6.3) under
nourishing the heart, 6 top items (means ranging from 6.0 to 6.5) under nourishing
according to time, and 6 top items (means ranging from 5.9 to 6.2) under nourishing
the Qi. The importance ratings in Round 3 Delphi survey are presented in Table 3.

3.2.2 Understanding the context

Based on the understanding of the context from different perspectives and
corresponding adjustments, the context suitability of the initial program content has
been enhanced. Examples of content revised, or added to fit the Hong Kong context
were shown in Tables F1 and F2 in Appendix F.

3.2.3 Designing and refining the program

Three iterations of refinements were completed among research team regarding
program objectives, content arrangement, time allocation for each segment in each
session. Five iterations of refinements were completed among three Chinese medicine
practitioners followed by one iteration of refinement in depressed patients. Table F2

in appendix F provides examples of comments during the iterations of refinement and

114



relevant modifications. The final version of the program manual was established
(Appendix G). Meanwhile, examples of teaching materials for each session were
created (Figures H1-H6 in Appendix H).
3.3 Results — step 3: drawing on existing theories and articulating program theory
Drawing on existing theories

The TTM was the theory drawn on for our program because of its characteristics
suitable for the multicomponent TCM lifestyle medicine program and achieving
research aim. Specifically, learning and practicing TCM lifestyle is not one-point or
short-term behavioral change but a long-term process that unfolds over time through a
sequence of change (Frates & Eubanks, 2019). Thus, TTM, together with stages of
changes, the theory suitable for long-term behavior change, not only meets the
requirements, but also provides a set of specific strategies that help individuals move
along through the stages. Moreover, drawing on more than one theory, especially
from different disciplines, may help inform the program development (O'Cathai et al.,
2019).

3.3.1 Articulating program theory

The conceptual framework for the multicomponent TCM lifestyle medicine for
depression was developed and has nine explanations and corresponding assumptions
(Table I in Appendix I). The logic model was formed with the guidance of program
theory (Fig. 2). The developed logic model relies on the assumption that the way in
which depressed people live their life exerting an effect on their emotion (depression)
and other health-related outcomes. Changing unhealthy lifestyle according to TCM
health preservation theory will relieve depression, reduce anxiety, decrease stress,
alleviate fatigue, increase sleep quality, improve quality of life, and promote health-
promoting lifestyle behavior.
4. Discussion

This paper discusses the implementation of the updated Medical Research
Council framework guidelines to create an evidence-based, theory-informed,

implementable and practicable complex program for depression. Limited studies have
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reported the detailed development process of the complex program using the updated
Medical Research Council framework in fields like complementary and alternative
medicine, lifestyle medicine, psychology, and nursing (O'Cathain et al., 2019;
Skivington et al., 2021). Although compelling evidence from Hong Kong and other
regions or countries have shown the effectiveness of using multicomponent lifestyle
medicine programs to reduce depression, but no such a study has revealed the
development of complex programs in detail. That may lead to research waste
(O'Cathain et al., 2019) and hinder the positive development of those fields,
particularly the emerging field, lifestyle medicine. Whereas our study functions as an
instance of how to develop a complex health program and provides essential direction
and inspiration for developing complex programs by demonstrating the employment
of methodological approaches that incorporated a range of data, stakeholders, and
expert views. More than that, this article also provides details for future similar RCTs’
replication and improves the credibility of generated evidence.

This is a multi-method study with collaborative effort involving a multi-
professional research team, stakeholders, Chinese medicine practitioners and
researchers. Several actions followed the complex program development guidance
were utilized (O'Cathain et al., 2019; Skivington et al., 2021), including reviewing
published evidence, undertaking primary data collection, drawing on existing theory,
articulating program theory and designing a logic model, understanding the context,
and designing and refining the program. Although this study was conducted in a
stepwise procedure, the application of these actions was not linear and could
intermingle with other actions sometimes.

On the basis of reviewing published evidence, findings from the Delphi survey,
and discussions with stakeholders and the multi-professional research team, we
successfully developed a program manual for the multicomponent TCM lifestyle
medicine for depression. It should be noted that the Delphi method has been widely
adopted to obtain expert consensus in TCM (Ruan et al., 2024). Besides, the

developed program manual can assist program providers and other research members
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(e.g., research assistants who will collect data) understand the program, deliver, or
replicate it (O'Cathain et al., 2019). Also, that will function as the basic materials used
for further program training.

A program theory is the foundation of theory-based evaluation, the form of
evaluation addressing to the limitations of traditional evaluation methodologies within
the framework of positivist scientific understanding, and not only understands
whether a program works, but also how a program is expected to generate findings
(Wallner et al., 2023). However, a dearth of studies (particularly in lifestyle medicine
for depression areas) have formulated or showed a program theory to elucidate how
the active components of the program were expected to function, and which impacts
the context brought to (Wallner et al., 2023). The current study made full of
theoretical source and empirical source to develop a program theory for the
multicomponent TCM lifestyle medicine program for depression, followed by
creating a visual logic model. This works as an example of developing program
theory and promoting further theory-based evaluation. This theory-based action is
rooted in critical realism (O'Cathain et al., 2019), which is also consistent with the
philosophical underpinning for the development and evaluation of the
multicomponent TCM lifestyle medicine for depression, showing the rigor of research
design.

Understanding the context while developing the program may reduce the risk of
failure in later research stages, such as program evaluation or implementation
(O'Cathain et al., 2019). Nevertheless, in the realm of lifestyle medicine for mental
health, limited attention has been given to the issue of context during the process of
developing multicomponent lifestyle medicine programs for depression (Chu et al.,
2022; Ip et al., 2021; Wong, Ho, Shi, Sarris et al., 2021; Wong, Ho, Shi, Tong et al.,
2021). In these studies, main actions taken to understand the context were only simple
adjustments of the protocol which has been developed and validated in different
countries influenced by various history, culture, economics, and healthcare system

(e.q., protocols utilized in the Healthy Body Healthy Mind Integrative lifestyle
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program in Australia is just an example) (Chu et al., 2022; Ip et al., 2021; Murphy et
al., 2019). Main focus of protocol adaptation was just on the domain of diet instead of
other areas, such as types of physical activities, sleep education, and stress
management (Ip et al., 2021; Wong, Ho, Shi, Tong, et al., 2021). By contrast, our
study involved a variety of members who provided comprehensive perspectives
regarding Hong Kong context. Meanwhile, the CICI framework was applied to help
us understand and analyze the context throughout the program development.
Moreover, revisions based on findings from three approaches (the Delphi survey,
published evidence review as well as program providers and depressed individuals
review) were completed accordingly. Thus, those strategies together will
comprehensively enhance the suitability of the program used in Hong Kong, not only
just in diet domain, but also in other lifestyle related domains. That might thereby
enhance the likelihood of acceptance, use and adherence to practice of the developed
novel treatment among individuals with depression in corresponding regions,
contributing to better depression management and the improvement of overall well-
being.

4.1 Strengthens and limitations

To the best of our understanding, this is the first published article describing a
similar detailed complex program for depression employing diverse designs in the
development and integration of all elements of evidence (published one as well as
consented one), theory, involving researchers with different professions, stakeholders,
program providers, patients, and integration of context considerations from diverse
perspectives. Our study serves as a model for future development of complex TCM
health interventions.

Nonetheless, the present study has some limitations. First, only five Hong Kong
depressed adults, who were relatively young and highly educated participated in the
program development phase as volunteers, which may not be heterogenous enough to
provide diverse feedback. Second, owing to the stringent time limit of the research

project, we did not conduct qualitative interviews with volunteers to gain their deeper
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insights to assess and refine the program. All of which may cause a few program
contents not suitable for Hong Kong depressed adults with low education level, or
those with poor TCM health literacy. Nevertheless, feedback from participants should
be collected to refine the program content in the future studies.
5. Conclusions

This article reports the development of a complex multicomponent TCM lifestyle
medicine program to relieve depression thoroughly and transparently, with a specific
focus on Hong Kong context and a particular base on TCM theory. The developed
program is planned for long-term implementation in clinical practice and research by
a multi-professional team. Currently, as a next step in the short term, this program
will be tested for its feasibility, acceptance, and preliminary efficacy in mixed
methods research, showing as a pilot randomized controlled trial followed by a
qualitative study and complemented by a thorough process evaluation in accordance

with the Medical Research Council framework.
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Table 1 Sources forming the conceptual framework for multicomponent traditional Chinese medicine lifestyle medicine program for depression

Source Dimension
Theoretical 1.Stages of change (precontemplation, contemplation, 2. Several theoretical constructs from the Transtheoretical Model (self-efficacy, consciousness
source preparation, action, and maintenance) raising, self-revaluation, helping relationships, reinforcement management, counter conditioning,
social liberation, and stimulus control)
Empirical 1. A review of Traditional Chinese Medicine health 2. Lifestyle medicine literature and 3. Traditional Chinese Medicine clinical practice guidelines
source preservation literature and books books for relevant topic of depression treatment

124



Table 2 Demographic characteristics of the Delphi panel members (N = 10)

Characteristic Number Percentage (%)
Age in years, mean (range; SD) 41 (32 to 52; /
5.66)

Gender

Female 6 60

Male 4 40
Education level

Doctorate degree 8 80

Master’s degree 2 20
Years of working as a CMP in Hong Kong

6-10 3 30

11-15 4 40

16-20 3 30
Working units of local CMPs

Private clinics 3 30

University affiliated clinics 6 60

Hospital authority tripartite Chinese Medicine 1 10
clinics

Note. CMP = Chinese medicine practitioner; SD = standard deviation.
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Table 3 The mean and SD values of the importance ratings for the multicomponent TCM lifestyle medicine program in round 3 Delphi survey

Items Mean (SD) Rank

Section 1: The curriculum setting of nourishing the heart

Introduce the etiology and pathogenesis of TCM health preservation and emotion (depression) 6.3 (0.67) 1
Define mental health care in nourishing the heart 6.3 (1.25) 2
Provide simple, syndrome differentiation-based diet suggestions for depression in class 6.3 (0.67) 3
Introduce the definition of TCM health preservation 6.1(1.29) 4
Introduce the theoretical foundation of TCM health preservation 6.1 (0.74) 5
Introduce the therapeutic strategies of TCM health preservation and emotion, including nourishing the heart, nourishing the Qi, and nourishing according to time 6.1 (0.99) 6
Practice Baduanjin, a method of gi regulation, in class with the instructor 6.0 (0.94) 7
Define refined hobbies in nourishing the heart 6.0 (0.82) 8
Describe the specific method of mental health care in nourishing the heart: Temperance method 5.9 (0.74) 9
Describe the specific method of mental health care in nourishing the heart: Catharsis method 5.9 (1.29) 10
Describe the specific method of mental health care in nourishing the heart: Abstinence and essence conservation, clear heart, and calm the mind 5.9 (0.74) 11
Describe the specific method of mental health care in nourishing the heart: Meditation 5.9 (0.57) 12
Practice meditation, a method of mental health care in class 5.9 (0.74) 13
Describe the specific method of mental health care in nourishing the heart: Qi regulation 5.8 (0.63) 14
Describe the specific method of mental health care in nourishing the heart: Spiritual cultivation in the four seasons 5.7 (1.06) 15
Describe the definition and function of social interaction in nourishing the heart 5.7 (1.16) 16
Introduce the syndrome differentiation and treatment of TCM health preservation and emotion 5.6 (0.70) 17
Describe the specific method of mental health care in nourishing the heart: Distraction 5.6 (1.07) 18
Describe the specific method of mental health care in nourishing the heart: Enlightened method 5.6 (1.07) 19
Describe the principles and measures of establishing a healthy communicative environment in social interaction for nourishing the heart 5.6 (1.17) 20
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Describe a refined hobby for nourishing the heart: Travel
Describe a refined hobby for nourishing the heart: Music therapy

Try a refined hobby by appreciating a beautiful painting and/or calligraphy that could nourish the heart
Describe a refined hobby for nourishing the heart: Appreciation of flowers and birds

Describe a refined hobby for nourishing the heart: Aromatherapy

Describe a refined hobby in nourishing the heart: Reading beautiful articles

Describe a refined hobby for nourishing the heart: Tasting tea

Describe a refined hobby for nourishing the heart: Playing chess

Section 2: The curriculum setting of nourishing according to time

Describe the concepts and principles of health-preserving daily schedule, which includes conforming to the laws of nature, complying with the patterns of human

body, and maintaining the moderation of works and rests
Learn and practice acupoints that can improve sleep quality and relieve depression in class, including Baihui (DU20), Shenmen (HT7), Neiguan (PC6), and
Yintang (EX—HN3)]

Describe 3—4 acupoints that can improve sleep quality, relieve depression, and be easy manipulated [Baihui (DU20), Shenmen (HT7), Neiguan (PC6), and
Yintang (EX—HN3)]

Describe the principle of eating according to time and season, and introduce seasonal food

Describe sleep regulation methods, including “regulation before bedtime,” “regulation at bedtime,” and “ten contraindications regarding sleep”

Describe self-regulating sleep aids (meditation, self-hypnosis to fall asleep, tranquility)

Describe a sleep aid, diet for better sleep; for example, taking a small amount of food for better sleep, such as lily, longan, and jujube (appropriate type of syndrome and
body constitution should be considered)

Practice nourishing according to time through tasting shen-calming foods and drinks (suitable food should be provided based type of syndrome and body constitution)
Describe a sleep aid, shen-calming music

Close the eyes and listen to calming music to experience nourishing according to time in class (e.qg., five-tone music)

Describe the TCM theories and knowledge in sleep, including sleep stages, the role of sleep, and the judgment of sleep quality, etc.

Section 3: The curriculum setting of nourishing the Qi

Define and describe the function of nourishing the Qi

Describe the relationship between “nourishment Qi” and “depression” in TCM (“adjustment of body,” “regulation of breathing,” and “regulation of mental
activities™)

Describe diet suggestions related to TCM emotion and depression and nourishing

Describe Baduanjin, a method for nourishing the Qi, including overview, function, and practical method

Experience nourishing the Qi by learning and practicing Baduanjin in class (twice)

Describe the relationship between Qigong and depression and the related function of Qigong on depression

Experience nourishing the Qi by learning and practicing six-character formula in class (twice)

Describe the philosophical foundation of Qigong in nourishing the Qi

Describe six-character formula, a method for nourishing the Qi, including overview, function, and practical method

Describe basic techniques of simple gigong, a method for nourishing the Qi, including overview, function, and practical method

Experience nourishing the Qi by learning and practicing basic techniques of simple Qigong in class (twice)

5.5 (1.18)
5.4 (1.26)

5.2 (1.14)
5.2 (1.23)
5.1 (1.66)
5.0 (0.82)
4.9 (1.66)
4.7 (1.06)

6.5 (0.71)

6.4 (0.97)
6.3 (0.95)

6.3 (0.67)
6.1(0.74)

6.0 (0.67)
5.9 (0.74)

5.9 (0.74)
5.7 (1.06)
5.7 (1.34)
5.3 (1.34)

6.2 (1.23)
6.2 (0.79)

6.2 (0.63)
6.1 (0.74)
6.0 (1.15)
5.9 (0.74)
5.8 (1.14)
5.7 (0.82)
5.7 (1.06)
5.6 (0.84)
5.3 (1.34)

21
22

23
24
25
26
27
28

© oo N o h W

N
= o

Note. SD = standard deviation; TCM = traditional Chinese medicine.
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Fifs 20 SRIERPES AR

BRSSP RETR AR TR Z MR EER

SRIE SRRV AHREEEN  EEEN (%) REEEn (%) JEEFEE EHEE N (%) gy

n (%) (%) n (%) ()
FRi 1 (n =19) 1 (5.26) 1 (5.26) 0(0) 5 (26.32) 0(0) 12 (63.16) 9.00 (1.53)
Fi0 2 (n=17) 1 (5.88) / 2 (11.76) 2 (11.76) 3(17.65) 9 (52.94) 8.94 (1.48)
9% 1 (n =17) / 1 (5.88) 3(17.65) 2 (11.76) 11 (64.71) 9.35 (0.10)
9% 2 (n = 18) / / 1 (5.56) 3(16.67) 3(16.67) 11 (61.11) 9.33(0.97)
#41(n=19) 3(15.79) 3(15.79) 3(15.79) 10 (52.63) 9.05 (1.18)
5.2 (n = 16) 1 (6.25) 2 (12.50) 1 (6.25) 12 (75.00) 9.50 (0.97)
BARRFE (n = 16) / / 1 (6.25) 2 (12.50) 5 (31.25) 8 (50.00) 9.25 (0.93)
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x5
BRI B E B A ME R RS T B B A s AR s M B A R
&H BHEED N (%) REB N (%) —f& n (%) BEEIn (%)  IEEAEBIN (%) EYE(EEEE)

#1001 (n=19)

1 hEEAeES « ER R AT 0 0 1 (5.26) 12 (63.16) 6 (31.58) 4.26 (0.56)
2. R AR R AR 2 fE 5 TR 0 0 2 (10.53) 12 (63.16) 5 (26.32) 4.16 (0.60)
3. B A AR R R 0 0 4 (21.05) 12 (63.16) 3(15.79) 3.95 (0.62)
4. PB4 F AR AL BRI S ( CRAMHIE" 8 “TPrha—" ) 0 0 3(15.79) 11 (57.89) 5(26.32) 4.11 (0.66)
5. A BEERHIHYHE R 0 0 1 (5.26) 13 (68.42) 5 (26.32) 4.21 (0.54)
6. rEE A BUEEHIAY SRS 0 0 1 (5.26) 13 (68.42) 5 (26.32) 4.21 (0.54)
7. BN 2 CHMBRELET ER 0 0 1 (5.26) 13 (68.42) 5 (26.32) 4.21 (0.54)
8. HE/\ Bt 0 0 1 (5.26) 13 (68.42) 5 (26.32) 4.21 (0.54)
9. A HrEe AR FRiIE e e R (1) 0 0 1 (5.26) 13 (68.42) 5 (26.32) 4.21 (0.54)
%1[} 2 (n = 17)

1. HERBELENER 0 0 2 (11.76) 11 (64.71) 4 (23.53) 4.12 (0.60)
2. RN ERSTTAZ GiFA 0 0 2 (11.76) 10 (58.82) 5 (29.41) 4.18 (0.64)
3. WEHEAENERS A HOA 0 0 3 (17.65) 10 (58.82) 4 (23.53) 4.06 (0.66)
4. MEWEENERITAZ SRR - B oEM 0 0 2 (11.76) 11 (64.71) 4 (23.53) 4.12 (0.60)
5. WEHEEN AR A ARE 0 0 1 (5.88) 8 (47.06) 8 (47.06) 4.41 (0.62)
6. METEANTERG T E AR 0 0 1 (5.88) 10 (58.82) 6 (35.29) 4.29 (0.59)
7. EEEHEEZ EHE 0 0 0 10 (58.82) 7 (41.18) 4.41 (0.51)
8. EAYREARE ROV AR s 2 0 0 0 12 (70.59) 5 (29.41) 4.29 (0.47)
B 1 (n=17)

1. BSEAE SR 0 0 0 13 (76.47) 4 (23.53) 4.24 (0.44)
2. EEBEAHINES KA 0 0 1 (5.88) 9 (52.94) 7 (41.18) 4.35 (0.61)
3. EEERFEEEE 1 “EERTFEET 2 CEIEE 0 0 1(5.88) 10 (58.82) 6 (35.29) 4.29 (0.59)
4. EERFIEDE 1 “MERTHE 2 “HEILIBIR 0 0 0 11 (64.71) 6 (35.29) 4.35 (0.49)
5. MEERZEEGE 1 “HERTFHRT 2 ERRE - HEDESRIN 0 0 0 9 (52.94) 8 (47.06) 4.47 (0.51)
6. MEARIEEGE 1 MEFTIE >~ “BERT 1 /NSRNAREEKER” 0 0 1 (5.88) 11 (64.71) 5(29.41) 4.24 (0.56)
7. EENREMERL 1 HEFTHET 2 “HBUFEERT 0 0 2 (11.76) 7 (41.18) 8 (47.086) 4.35 (0.70)
8. HINR - fite AR RENRI 1 (Eg0) 0 0 0 7 (41.18) 10 (58.82) 4.59 (0.51)
9. FLPHEEEGEE LB e 3 0 0 0 10 (58.82) 7 (41.18) 4.41 (0.51)
B 2 (n = 18)

1. MEMREMEES 2 “MENEEET 2 “TERRE R 0 0 0 12 (66.67) 6 (33.33) 4.33 (0.49)
2. FEIRFAMETEL 2 “HERGFAME” 2 “HRARAS” 0 0 0 9 (50.00) 9 (50.00) 4.50 (0.51)
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4.31 (0.48)
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A Multicomponent Traditional Chinese medicine lifestyle medicine program for

depression: A pilot randomized controlled trial
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1. Introduction

Depression, a debilitating mental disorder disturbing 322 million global people, is
treatable, but its management is unsatisfactory (Herrman et al., 2022; World Health
Organization, 2017). Alternative effective treatments are warranted. A meta-analysis
and recent randomized controlled trials (RCTSs) indicated that lifestyle medicine (LM)
that target these unhealthy lifestyle factors together has been shown to effectively
relieve depression (Ip et al., 2021; Wong, Ho, Shi, Sarris, et al., 2021; Wong, Ho, Shi,
Tong, et al., 2021; Wong et al., 2024).

While depression is universal, culture and context matter (Herrman et al.,
2022). Depression is the consequence of a series of factors, typically the interaction of
proximal adversities with social, environmental, genetic, resilience and developmental
risk factors (Herrman et al., 2022). Lifestyle is formed in particular cultural,
geographical, political, and religious contexts, reflecting values, attitudes, and
customs (Chaney, 1996; Farhud, 2015). In different regions, inhabitants possess
lifestyles that exhibit distinct characteristics (Farhud, 2015). Thus, a culturally
tailored intervention will be critical to engage local people with the treatment (Barrera
etal., 2013).

Traditional Chinese medicine (TCM) has a long history in Hong Kong and a
profound influence on the residents’ beliefs, behavior, health-related perceptions, and
actions such as carefully selecting a diet to maintain the balance of yin and yang
(Chung et al., 2014). As the positive attitude towards TCM predicted the utilization of
TCM (Ng et al., 2022), the LM program for depression may be more appealing to the
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Hong Kong Chinese people if being developed based on local culture and context
using TCM theory. Such design may further enhance the treatment acceptability and
compliance, thereby increasing treatment efficacy. A recent RCT demonstrated that a
cognitive behavioral intervention specifically tailored for Black women significantly
improved insomnia and achieved higher completion rates among such demographic
(Zhou et al., 2022).

Therefore, we developed the first evidence-based, expert consensus-achieved,
theory-informed, and multicomponent TCMLM program for depression using a
multimethod study (Ruan et al., 2023; 2024). In the current study, we aimed to
examine the feasibility, acceptability, and preliminary efficacy of this novel program

for adults with moderate depression.

2. Methods
2.1 Study design

The study was a single-blind, two-arm, parallel-group pilot RCT. The Human
Subjects Ethics Committee of the Hong Kong Polytechnic University approved the
study protocol (HSEARS20230110005). The trial was registered at clinicaltrials.gov
(NCT05799586).

2.2 Participants

The inclusion criteria were: 1) Hong Kong Chinese adults aged 18-65 years;
2) with a Patient Health Questionnaire-9 (PHQ-9) score of 10-19, indicating moderate
level of depression (Kroenke et al., 2001); 3) able to communicate in spoken
Cantonese and written Chinese; (4) willing to provide a written informed consent; and
5) able to comply with the trial protocol.

The exclusion criteria were: 1) starting new antidepressants or changing the
type or dosage within the last 3 months; 2) pregnant, during lactation, or planning to
be pregnant; 3) had suicidal ideations evaluated by the Hamilton Depression Rating

Scale item on suicide (score > 3) (Zheng et al., 1988); 4) cognitive impairment (Hong
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Kong Montreal Cognitive Assessment score < 22) (Yeung et al., 2014); 5) diagnosed
with schizophrenia, psychotic disorders, or bipolar disorder screened by the Chinese
version of the Structured Clinical Interview for DSM-1V (So et al., 2003); 6) any
medical condition that physicians or investigator deemed not suitable for
participation; and 7) participating in another clinical trial or using psychotherapy

during the study period.

2.3 Procedures
2.3.1 Randomization and concealment

Eligible participants were randomly assigned to either the multicomponent
TCMLM group or the waitlist control group (WLCG) at a ratio of 1:1 by block
randomization with random block sizes of 4 or 6. The randomization was performed
by an independent researcher using a computer-generated list of numbers. Allocation
concealment was ensured by storing the randomization sequence in an encrypted
electronic file, which was inaccessible to the study investigators and program

providers. Blinding participants and program providers was not possible.

2.3.2 Interventions
2.3.2.1 TCMLM group

The TCMLM program consisted of six 2-hour weekly sessions on a face-to-
face small group basis (4-8 participants), which covered three topics in terms of TCM
theory (“nourishing the heart,” “nourishing according to time,” and “nourishing the
Qi”) (see in supplementary document and Table S1 in Supplementary Table). Each
session covered at least two lifestyle-related components from sleep, diet, exercise,
and stress management.

Cantonese was the medium of instruction. The instructors utilized interactive
techniques, motivational interviewing strategies, and teach-back methods to elicit
participants’ motivation to change a specific negative behavior, ensure participants’

understanding of TCMLM and improve trial compliance. Meanwhile, the SMART
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(Specific, Measurable, Achievable, Relevant, and Time-Bound) goal-setting strategies

were introduced to promote weekly lifestyle goal setting.

2.3.2.2 WLCG group
WLCG group did not receive the TCMLM program during the 12-week

follow-up. The TCMLM program was provided as compensation at week 12.

2.3.3 Concurrent treatment
Both groups received usual care, such as healthcare services and current
medications (Petersson et al., 2023). Antidepressants were allowed given that the

dosage and types remained unchanged.

2.4 Assessment measures
2.4.1 Program feasibility and acceptability

The program’s feasibility was evaluated by examining various factors related
to recruitment and screening feasibility and retention and attrition rates (Jacques et al.,
2022; Nic Giolla Easpaig et al., 2022). Program acceptability was measured using two
10-point numeric items from 1 (extremely dissatisfied/extremely unwilling) to 10
(extremely satisfied/extremely willing), which were “Are you satisfied with the
sessions of multicomponent TCMLM program for depression?” and “Would you be
willing to learn more about the content of multicomponent TCMLM program for

depression?” Adverse events were documented if reported.

2.4.2 Outcome evaluation

The primary outcome measure was the PHQ-9 for depression (Kroenke et al.,
2001; Yu et al., 2012). Secondary outcomes included Generalized Anxiety Disorder-7
(GAD-7) for anxiety (Spitzer et al., 2006), Perceived Stress Scale (PSS-10) for stress
(Cohen & Williamson, 1988), Insomnia Severity Index (ISI) for sleep (Bastien et al.,
2001), Fatigue Assessment Scale (FAS) for fatigue (Ho, Lai, Ng., 2021), Short Form
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6-Dimension (SF-6D) for quality of life (Brazier et al., 2002), the General Self-
Efficacy Scale (GSE) for self-efficacy (Schwarzer & Jerusalem, 1995), the Health-
Promoting Lifestyle Profile Il (HPLP II) for health-promoting behavior (Walker et al.,
1995), and the Credibility/Expectancy Questionnaire (CEQ) for treatment evaluation
(Devilly & Borkovec, 2000).

Assessments were conducted at baseline (T0O), week 2 (week-2 mid-treatment,
T1), week 4 (week-4 mid-treatment, T2), week 6 (week-6 immediate post-treatment,
T3), week 8 (2 weeks post-treatment, T4), and week 12 (6 weeks post-treatment, T5)
for depression, anxiety, stress, sleep quality, fatigue, and self-efficacy; at TO, T2, T3,
T4, and T5 for health-promoting behavior; and at TO, T3, T4, and T5 for quality of
life. Treatment evaluation was measured at the first session and the sixth (final)
session of the program. Apart from the treatment evaluation, all questionnaires were
administered through the Qualtrics platform (Qualtrics, Provo, UT, USA).

Sociodemographic and clinical characteristics were collected at baseline. A
TCM Body Constitution Questionnaire (China Association of Chinese Medicine,

2009) was used to assess their constitutions.

2.5 Statistical analyses

The sample size calculation followed the recommendation of at least 12
patients in each group in a pilot clinical trial combined with the consideration of 30%
dropout (Castro et al., 2021). Thus, at least 18 patients per group is required.

All analyses were conducted using SPSS Windows (version 28.0, IBM Corp.,
Armonk, NY, USA). Statistical significance was set with a P value of less than 0.05.
An intention-to-treat analysis approach based on randomized assignments was
applied. The baseline characteristics of the TCMLM group and WLCG were
presented using descriptive statistics and compared using an independent sample t-test
or chi-square test, as appropriate.

A generalized estimating equations (GEE) model was used to compare the

primary and secondary outcomes between the TCMLM and WLCG groups from
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baseline (T0) to mid-treatment (T1, T2), 6-week immediate posttreatment (T3), and
follow-up assessments (T4, T5). Bonferroni corrections were used for adjustment of
multiple timepoint comparisons, with a conservative threshold P value of < 0.01 for
outcomes measured at five post-baseline timepoints (PHQ-9, GAD-7, PSS-10, ISI,
FAS, and GSE); a P value of < 0.0125 for HPLP-Il measured at four post-baseline
timepoints; and a P value of < 0.0167 for SF-6D measured at three post-baseline
timepoints (Lee & Lee, 2018). Between-group effect sizes were calculated and
reported using Cohen’s d, with magnitudes of 0.2, 0.5, and 0.8 referring to small,
moderate, and large effects, respectively (Cohen, 1998).

Reaching clinical significance was defined as at least a five-point drop in the
PHQ-9 score from baseline to 6-week immediate posttreatment (T3) (Lowe et al.,
2004). The chi-square test of independence or Fisher’s exact test was applied to
measure any significant difference in the number of patients who reached clinical
significance and in the proportion of patients who reached a PHQ-9 score of < 10 at
6-week immediate posttreatment between the two groups (Kroenke et al., 2001,
Kroenke et al., 2010). A paired sample t-test was conducted to examine the treatment
credibility and expectancy in the TCMLM group from the first session to the sixth

session.

3. Results
3.1 Baseline characteristics of participants

A total of 42 participants were grouped into the TCMLM group (n = 21) and
WLCG (n = 21). The mean age of these 42 participants was 44.1 (SD = 14.1) years.
The two groups did not differ in sociodemographic characteristics, clinical
characteristics, and clinical measure at baseline (P values > 0.05, Table 1). The

CONSORT flow diagram of study participants is provided in Figure 1.

INSERT FIGURE ONE HERE
INSERT TABLE ONE HERE
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3.2 Program feasibility and acceptability

The recruitment target of 42 participants was achieved after 94 recruitment
days. Across the 3-month recruitment period, an average of 69 potential eligible
participants were screened per month, and 14 were randomized per month. During the
intervention, 18 participants completed all six sessions (85.7%).

The total retention rate for all participants randomized in the study was 88.1%
(37 out of 42, Fig. 1). The attrition rate for the TCMLM group was 14.3% (3 out of
21). Related reasons for dropout were shown in Figure 1, and no statistically
significant difference was observed regarding attrition rates between the two groups
(P =0.634).

In terms of program acceptability, 43.8%, 18.8%, and 31.3% of participants in
the TCMLM group evaluated the program as “extremely satisfied,” “very satisfied,”
and “quite satisfied,” respectively. Moreover, 81.5% of participants in the intervention
group who completed the assessment showed a strong willingness (including “very
willing” and “extremely willing”) to learn more about the TCMLM (see Table S2 in

Supplementary Table).

3.3 Treatment effects

Tables 2 and 3 show the statistical summary of outcome measures across five
assessment timepoints.
3.3.1 Primary outcome

The GEE model demonstrated that the TCMLM group had a significantly
greater reduction in PHQ-9 score than WLCG, with a large effect size at five
assessment timepoints (T1: B, 2.435 [95% CI, 0.330-4.540; P=0.023,d =0.82]; T2:
B, 3.016 [95% CI, 0.920-5.111; P=0.005.d = 0.94]; T3: B, 3.579 [95% CI, 1.161—
5.997; P=0.004, d = 1.07]; T4: B, 3.513[95% CI, 1.151-5.875; P =0.004, d = 0.94];
T5: B, 3.314 [95% CI, 1.407-5.220; P < 0.001, d = 1.01]; Table 2 and Figure 2). The

differences remained significant after Bonferroni correction for multiple time

142



comparison points (P < 0.01), except at T1 (P = 0.023, Figure 2 and Table S3 in
Supplementary Table).

3.3.2 Secondary outcomes
3.3.2.1 Anxiety, insomnia, and stress

The TCMLM group was superior to WLCG in improving the GAD-7 score
(T2: P=0.005,d = 0.98]; T3: P=0.036, d = 0.76]; T4: P=0.014,d = 0.78]; T5: P =
0.006, d =0.77]) and ISl score (T1: P=0.009,d =0.72]; T3: P=0.007,d = 0.78]; T4:
P <0.001, d=1.3]; T5: P<0.001, d = 1.21]) from baseline to mid-treatment (T1 and
T2), 6-week immediate posttreatment (T3), and posttreatment (T4 and T5), with
medium-to-large effect sizes (Table 2 and Figure S1 and S2 in Supplementary
Figure). However, no significant group-by-time interaction was found in PSS-10
across the timepoints (P = 0.094-0.647; Table 2 and Figure S3 in Supplementary
Figure).

3.3.2.2 Fatigue, quality of life, health-promoting behavior, and self-efficacy

The TCMLM group was superior to WLCG in improving FAS (T3: P = 0.005,
d =0.74]; T4: P = 0.025, d = 0.57]; T5: P = 0.023, d = 0.67]), SF-6D (T4: P =0.032,
d = 0.53]), HPLP-11 (T2: P< 0.001.d = 0.7]; T3: P < 0.001, d = 0.63]; T4: P < 0.001,
d =0.81]; T5: P =0.013, d = 0.66], and GSE (T2: P = 0.005. d = 0.73]; T3: P =0.044,
d =0.56]; T4: P=0.037, d = 0.53]) from baseline to mid-treatment (T1 and T2), 6-
week immediate posttreatment (T3), and posttreatment (T4 and T5), with medium-to-

large effect sizes (Table 3 and Figures S4-S7 in Supplementary Figure).

INSERT FIGURE TWO HERE
INSERT TABLE TWO HERE
INSERT TABLE THREE HERE

3.4 Clinical significance
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A significantly higher proportion of participants in the TCMLM group
achieved a clinically significant reduction in depressive symptoms compared with
WLCG (TCMLM vs. WLCG: 10/20 vs. 3/19, P = 0.023). Additionally, 15 out of 20
participants in the TCMLM group and five out of 19 participants in the WLCG group
achieved PHQ-9 scores of < 10 at the week 6 assessment with a statistically

significant difference between the two groups (P = 0.002).

3.5 Treatment credibility and expectancy

The paired sample t-tests revealed no significant difference in treatment
credibility, [t(16) = —0.879, P = 0.393] and treatment expectancy, [t(16) = 1.734, P =
0.102] from the first session (week 1) to the last session (week 6) in the TCMLM

group.

3.6 Adverse events
Adverse events were reported, including increasing bowel movements after
consuming rose tea (n = 1), and experiencing dizziness during practice of the fifth

style of Baduanjin (sway the head and shake the tail) (n = 1).

4. Discussion

This RCT was the first to explore the feasibility, acceptability, and
effectiveness of a culturally contextualized LM program that integrated TCM theory
for treating depression. The results indicated that the program was feasible and
acceptable to participants, as evidenced by the satisfactory recruitment rate, retention
rate, and participants’ acceptability. The preliminary findings suggested that our
TCMLM program was more effective in reliving depression and improving other
related outcomes when compared to waitlist control.

The total retention rate of this project (88.1%) was satisfactory, which was
higher than that observed in several existing multicomponent LM interventions for

depression (50%—78.72%) (Aguilar-Latorre et al., 2023; Chu et al., 2022; Garcia et
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al., 2023; Ip et al., 2021; Wong, Ho, Shi, Tong, et al., 2021). Over 90% of participants
completed at least five out of six sessions. These notable positive findings may be
related to the high applicability of the culturally contextualized program content for
the local participants. Also, that may be attributed to the strategically planning of the
program content presentation, in which at least two lifestyle-related aspects in each
session, which may pique participants’ curiosity regarding the specific content of each
session, leading to an increased retention rate.

The results of the primary and secondary outcome measures suggested that the
TCMLM program was effective in relieving depressive symptoms and improving
other health-related outcomes. Large effect sizes were observed for TCMLM for
depression reduction during both treatment and follow-up period. The effect for
improving depressive symptoms at 6-week immediate posttreatment (d = 1.07) was
comparable to the effects from other psychological interventions using waitlist as a
control group (e.g., effect sizes of 0.81 to 1.07 in CBT, —1.01 to 1.15 in behavioral
activation, and —0.86 in supportive counselling) (Barth et al., 2016; Ciharova et al.,
2021; Cuijpers et al., 2019) and apparently higher than those of other multicomponent
LMs for depression (d = 0.56-0.69) (Bringmann et al., 2022; Ip et al., 2021; Wong,
Ho, Shi, Tong, et al., 2021; Wong et al., 2024).

These beneficial effects may be explained by three aspects. Firstly, our LM
program was culturally contextualized using a TCM theory-based approach was more
appealing to the participants. The participants showed a higher adherence and
engagement to the program and hence a higher treatment response. Secondly, our
program was run in a small-group basis rather than self-help approach. Group
modality, in which active group discussions are encouraged and group activities are
held, not only help participants normalize their own learning experience through
observing and identifying with others but also foster a sense of mastery through
providing positive reinforcement to other group members (Marmarosh et al., 2022;
Whitfield, 2010; Yalom & Leszcz, 2020). Thirdly, the application of motivational

interviewing strategies, teach-back method, and goal setting strategies may strengthen
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the compliance to changed behavior recommended in the program and lead to
enhanced effects (Cheng et al., 2023; Keeley et al., 2016; McNaughton et al., 2019).
Moreover, the potential transdiagnostic nature of the treatment might be one cause
(Ruan et al., 2023; Wong et al., 2024), but needs more studies to examine the
assumption.

Two adverse events were reported. Increased bowel movements were reported
after consuming rose drink may be related to its ingredients that facilitate the
prokinetic and laxative activities of the intestine (Akram et al., 2020). Another
reported experiencing dizziness while practicing the fifth style of Baduanjin may be
associated with the quick practice of the fifth movement, which involves moving the
head in a semi-squat position. The cilia may be stimulated extensively if the head

moves quickly, leading to benign paroxysmal positional vertigo (Parham, 2014).

4.1 Limitations

The findings should be considered within the context of study limitations.
First, the sample size was small and relatively homogeneous, thus restricting the
generalizability of findings. Second, the participants in the control group were
unmasked. This may possibly inflate the estimates of program effects. Finally, the
treatment and follow-up periods of the current program were relatively short. A
longer program and a longer follow-up period are required to examine the long-term

effects and compliance of the TCMLM program for the management of depression.

5. Conclusion

The findings revealed that TCMLM is a feasible, acceptable, and potentially
efficacious strategy for relieving depression among Hong Kong Chinese adults.
Future evaluation of RCTs with large sample size and longer follow-up period are
warranted. With further support from future studies, TCMLM could be a potentially
effective and safe approach for management and treatment of depression in

community mental health services.
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Figure 2

PHQ-9 Scores Across Assessment Time Points

-® |Intervention group (TCMLM) &% Control group (WLCG)

Depression (PHQ-9)

0 1 I 1 1 1 1

Baseline Week 2 Week 4 Week 6 Week 8 Week 10 Week 12

Note. PHQ-9 = patient health questionnaire; TCMLM = traditional Chinese medicine
lifestyle medicine; WLCG = waitlist control group. *p < .01, the significance

threshold after Bonferroni correction.
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Tables

Table 1. Sociodemographic Characteristics, Clinical Characteristics and Clinical Measures of Participants at Baseline

Characteristics Total (n =42) TCMLM (n=21) WLCG (n=21) Statistics p value

Age (years), mean (SD) 44.14 (14.13) 42.05 (13.83) 46.24 (14.44) z=0.781 .435

Sex, n (%)
Male 11 (26.19) 5 (23.81) 6 (28.57) x?=0.123 726
Female 31 (73.81) 16 (76.19) 15 (71.43)

Education level, n (%)
Secondary or below 13 (30.95) 5(23.81) 8 (38.10) x?=1.003 317
Tertiary or above 29 (69.05) 16 (76.19) 13 (61.90)

Marital status, n (%)
Single / Divorced / Widowed 28 (66.67) 14 (66.67) 14 (66.67) x? = 0.000 1.000
Married 14 (33.33) 7 (33.33) 7 (33.33)

Occupation, n (%) x?=1.933 .586
Employed 20 (47.62) 11 (52.38) 9 (42.85)
Freelancers 1(2.38) 1(4.76) 0 (0)
Unemployed 6 (14.29) 2(9.52) 4 (19.05)
Homemakers / Students / Retired 15 (35.71) 7 (33.33) 8 (38.10)

Drinking beers/wines/spirits = 1 time/week, n (%)
Occasionally 4 (9.52) 2 (9.52) 2(9.52) x?=0.682 .887
Rarely 10 (23.81) 4 (19.05) 6 (28.57)
None 28 (66.67) 15 (71.43) 13 (61.90)

Physical activities = 1 time/week, n (%)
Often 7 (16.67) 2 (9.52) 5 (23.81) x? =3.861 .293
Occasionally 13 (30.95) 9 (42.86) 4 (19.05)
Rarely 7 (16.67) 4 (19.05) 3(14.28)
None 15 (35.71) 6 (28.57) 9 (42.86)

Current psychiatric disorders, n (%)
Yes* 10 (23.81) 3(14.29) 7 (33.33) x? =2.100 147
No 32 (76.19) 18 (85.71) 14 (66.67)

Current antidepressant use, n (%)
Yes 10 (23.81) 3(14.29) 7 (33.33) x?=2.10 147
No 32 (76.19) 18 (85.71) 14 (66.67)

Current medical conditions, n (%)
Yes 8 (19.05) 2 (9.52) 6 (28.57) y?=2.471 116
No 34 (80.95) 19 (90.48) 15 (71.43)

Outcome measures
PHQ-9, mean (SD) 12.88 (2.17) 12.81 (1.91) 12.95 (2.44) z=-0.077 .939
GAD-7, mean (SD) 11.98 (4.09) 11.95 (4.71) 12 (3.49) z=0.177 .859
PSS-10, mean (SD) 24.40 (4.26) 24.19 (4.52) 24.6 (4.08) t=-0.322 .749
ISI, mean (SD) 16.86 (5.09) 16.86 (4.96) 16.86 (5.33) t=0.000 1.00
FAS, mean (SD) 34.95 (5.87) 34.19 (6.27) 35.71 (5.47) t=-0.838 407
GSE, mean (SD) 19.33 (4.29) 18.33 (4.75) 20.33 (3.62) t=-1.535 .133
SF-6D, mean (SD) 0.71 (0.07) 0.71 (0.08) 0.71 (0.07) z=0.591 .554
HPLP-II, mean (SD) 104.07 (16.89) 104.38 (19.64) 103.76 (14.09) t=0.117 .907

Note. FAS = fatigue assessment scale; GAD-7 = generalized anxiety disorder-7; GSE = general self-efficacy; HPLP-II = health-
promoting lifestyle profile II; ISI = insomnia severity index; PHQ-9 = patient health questionnaire; PSS-10 = perceived stress scale; SD
= standard deviation; SF-6D = short form 6-dimension; TCMLM = traditional Chinese medicine lifestyle medicine; WLCG = waitlist
control group. * All psychiatric disorders diagnosed were major depressive disorders.
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Table 2

GEE Model for Comparison of Outcome Measures (Depression, Anxiety, Insomnia, Stress) Between the Intervention and

Control Groups Based on All Participants (n = 42)

Mean (SE) Group* time effect Effect size
Variables Intervention group ~ Control group B (95%Cl) Wald 2 p (d)
PHQ-9
TO, baseline 12.81 (0.408) 12.95 (0.519) NA NA NA NA
T1, week 2 9.74 (0.753) 12.32 (0.734) 2.435 (0.330, 4.540) 5.139 .023 0.82
T2, week 4 9.06 (0.841) 12.22 (0.756) 3.016 (0.920, 5.111) 7.953 .005 0.94
T3, week 6 7.68 (0.794) 11.40 (0.881)  3.579 (1.161, 5.997) 8.417 .004 1.07
T4, week 8 7.79 (0.975) 11.44 (0.885) 3.513 (1.151, 5.875) 8.500 .004 0.94
T5, week 12 6.49 (0.819) 9.95 (0.822) 3.314 (1.407, 5.220) 11.609 <.001 1.01
GAD-7
TO, baseline 11.95 (1.002) 12.00 (0.744) NA NA NA NA
T1, week 2 8.24 (0.870) 10.54 (0.791) 2.251 (-0.231, 4.732) 3.160 .075 0.57
T2, week 4 7.23 (0.904) 11.42 (0.967) 4.145 (1.279, 7.011) 8.035 .005 0.98
T3, week 6 6.77 (0.901) 10.13 (1.077)  3.317 (0.212, 6.421) 4.385 .036 0.76
T4, week 8 6.94 (1.050) 10.58 (1.097)  3.590 (0.722, 6.459) 6.019 014 0.78
T5, week 12 6.16 (0.73) 9.28 (0.903) 3.066 (0.862, 5.270) 7.435 .006 0.77
ISI
TO, baseline 16.86 (1.057) 16.86 (1.135) NA NA NA NA
T1, week 2 12.52 (1.117) 16.21 (1.156)  3.689 (0.919, 6.460) 6.811 .009 0.72
T2, week 4 11.75 (1.368) 14.64 (1.363)  2.892 (-0.416, 6.199)  2.937 .087 0.50
T3, week 6 11.26 (0.952) 15.43 (1.435) 4.166 (1.163, 7.170) 7.391 .007 0.78
T4, week 8 10.37 (1.139) 17.15(1.196)  6.775(3.426,10.123)  15.722  <.001 1.30
T5, week 12 9.24 (1.067) 15.44 (1.211) 6.203 (3.063, 9.342) 14.992 <.001 1.21
PSS-10
TO, baseline 24.19 (0.963) 24.62 (0.869) NA NA NA NA
T1, week 2 22.63 (1.022) 23.91(0.837) 0.852(-0.809,2.513)  1.012 315 0.20
T2, week 4 20.72 (1.406) 23.69 (1.047)  2.542 (-0.437,5.520)  2.797 .094 0.50
T3, week 6 20.51 (0.772) 22,51 (1.030)  1.568 (-1.023,4.158)  1.406 236 0.37
T4, week 8 21.63 (1.187) 23.43 (1.295) 1.367 (-1.883, 4.617) 0.680 410 0.27
T5, week 12 19.61 (1.046) 20.70 (1.092)  0.663 (-2.171, 3.498) 0.210 647 0.14

Note. Cl = confidential interval; GAD-7 = generalized anxiety disorder-7; GEE = generalized estimating equations; IS| =

insomnia severity index; NA = not appliable; PHQ-9 = patient health questionnaire; PSS-10 = perceived stress scale; SD =

standard deviation; SE = standard error; TCMLM = traditional Chinese medicine lifestyle medicine. A higher total score of PHQ-

9, GAD-7, ISI, PSS-10 indicate worse depression, anxiety, sleep quality and stress, respectively.
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Table 3

GEE Model for Comparison of Outcome Measures (Faitgue, Quality of life, Health-promoting behavior, Self-efficacy) Between the

Intervention and Control Groups Based on All Participants (n = 42)

Mean (SE) Group* time effect Effect size
Variables Intervention group  Control group B (95%Cl) Wald y? p (d)
FAS
TO, baseline 34.19 (1.336) 35.71 (1.167) NA NA NA NA
T1, week 2 32.41 (1.522) 35.43 (1.366) 1.491 (-1.097, 4.078) 1.275 .259 0.24
T2, week 4 30.19 (1.339) 34.36 (1.675) 2.648 (-0.665, 5.961) 2.453 A17 0.41
T3, week 6 28.53 (1.237) 34.67 (1.583) 4.614 (1.407, 7.822) 7.950 .005 0.74
T4, week 8 28.81 (1.363) 34.19 (1.789) 3.864 (0.488, 7.240) 5.033 .025 0.57
T5, week 12 27.64 (1.288) 33.45 (1.687) 4.286 (0.585,7.988) 5.152 .023 0.67
SF-6D
TO, baseline 0.71 (0.016) 0.71 (0.015) NA NA NA NA
T3, week 6 0.74 (0.014) 0.72 (0.013) -0.024 (-0.060, 0.013) 1.617 .203 0.29
T4, week 8 0.76 (0.017) 0.72 (0.013) -0.041 (-0.079, -0.003) 4.575 .032 0.53
T5, week 12 0.75 (0.012) 0.72 (0.012) -0.032 (-0.076, 0.012) 2.018 155 0.43
HPLP-II
TO, baseline 104.38 (4.183) 103.76 (3.003) NA NA NA NA
T2, week 4 115.96 (4.154)  103.72(2.927) -11.616 (-17.498,-5.733)  14.976  <.001 0.70
T3, week 6 114.16 (4.017) 103.20 (2.804) -10.341 (-16.463, -4.218) 10.959 <.001 0.63
T4, week 8 117.74 (5.524)  101.91 (2.825) -15.215(-22.744,-7.685) 15.685  <.001 0.81
T5, week 12 116.11 (5.870) 102.77 (2.639) -12.718 (-22.719, -2.717) 6.212 .013 0.66
GSE
TO, baseline 18.33 (1.011) 20.33 (0.772) NA NA NA NA
T1, week 2 19.49 (1.128) 20.19 (0.806) -1.294 ( -3.015, 0.427) 2.171 141 0.30
T2, week 4 21.47 (1.511) 19.71 (0.906) -3.764 ( -6.362, -1.165) 8.058 .005 0.73
T3, week 6 19.80 (0.913) 19.54 (0.796) -2.254 (-4.447, -0.060) 4.055 .044 0.56
T4, week 8 20.18 (1.081) 19.91 (0.862) -2.270 ( -4.400, -0.139) 4.361 .037 0.53
T5, week 12 19.96 (1.178) 19.80 (0.869) -2.164 (-5.159, 0.831) 2.006 157 0.48

Note. Cl = confidential interval; FAS = fatigue assessment scale; GEE = generalized estimating equations; GSE = general self-

efficacy; HPLP-II = health-promoting lifestyle profile II; ISI = insomnia severity index; NA = not appliable; SD = standard deviation;

SF-6D = short form 6-dimension; SE = standard error; TCMHP = traditional Chinese medicine health preservation. A higher total

score of FAS, SF-6D, HPLP-II, and GSE indicate severe fatigue level. Better quality of life, higher level of health-promoting

behavior, and increased self-efficacy, respectively.
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Supplementary Figure
Figure S1

GAD-7 Scores Across Assessment Time Points

- Intervention group (TCMLM) & Control group (WLCG)
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Note. GAD-7 = anxiety disorder assessment; TCMLM = traditional Chinese medicine
lifestyle medicine; WLCG = waitlist control group. *p < .01, the significance

threshold after Bonferroni correction.
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Figure S2

ISI Scores Across Assessment Time Points

-&- Intervention group (TCMLM) & Control group (WLCG)
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Note. ISI = insomnia severity index; TCMLM = traditional Chinese medicine lifestyle
medicine; WLCG = waitlist control group. *p < .01, the significance threshold after Bonferroni

correction.
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Figure S3

PSS-10 Scores Across Assessment Time Points

-&- Intervention group (TCMLM) & Control group (WLCG)
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Note. PSS-10 = perceived stress scale; TCMLM = traditional Chinese medicine

lifestyle medicine; WLCG = waitlist control group.
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Figure S4

FAS Scores Across Assessment Time Points

-8~ Intervention group (TCMLM) & Control group (WLCG)
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Note. FAS = fatigue assessment scale; TCMLM = traditional Chinese medicine lifestyle
medicine; WLCG = waitlist control group. *p < .01, the significance threshold after Bonferroni

correction.
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Figure S5

SF-6D Scores Across Assessment Time Points

-®- |Intervention group (TCMLM) &% Control group (WLCG)
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Note. SF-6D = short form 6 dimension; TCMLM = traditional Chinese medicine lifestyle
medicine; WLCG = waitlist control group. *p <.0167, the significance threshold after

Bonferroni correction.
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Figure S6

HPLP-I11 Scores Across Assessment Time Points
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Note. HPLP-I1 = health promoting lifestyle profile II; TCMLM = traditional Chinese medicine

lifestyle medicine; WLCG = waitlist control group. *p < .0125, the significance threshold
after Bonferroni correction.
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Figure S7

GSE Scores Across Assessment Time Points
-8~ Intervention group (TCMLM) - Control group (WLCG)
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Note. GSE = general self-efficacy scale; TCMLM = traditional Chinese medicine lifestyle
medicine; WLCG = waitlist control group. *p < .01, the significance threshold after Bonferroni

correction.
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Table S1

Supplementary Tables

Template for Intervention Description and Replication Checklist

Item Item Where located **
number
Primary paper (page or appendix number) Other t
(details)

BRIEF NAME

1 Provide the name or a phrase that describes the intervention. 2-4, Supplementary document
WHY

2 Describe any rationale, theory, or goal of the elements essential to the intervention. 2-4, Supplementary document
WHAT

3 Materials: Describe any physical or informational materials used in the intervention, including those provided | 2-4, Supplementary document
to participants or used in intervention delivery or in training of intervention providers. Provide information on
where the materials can be accessed (e.g. online appendix, URL).

4 Procedures: Describe each of the procedures, activities, and/or processes used in the intervention, including | 2-4, Supplementary document
any enabling or support activities.
WHO PROVIDED

5 For each category of intervention provider (e.g. psychologist, nursing assistant), describe their expertise, 2-4, Supplementary document
background and any specific training given.
HOW

6 Describe the modes of delivery (e.g. face-to-face or by some other mechanism, such as internet or 2-4, Supplementary document
telephone) of the intervention and whether it was provided individually or in a group.
WHERE

7 Describe the type(s) of location(s) where the intervention occurred, including any necessary infrastructure or | 2-4, Supplementary document
relevant features.
WHEN and HOW MUCH

8 Describe the number of times the intervention was delivered and over what period of time including the 6-8
number of sessions, their schedule, and their duration, intensity or dose.
TAILORING

9 If the intervention was planned to be personalised, titrated or adapted, then describe what, why, when, and NA
how.
MODIFICATIONS

10¥ If the intervention was modified during the course of the study, describe the changes (what, why, when, and | Supplementary Document
how).
HOW WELL

11 Planned: If intervention adherence or fidelity was assessed, describe how and by whom, and if any 6-8
strategies were used to maintain or improve fidelity, describe them.
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12% Actual: If intervention adherence or fidelity was assessed, describe the extent to which the intervention was 6-8, Table S2 in Suppmentary Table
delivered as planned.

Note. Adapted from “Better Reporting of Interventions: Template for Intervention Description and Replication (TIDieR) Checklist and Guide,” by T.C. Hoffmann, P.P. Glasziou, .
Boutron, R. Milne, R. Perera, D. Moher, D.G. Altman, V. Barbour, H. Macdonald, M. Johnston, S.E. Lamb, M. Dixon-Woods, P. McCulloch, J.C.Wyatt, AW. Chan, S. Michie, 2014, BMJ,
348, p. g1687 (https://doi.org/10.1136/bmj.g1687). Copyright 2014 by the BMJ.

** Authors - use N/A if an item is not applicable for the intervention being described. Reviewers — use ‘?’ if information about the element is not reported/not  sufficiently reported.

1 If the information is not provided in the primary paper, give details of where this information is available. This may include locations such as a published protocol or other published
papers (provide citation details) or a website (provide the URL).

# If completing the TIDieR checklist for a protocol, these items are not relevant to the protocol and cannot be described until the study is complete
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Table S2

Acceptability Evaluation Results Regarding the Willingness of Participants to Learn More about the TCMLM Program Sessions

Sessions Neutral Slightly willing Moderately Quite Very willing Extremely Mean (SD)
n (%) n (%) willing n (%) willing n (%) willing n (%)
n (%)

Session 1 (n =19) 1 (5.26) 1 (5.26) 0 (0) 5 (26.32) 0 (0) 12 (63.16) 9.00 (1.53)
Session 2 (n =17) 1 (5.88) / 2 (11.76) 2 (11.76) 3 (17.65) 9 (52.94) 8.94 (1.48)
Session 3 (n =17) / 1(5.88) 3 (17.65) 2 (11.76) 11 (64.71) 9.35(0.10)
Session 4 (n = 18) / / 1 (5.56) 3 (16.67) 3 (16.67) 11 (61.11) 9.33(0.97)
Session 5 (n =19) 3 (15.79) 3 (15.79) 3 (15.79) 10 (52.63) 9.05 (1.18)
Session 6 (n = 16) 1 (6.25) 2 (12.50) 1 (6.25) 12 (75.00) 9.50 (0.97)
Overall session (n = / / 1 (6.25) 2 (12.50) 5 (31.25) 8 (50.00) 9.25 (0.93)

16)

Note. SD = standard deviation; TCM = traditional Chinese medicine; TCMLM = traditional Chinese medicine lifestyle medicine.
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Table S3
Comparison of Per Protocol and Intentional-to-Treat Analysis Regarding Primary Outcome and Secondary Outcome
Measures
Per protocol analysis (n = 38) Intentional
Variables B (95% ClI) p Adjusted  Significant d B 95% ClI
p
PHQ-9
Group 0.158 (-1.252, 1.568) .826 0.143 (-1.151, 1.437)
Time effect (T1) -3.368 (-5.065, -1.672)  <.001* -3.067 (-4.753, -1.382)
Time effect (T2) -4.053 (-5.706, -2.399)  <.001* -3.747 (-5.388, -2.105)
Time effect (T3) -5.474 (-7.220, -3.727)  <.001* -5.133 (-6.865, -3.401)
Time effect (T4) -5.432 (-6.987,-3.878)  <.001* -5.021 (-6.637, -3.405)
Time effect (T5) -6.642 (-8.121, -5.163) .000* -6.318 (-7.798, -4.839)
Group*time effect (T1) 2.947 (0.841, 5.054) .006* .010 Y 1.01 2.435 (0.330, 4.540)
Group*time effect (T2) 3.421 (1.314, 5.528) .001* .010 Y 1.09 3.016 (0.920, 5.111)
Group*time effect (T3) 3.947 (1.503, 6.392) .002* .010 Y 1.22 3.579 (1.161, 5.997)
Group*time effect (T4) 3.906 (1.563, 6.249) .001* .010 Y 1.12 3.513 (1.151,5.875)
Group*time effect (T5) 3.589 (1.686, 5.493) <.001* .010 Y 1.14 3.314 (1.407,5.220)
GAD-7
Group -0.053 (-2.748, 2.643) .969 0.048 (-2.399, 2.494)
Time effect (T1) -3.895 (-5.983,-1.807) <.001* -3.715 (-5.716, -1.714)
Time effect (T2) -4.947 (-7.205, -2.690)  <.001* -4.725 (-6.892, -2.559)
Time effect (T3) -5.263 (-7.721, -2.805)  <.001* -5.183 (-7.487, -2.879)
Time effect (T4) -5.257 (-7.223,-3.291) <.001* -5.014 (-6.934, -3.093)
Time effect (T5) -6.017 (-7.500, -4.534)  <.001* -5.790 (-7.252, -4.328)
Group*time effect (T1) 2.684 (0.126, 5.242) .040* .010 N 0.64 2.251 (-0.231, 4.732)
Group*time effect (T2) 4.579 (1.633, 7.525) .002* .010 Y 1.04 4.145 (1.279, 7.011)
Group*time effect (T3) 3.579 (0.337, 6.821) .030* .010 N 0.79 3.317 (0.212, 6.421)
Group*time effect (T4) 3.994 (1.067, 6.920) .007* .010 Y 0.86 3.590 (0.722, 6.459)
Group*time effect (T5) 3.438 (1.189, 5.687) .003* .010 Y 0.83 3.066 (0.862, 5.270)
PSS-10
Group 0.316 (-2.402, 3.033) .820 -0.429 (-2.114, 2.971)
Time effect (T1) -1.474 (-2.883, -0.064) .04* -1.562 (-2.902, -0.223)
Time effect (T2) -3.789 (-6.233, -1.346) .002* -3.471 (-5.872, -1.07)
Time effect (T3) -3.789 (-5.678,-1.901) <.001* -3.677 (-5.449, -1.904)
Time effect (T4) -2.657 (-4.634, -0.680) .008* -2.561 (-4.429, -0.693)
Time effect (T5) -4.845 (-6.456, -3.235)  <.001* -4.579 (-6.183, -2.974)
Group*time effect (T1) 0.737 (-1.015, 2.489) 410 .010 N 0.17 0.852 (-0.809, 2.513)
Group*time effect (T2) 2.789 (-0.248, 5.827) .072 .010 N 0.53 2.542 (-0.437, 5.520)
Group*time effect (T3) 1.579 (-1.127, 4.285) .253 .010 N 0.36 1.568 (-1.023, 4.158)
Group*time effect (T4) 1.341 (-2.016, 4.699) 434 .010 N 0.26 1.367 (-1.883, 4.617)
Group*time effect (T5) 0.793 (-2.100, 3.686) .591 .010 N 0.17 0.663 (-2.171, 3.498)
ISI
Group -0.368 (-3.59, 2.853) .823 -1.256E-15% (-3.040, 3.040)
Time effect (T1) -4.526 (-7.021, -2.032)  <.001* -4.341 (-6.712, -1.970)
Time effect (T2) -5.316 (-8.299, -2.333)  <.001* -5.109 (-7.949, -2.269)
Time effect (T3) -5.895 (-7.841, -3.949)  <.001* -5.597 (-7.482, -3.712)
Time effect (T4) -6.884 (-9.539, -4.229)  <.001* -6.484 (-9.040, -3.927)
Time effect (T5) -8.185 (-11.099, -5.270) <.001* -7.620 (-10.448, -4.793)
Group*time effect (T1) 4.053 (1.154, 6.951) .006* .010 Y 0.76 3.689 (0.919, 6.460)
Group*time effect (T2) 3.211 (-0.235, 6.656) .068 .010 N 0.55 2.892 (-0.416, 6.199)
Group*time effect (T3) 4.526 (1.442, 7.611) .004* .010 Y 0.83 4.166 (1.163, 7.170)
Group*time effect (T4) 7.200 (3.719, 10.681) <.001* .010 Y 1.37 6.775 (3.426, 10.123)
Group*time effect (T5) 6.764 (3.523, 10.004) <.001* .010 Y 1.3 6.203 (3.063, 9.342)
FAS
Group 1.789 (-1.797, 5.376) .328 1.524 (-1.953, 5.000)
Time effect (T1) -1.842 (-4.046, 0.362) 101 -1.78 (-3.893, 0.333)
Time effect (T2) -4.053 (-6.894, -1.211) .005* -3.998 (-6.723, -1.273)
Time effect (T3) -5.632 (-8.322,-2.941)  <.001* -5.656 (-8.24, -3.072)
Time effect (T4) -5.292 (-8.183,-2.401) <.001* -5.385 (-8.160, -2.610)
Time effect (T5) -6.421 (-9.416, -3.427)  <.001* -6.550 (-9.427, -3.672)
Group*time effect (T1) 1.579 (-1.127, 4.285) .253 .010 N 0.25 1.491 (-1.097, 4.078)
Group*time effect (T2) 2.737 (-0.683, 6.157) 117 .010 N 0.42 2.648 (-0.665, 5.961)
Group*time effect (T3) 4.632 (1.327, 7.936) .006* .010 Y 0.74 4.614 (1.407, 7.822)
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Group*time effect (T4)  3.818 (0.369, 7.268) .030* .010 N 0.57 3.864 (0.488, 7.240)
Group*time effect (T5)  4.211 (0.424, 7.998) .029* .010 N 0.66 4.286 (0.585, 7.988)
SF-6D
Group 0.006 (-0.042, 0.054) .809 0.006 (-0.038, 0.050)
Time effect (T3) 0.031 (0.004, 0.059) .025 0.033 (0.007, 0.059)
Time effect (T4) 0.044 (0.015, 0.072) .003* 0.049 (0.021, 0.078)
Time effect (T5) 0.044 (0.008, 0.079) .015* 0.043 (0.011, 0.076)
Group*time effect (T3) -0.023 (-0.061, 0.015) 231 .0167 N 0.37 -0.024 (-0.060, 0.013)
Group*time effect (T4) -0.038 (-0.076, 0.001) .055 .0167 N 0.55 -0.041 (-0.079, -0.003)
Group*time effect (T5) -0.035 (-0.082, 0.012) 144 .0167 N 0.56 -0.032 (-0.076, 0.012)
HPLP-II
Group -0.842 (-11.453, 9.769) 0.876 -0.619 (-10.710, 9.472)
Time effect (T2) 12211  (6.772,17.649)  <.001* 11.575 (6.270, 16.879)
Time effect (T3) 10.105  (4.545,15.666)  <.001* 9.778 (4.496, 15.060)
Time effect (T4) 14.002  (6.820,21.184)  <.001* 13.361 (6.397, 20.325)
Time effect (T5) 12.163  (2.529, 21.798) .013* 11.729 (2.592, 20.866)
Group*time effect (T2) -11.895 (-17.893,-5.896) <.001* .0125 Y 0.69 -11.616 (-17.498, -5.733)
Group*time effect (T3)  -10.053  (-16.402, -3.703) .002* .0125 Y 0.60 -10.341 (-16.463, -4.218)
Group*time effect (T4)  -15.055  (-22.740, -7.369)  <.001* .0125 Y 0.80 -15.215 (-22.744, -7.685)
Group*time effect (T5)  -12.216  (-22.664, -1.768)  .022* .0125 N 0.63 -12.718 (-22.719, -2.717)
GSE
Group 1.947 (-0.675, 4.570) .146 2.000 (-0.493, 4.493)
Time effect (T1) 1.263 (-0.158, 2.684) .081 1.152 (-0.231, 2.536)
Time effect (T2) 3.211 (1.039, 5.382) .004* 3.138 (1.043, 5.233)
Time effect (T3) 1.474 (-0.127, 3.074) .071 1.462 (-0.058, 2.983)
Time effect (T4) 1.782 (0.044, 3.520) .044* 1.842 (0.202, 3.483)
Time effect (T5) 1.651 (-0.938, 4.240) 211 1.628 (-0.816, 4.072)
Group*time effect (T1) -1.211 (-2.969, 0.548) 177 .010 N 0.27 -1.294 (-3.015, 0.427)
Group*time effect (T2) -3.632 (-6.297, -0.966) .008* .010 Y 0.69 -3.764 (-6.362, -1.165)
Group*time effect (T3) -2.053 (-4.325, 0.220) .077 .010 N 0.50 -2.254 (-4.447, -0.060)
Group*time effect (T4) -1.992 (-4.207, 0.222) .078 .010 N 0.46 -2.270 (-4.400, -0.139)
Group*time effect (T5) -1.967 (-5.103, 1.169) .219 .010 N 0.44 -2.164 (-5.159, 0.831)

Note. Cl= confidential interval; FAS = fatigue assessment scale; GAD-7 = generalized anxiety disorder-7; GEE = generalized
estimating equations; GSE = general self-efficacy; HPLP-II = health-promoting lifestyle profile II; IQR = interquartile range; ISI
= insomnia severity index; NA = not appliable; PHQ-9 = patient health questionnaire; PSS-10 = perceived stress scale; SD =
standard deviation; SF-6D = short form 6-dimension; SE = standard error; TCMLM = traditional Chinese medicine lifestyle
medicine; T1 = week 2; T2 = week 4; T3 = week 6; T4 = week 8; T5 = week 12. # -1.256E-15 = an extremely small number

close to zero, specifically -0.
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Section 1 Introduction
1.1 Background and rationale

Depression refers to a debilitating mental disorder with unknown causes (APA, 2013).
During a depressive period, an individual suffering from depression may experience a series of
symptoms, such as depressed mood, a loss of pleasure or interest in activities, feeling worthless
or guilty, resulting in significant impacts on mental well-being, physical health, social
functioning, and economic burden. Depression can be treated by two mainstream methods,
cognitive behavioral therapy, and antidepressants. However, the health-seeking behavior for
treating depression is low (Wong et al., 2023) and the depression treatment status is
dissatisfactory (Patel et al., 2018), which might be related to the side effects of using medications
and depression-related stigma. Integrative lifestyle medicine, one type of complementary and
alternative medicine, has been shown its effectiveness for treating depression (Wong et al.,
2021).

TCM health preservation, also known as Yang-sheng (/74 % 4 in Traditional Chinese)
which shares similar principle like lifestyle medicine, might be a potential novel less-stigmatized
treatment for depression, especially for those individuals with depression living in countries or
regions in Eastern Asia where the TCM originated in (China) or spread to (e.g., Japan, Korea,
Taiwan). Hong Kong, a Special Administrative Region of the People’s Republic of China, is just
as such kind of region. As the number of people living with depression continues to rise in Hong
Kong (Choi et al., 2020; Ni et al., 2020; Wong et al., 2022), a novel treatment for the mental
illness is warranted. Therefore, it is necessary to develop multicomponent TCM lifestyle
medicine program for depression, and implement the program, therefore research-based evidence
might generate to support the feasibility, acceptance, and preliminary effects of multicomponent
TCM lifestyle medicine program for depression. A program manual is the key part regarding
program implement, therefore, we design and report the multicomponent TCM lifestyle medicine
program for depression manual herein.

1.2 Program objectives and anticipated outcomes
The objectives and anticipated outcomes of the multicomponent TCM lifestyle medicine

program for depression are described as follows.
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1.2.1 Key objectives

Objective 1: To educate participants about the impact of multicomponent TCM lifestyle
medicine program consisting of nourishing the heart, nourishing according to time, and
nourishing the Qi on depression and other health-related outcomes (anxiety, stress, fatigue, sleep
quality, quality of life, health-promoting lifestyle behavior) through context-based, theory-based,
evidence-based, and less-stigmatized program.

Obijective 2: To increase motivation of practicing TCM lifestyle medicine and to facilitate
TCM lifestyle habit formation among participants by distributing printed teaching materials,
allocating logbooks, tasting herbal tea drink at sessions, and providing herbal tea packet as
souvenir.

Objective 3: To improve participants’ adherence to learn and practice TCM lifestyle
medicine by applying interactive techniques, motivational interviewing strategies, teach-back
method, and showing empathy and encouragement.

Objective 4: To promote collaboration and partnerships with key stakeholders, research
team members, and program providers who are local Chinese Medicine practitioners (CMPs) to
enhance program reach, sustainability, and effectiveness.

Obijective 5: To evaluate the feasibility, acceptance, and preliminary efficacy of the
multicomponent TCM lifestyle medicine program for depression and other health-related
outcomes through feasibility evaluation, acceptance evaluation, outcome evaluation and process
evaluation.

1.2.2 Anticipated outcomes

Outcome 1: Significant reduction in depressive symptoms and improvement in other
health-related outcomes as all measured by standardized assessment instruments (Patient Health
Questionnaire-9 for depression, Generalized Anxiety Disorder-7 for anxiety, Perceived Stress
Scale for stress, Fatigue Assessment Scale for fatigue, Insomnia Severity Index for sleep quality,
Short Form 6-Dimension for quality of life, and Health-Promoting Lifestyle Profile Il for health-

promoting behaviors).
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Outcome 2: Enhanced awareness, knowledge, skills, and confidence among participants
in adopting and maintaining multicomponent TCM lifestyle medicine practice, leading to
reduced depression and improved health-related outcomes.

Outcome 3: An interactive, dynamic, empathic, supportive, and encouraging program,
fostering a sense of belonging, and understanding, which both promote TCM lifestyle medicine
practice.

Outcome 4: A collaborative network of partnerships with key stakeholders, research team
members, and CMPs, which will foster shared responsibility.

Outcome 5: Comprehensive program evaluation and feedback insights, guiding
continuous improvement, and alignment with evidence-based practices, participant demands, and
emerging research.

1.3 Target population and participants

The target population refers to Chinese adults aged 18 to 65 years suffering from
moderate depression measured by the Patient Health Questionnaire-9 (PHQ-9) in Hong Kong
(Kroenke et al., 2001). The detailed inclusion and exclusion criteria of the target population are
described as follows.

The inclusion criteria: (1) Hong Kong Chinese adults aged 18-years-old to 65-years-old;
(2) diagnosed with moderate level of depression (a score of 10~20), evaluated by the PHQ-9
(Kroenke et al., 2001); (3) can communicate in spoken Cantonese and written Chinese; and (4)
willing to provide written informed consent and be able to adhere to the study protocol.

The exclusion criteria: (1) new onset or change of antidepressant medication or dosage in
the last 3 months (i.e., the antidepressant therapy has to be at the fixed dose for at least 3 months,
indicating a stable depressive state); (2) PHQ score>20, meaning a severe level of depression
(Kroenke et al., 2001); (3) with a previous or present diagnosis of psychotic diagnosis or serious
psychiatric illness (e.g., schizophrenia, substance dependence or abuse, or bipolar disorder) as
screened by the Chinese version of the Structured Clinical Interview for DSM-1V; (4) the score
of Hong Kong Montreal Cognitive Assessment less than 22, showing that cognitive impairment
that may prevent understanding of training instructions (Yeung et al., 2014); (5) being pregnant

or during the lactation, or plan to get pregnant but not using adequate contraception; (6)
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significant suicidal risk as rated by the Hamilton Depression Rating Scale item on suicide (score
>3) (Zheng et al., 1988); (7) with diagnosis of illness which can interfere the individuals to
participate or adhere to the modified lifestyle, such as major neurocognitive disorders, medical
disorders or psychiatric illness; (8) with diagnosis of medical conditions, which are not suitable
to modify diet or do physical activities recommended by physicians; (9) joining in another
clinical trial during the study period; and (10) with any major medical condition that causes
depression based on the judgement of the investigator.

By contrast, the participants mean those individuals within the target population who will
actively engage, enroll, or participate in the activities or services of the program. They are the
direct beneficiaries or recipients of the multicomponent TCM lifestyle medicine program’s
initiatives.

1.4 Scope and structure of the manual

The program manual targets at equipping Chinese adults aged 18-65 years suffering from
moderate depression measured by the PHQ-9 in Hong Kong with TCM lifestyle medicine
knowledge and skills to increase TCM lifestyle medicine awareness, improve their confidence of
learning and practicing of TCM lifestyle medicine, as well as enhance the practice and adherence
of TCM lifestyle medicine.

The structure of the program manual consists of nine sections. Section 1 introduction
refers to four parts, background and rationale, program objectives and anticipated outcomes,
target population and participants, as well as scope and structure of the manual. Section 2
program overview is composed of four parts, including program description; key components
and sessions; mode, format, frequency, duration, and timeline; as well as roles and
responsibilities of stakeholders. Section 3 program theory and logic model for the program just
involves the two parts and is introduced separately in the manual. Section 4 program delivery
and implementation incorporates four parts, namely, program providers and venues, program

component and sessions, and program materials.
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Section 2 Program overview
2.1 Program description

The multicomponent TCM lifestyle medicine program for depression program is a
comprehensive initiative designed to empower Chinese adults aged 18 to 65 years suffering from
moderate depression in Hong Kong with the knowledge, skills, and resources necessary of TCM
lifestyle medicine to reduce their depressive symptoms and improved other health-related
outcomes. In consideration of the common issue of low motivation and poor adherence to many
depression programs, this program adopts a development process which is context-based, theory-
based, evidence-based, and less stigmatized; and meanwhile, this program applies interactive
techniques, motivational interviewing strategies and teach-back method, as well as showing
empathy and encouragement.

2.2 Key components and sessions

There are three key components involving six sessions of the multicomponent TCM
lifestyle medicine program for depression. Component 1: nourishing the heart. Component 2:
nourishing according to time. Component 3: nourishing the Qi. Each component is delivered
through two sessions, such as “nourishing the heart part 1”” and “nourishing the heart part 2”.
2.3 Mode, format, frequency, duration, and timeline

The multicomponent TCM lifestyle medicine program for depression adopts face-to-face
group sessions (mode and format) and will be held on a weekly basis (frequency). The overall
program will span a duration of 6 weeks (overall program duration) and each session of the
program will last for 2 hours (session duration).

When the 6-week multicomponent TCM lifestyle medicine program for depression
sessions has been delivered, the participants will receive a 6-week follow-up period. If some
participants could not attend the session in-person, audio recording of the session will be shared
to those participants (virtual components; mode and format). If in-person sessions could not be
held due to an unexpected situation (e.g., signal No.8 or above of tropical cyclone, black
rainstorm, or other extreme conditions), the session will be held via zoom as virtual sessions.
Timeline for the 6-week multicomponent TCM lifestyle medicine program for depression

incorporate:

179



180

Week 1: Nourishing the Heart Part 1

Week 2: Nourishing the Heart Part 2

Week 3: Nourishing According to Time Part 1
Week 4: Nourishing According to Time Part 2
Week 5: Nourishing the Qi Part 1

Week 6: Nourishing the Qi Part 2

2.4 Roles and responsibilities of stakeholders
2.4.1 Funders

Fund information: This research project is funded by one provincial level grant, the
Chinese Medicine Development Fund of the Hong Kong Special Administrative Region
Government (grant number: 21B2/004A_R1); and one university-level grant, the Department
General Research Fund of the Hong Kong Polytechnic University (grant number: P0036822).

Role: provide grants to support the program’s activities, initiatives, projects, and
operations.

Responsibility: (1) allocate, disburse, and manage funds according to agreed-upon
budgets, timelines, objectives, and reporting requirements; (2) collaborate with program
stakeholders to ensure coherence, relevance, and synergy between funder priorities and program
initiatives; (3) participate in meetings and discussions to exchange insights, updates, and
recommendations related to program implementation, challenges, opportunities, and innovations;
(4) review program documentation, reports, data, insights, and feedback to inform funding
decisions, adjustments, and strategic priorities; and (5) collaborate with program teams to adapt,
refine, innovate, or scale initiatives, strategies, programs, and approaches in response to
emerging challenges, needs, opportunities, and lessons learned.

2.4.2 Principal investigator (also as program coordinator)

Role: oversee the comprehensive planning, implementation, coordination, and evaluation
of the multicomponent TCM lifestyle medicine program for depression

Responsibilities: (1) coordinate stakeholder meetings, communication, and collaboration;
(2) develop program objectives, goals, and strategies with stakeholders; (3) monitor program

progress, outcomes, and adherence to budgets and timelines; and (4) evaluate the feasibility,
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acceptance, and preliminary efficacy of the program, participants feedback, and stakeholders’
contributions.
2.4.3 Mental health professionals (a clinical psychologist, a psychiatrist, and two mental
health nurses)

Role: provide professional suggestions, guidance, and support during the design,
development, and implementation of the program

Responsibilities: (1) collaborate with other stakeholders to develop TCM lifestyle
medicine program for depression effectively; (2) provide feedback and identify opportunities for
continuous improvement.
2.4.4 Chinese medicine practitioners (program instructors)

Role: deliver multicomponent TCM lifestyle medicine program for depression sessions,
guidance, and support to empower participants in making lifestyle-related changes.

Responsibility: (1) facilitate sessions and activities focused on TCM lifestyle medicine;
(2) guide participants set TCM lifestyle medicine practice goals; (3) increase the participants’
motivation for learn and practice TCM lifestyle medicine, as well as adherence to practice TCM
lifestyle medicine through applying interactive techniques, motivational interviewing strategies,
teach-back method, and show empathy and encouragement; (4) monitor participants’
engagement, progress, barriers, and facilitators while learning and practicing TCM lifestyle
medicine; (5) collaborate with other team members to ensure multicomponent TCM lifestyle
medicine program delivered; and (6) reflect on delivering experiences, challenges, facilitators,
and provide continuous improvement suggestions,
2.4.5 Participants

Role: Actively engage, participate, and collaborate in the multicomponent TCM lifestyle
medicine for depression program to achieve TCM lifestyle medicine goals as well as reduce
depression and improve other health-related outcomes.

Responsibility: (1) attend the program sessions and actively participate in program
activities; (2) implement strategies, skills, and recommendations provided by the program to
promote TCM-based lifestyle practice; (3) set weekly TCM lifestyle medicine goals, practice

goals as far as possible and write down timely in the logbooks; (4) communicate needs,
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concerns, feedback and progress with stakeholders to receive support, guidance, and resources;

and (5) complete assessment within the required time, report side effects timely.

Section 3 Program theory and logic model for the program

3.1 Program theory for the program

The program theory for the multicomponent TCM lifestyle medicine program for
depression is developed based on theoretical source and empirical source. Theoretical source
refers to some theoretical constructs from the Transtheoretical model, including self-revaluation,
self-efficacy, helping relationships, reinforcement management, social liberation, consciousness
raising, counter conditioning, and stimulus control (Prochaska & Prochaska, 2019); and is
influenced by the stages of change of the Transtheoretical model (precontemplation,
contemplation, preparation, action, and maintenance) (Prochaska & Prochaska, 2019). Empirical
source is composed of reviewing of TCM lifestyle medicine literature and books (Ruan et al.,
2023; Sun, 2017; Tan, 2009; Wang, 1992; Xu & Hu, 2016; Zhang, 2011), lifestyle medicine
literature and books related to mental health (particularly in depression) (Chu et al., 2022;
Edshteyn, 2019; Frates, & Eubanks, 2019; Gholami et al., 2019; Glanz et al., 2015; Ip et al.,
2021; Lenz, 2014; Wong et al., 2021) as well as TCM-related clinical practice guidelines for
depression (China Association of Chinese Medicine, 2015; Guo et al., 2008; Ma & Zhang, 2021;
Societies, 2020; Zhao et al., 2010; Zhao et al., 2015).
3.2 Logic model for the program

Guided by the program theory, a logic model for the multicomponent TCM lifestyle
medicine program for depression has been developed and shown in Figure SD1. The logic model
is on the basis of the premise that how individuals suffering from depression live the life can
impact their emotion and other health-related outcomes. Modifying unhealthy lifestyle in line
with the TCM theory will lead to depression, anxiety, stress and fatigue reduction, as well as

improvement of sleep quality, quality of life, and health-promoting lifestyle behavior.
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Note. CMPs = Chinese Medicine Practitioners; TCM = traditional Chinese medicine.
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Section 4 Program delivery and implementation
4.1 Program providers and venues

Program providers are Hong Kong Chinese Medicine practitioners. The venues for
delivering the multicomponent TCM lifestyle medicine program for depression include FJ501 or
A110, both classrooms belong to the School of Nursing, the Hong Kong Polytechnic University.
4.2 Program component and sessions

There are three key components involving six sessions of the multicomponent TCM
lifestyle medicine program for depression. Component 1: nourishing the heart. Component 2:
nourishing according to time. Component 3: nourishing the Qi. Each component will be
delivered through two modules, such as “nourishing the heart part 1”” and “nourishing the heart
part 2”. In each module, at least two TCM-based lifestyle elements are incorporated, such as
“TCM-based exercise” and “TCM-based food therapy and/or nutritional advice” or “TCM-based
psychological management” and “TCM-based sleep-wake management”.

Six modules will be delivered on a consecutive six weeks as the subsequent sequences,
week 1 for nourishing the heart part 1, week 2 for nourishing the heart part 2, week 3 for
nourishing according to time part 1, week 4 for nourishing according to time part 2, week 5 for
nourishing the Qi part 1, and week 6 for nourishing the Qi part 2.

Each module has the same structure consisting of introduction (10 to 15 minutes), pre-
session knowledge test (5 to 10 minutes), the body of the session (around 60 minutes), checking,
summary, question and answer (10 to 20 minutes), post-session knowledge test (5 to 10 minutes)
and goal setting (5 to 10 minutes). The introduction will include warm-up, recap session, a
review and discussion of the practical status of TCM lifestyle medicine goals with the exception
to the introduction of module 1 where a preliminary introduction regarding depression
background globally and locally planning to be shared. Tasting herbal tea drink and providing
herbal tea packet as souvenir will be provided at the first four modules of the multicomponent
TCM lifestyle medicine program for depression. A 10-minute break will be provided in each
session of the multicomponent TCM lifestyle medicine program for depression. The SMART
(Specific, Measurable, Action-oriented, Realistic, and Timed) traits will be applied while setting

goals. During each session, interactive techniques, motivational interviewing strategies and
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teach-back method will be applied; and meanwhile, empathy and encouragement will be shown
to participants. The whole structure of the multicomponent TCM lifestyle medicine program for
depression, as well as the structure and content of each session of the multicomponent TCM

lifestyle medicine program for depression are presented below.
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The Whole Structure of the multicomponent TCM lifestyle medicine program for Depression
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Components | Sessions Structures
Introduction Body
Nourishing A preliminary Definition and function of health preservation and TCM health preservation (TCM lifesytle
the heart introduction of medicine), theoretical foundation of TCM health preservation, etiology, and pathogenesis
Nourishing part 1 depression as well as therapeutic strategies of TCM health preservation and emotion (depression),
the heart background refined hobbies in nourishing the heart part 1, practice Baduajin, provide syndrome
globally and differentiation-based diet suggestions for depression (1) and taste herbal tea drink
locally (tangerine peel tea)
Definition mental health care in nourishing the heart, the specific method of mental health
Nourishing care in nourishing the heart (temperance method, catharsis method, Qi regulation,
the heart meditation as well as abstinence and essence conservation, clear heart, and calm the
part 2 mind), practice meditation, provide syndrome differentiation-based diet suggestions for
depression (2) taste herbal tea drink (rose drink)
Concept and manifestation of nourishing according to time, concepts and principles of
Nourishing health-preserving daily schedule, “regulation before bedtime” (one sleep regulation
according | Warm-up, recap Pre- method), introduce one acupoint (Baihui) that can improve sleep quality and relieve 1. Summary and
to time session, a session | depression, learn and practice one acupoint (Baihui) that can improve sleep quality and checking
Nourishing part 1 review and knowled | relieve depression, provide syndrome differentiation-based diet suggestions for depression | 2. Post-session
according to discussion of ge test | (3) (diet for better sleep), taste herbal tea drink (longan tea) (diet for better sleep) knowledge FESt
time the practical Introduction of “regulation at bedtime,” “ten contraindications regarding sleep”, two sleep 3. Goal setting
Nourishing | status of TCM regulation methods; principle of eating according to time and season, and introduce
according lifestyle seasonal food; self-regulating sleep aids; introduce acupoints (Yintang, Neiguan, Shenmen)
to time medicine goals that can improve sleep quality and relieve depression, learn and practice one acupoint
part 2 (Yintang, Neiguan, Shenmen) that can improve sleep quality and relieve depression;
Provide syndrome differentiation-based diet suggestions for depression (4) and taste herbal
tea (red date tea) for alleviating depression (4) in class (diet for better sleep)
Definition and function of nourishing the Qi, the relationship between “nourishment Qi” and
Nourishing “depression” in TCM, the relationship between Qigong and depression and the function of
the Qi part Qigong on depression, Experience nourishing the Qi by learning and practicing Baduanijin
Nourishing 1 in class, and introduce die related to TCM emotion and depression and nourishing the Qi
the Qi Diet suggestions related to TCM emotion and depression and nourishing the Qi Part 2;
Nourishing overview, function, and practical method of Baduanjin; experience nourishing the Qi by
the Qi part learning and practicing Baduanjin in class; and overall review of content of sessions of the
2 multicompoent lifsetyle medicine program for depression.

Note. TCM = traditional Chinese medicine.
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The Structure and Content of Nourishing the Heart Part 1
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Session 1: Nourishing the heart Part 1 Objectives Duration
Share depression experiences, depression background To warm up and make participants feel peer atmosphere and realize not only me having depression 10 min.
globally and in Hong Kong
Share expectations for program engagement and participation To preliminarily understand participants’ expectations of the program engagement and participation
(e.g., expect to change)
Pre-session 1 knowledge test To test participants’ understanding of knowledge regarding nourishing the heart Part 1 before session
Introduce the definition and function of (TCM) health To master the definition and function of health preservation and TCM health preservation
preservation
Introduce the theoretical foundation of TCM health preservation | To enrich the theoretical foundation of TCM health preservation of participants
Introduce the etiology and pathogenesis of TCM health To deepen the understanding regarding the etiology and pathogenesis of TCM health preservation 25 min.
preservation and emotion (depression) and emotion (depression)
Introduce therapeutic strategies of TCM health preservation To deepen therapeutic strategies of TCM health preservation and emotion (depression) understanding
and emotion (depression)
Introduce refined hobbies in nourishing the heart Part 1 To understand the definition of refined hobbies in nourishing the heart Part 1
Break 10 min.
Practice Baduanjin, a method of gi regulation, win class with To practice Baduanijin with the program provider 25 min.
the program provider
Provide syndrome differentiation-based diet suggestions for To understand syndrome differentiation-based diet suggestions for depression (1) in class
depression (1) in class 20 min.
Taste herbal tea (tangerine peel tea) for alleviating depression | To experience herbal tea for alleviating depression (1) in class
(1) in class
Check To confirm that participants understand TCM health preservation, as well as basic knowledge of TCM
health preservation and depression 10 min.
To confirm that participants understand definition of refined hobbies in nourishing the heart part 1
Post-session 1 knowledge test To test participants’ understanding of knowledge regarding nourishing the heart part lafter session 10 min.
Summary as well as question and answer section To summarize the session and answer questions from participants
Set SMART goals To ensure that participants set TCM health preservation goals in the relevant logbook 10 min.

Reminder key points: continuous practice, at least once a day
and at least two elements of the session each time

To ensure that participants understand practice expectations

Note. SMART = specific, measurable, action-oriented, realistic, and timed; TCM = traditional Chinese medicine.
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Table SD3
The Structure and Content of Nourishing the Heart Part 2
Session 1: Nourishing the heart part 2 Objectives Duration
Review content of session 1 (nourishing the heart part 1) To enhance partllcllpants, memory of.the coptent of session 1 10 min.
To promote participants’ immersing in session atmosphere
;k;alr(;egtg]oeoﬁompletlon status of TCM health preservation goals set in To access the completion status of TCM health preservation goals set in the logbook
Inquire questions encountered in TCM health preservation practice To answer questions encountered in TCM health preservation practice
Pre-session 2 knowledge test l’gs’geiztnpammpants understanding of knowledge regarding nourishing the heart part 2 before 10 min.
Introduce the definition mental health care in nourishing the heart To master the definition mental health care in nourishing the heart
Describe the specific method of mental health care in nourishing the e . . )
heart: Temperance method To understand specific method of mental health care in nourishing the heart: Temperance method 25 min.
Desc_rlbe the SpECIfIC method of mental health care in nourishing the To understand specific method of mental health care in nourishing the heart: Catharsis method
heart: Catharsis method
Describe the specific method of mental health care in nourishing the e . o ) .
heart: Abstinence and essence conservation, clear heart, and calm the To understand speplflc method of mental health care in nourishing the heart: Abstinence and
mind essence conservation, clear heart, and calm the mind
DeSC_“be. the SP?C'f'C method of mental health care in nourishing the To understand specific method of mental health care in nourishing the heart: Qi regulation
heart: Qi regulation
Break 10 min.
Eg;ct,“k/leeg;;zgﬁcmc method of mental health care in nourishing the To understand specific method of mental health care in nourishing the heart: Meditation 10 min.
Practice meditation, a method of mental health care in class To master the practice method of meditation 15 min.
Provide syndrome differentiation-based diet suggestions for depression | To understand syndrome differentiation-based diet suggestions for depression (2) in class 15 min.
(2) in class
Taste herbal tea (rose drink) for alleviating depression (2) in class To experience herbal tea for alleviating depression (2) in class
Check To ensure participants understand mental health care in nourishing the heart
To ensure participants master at least two methods in mental health care in nourishing the heart 10 min.
Post-session 2 knowledge test To test participants’ understanding of knowledge regarding nourishing the heart part 2 after session | 2 min.
Summary as well as question and answer section To summarize the session and answer questions from participants
Set SMART goals To ensure that participants set TCM health preservation goals in the relevant logbook 10 min.
Reminder key points: continuous practice, at least once a day and at To ensure that participants understand practice expectations
least two elements of the session each time

Note. SMART = specific, measurable, action-oriented, realistic, and timed; TCM = traditional Chinese medicine.
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The Structure and Content of Nourishing According to Time Part 1
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Session 3: Nourishing according to time part 1 Objectives Duration
Review content of session 2 (nourishing the heart part 2) To enhance part.ic.ipants” memory Of.the Coﬁ‘te”t of session 2 15 min.
To promote participants’ immersing in session atmosphere
Share the completion status of TCM health preservation goals set in the To access the completion status of TCM health preservation goals set in the logbook
logbook
Inquire questions encountered in TCM health preservation practice To answer questions encountered in TCM health preservation practice
Pre-session 3 knowledge test To test participants’ understanding of nourishing according to time before session 5 min.
Introduce the concept and manifestation of nourishing according to time To understand the concept and manifestation of nourishing according to time 30 min.
Introduce the concepts and principles of health-preserving daily schedule To master the concepts and principles of health-preserving daily schedule
Introduce “regulation before bedtime”, one of the sleep regulation methods To understand “regulation before bedtime”, one of the sleep regulation methods
Introduce acupoints that can improve sleep quality and relieve depression in To understand acupoints that can improve sleep quality and relieve depression in class 1:
class (1): Baihui (DU20) Baihui (DU20)
Break 10 min.
Learn and practice acupoints that can improve sleep quality and relieve To master one acupoint that can improve sleep quality and relieve depression in class 1: 10 min.
depression in class (1): Baihui (DU20) Baihui (DU20)
Provide syndrome differentiation-based depression diet suggestions (3) in class | To understand syndrome differentiation-based diet suggestions for depression (3) in class 20 min.
(diet for sleep)
Taste herbal tea (longan tea) for relieving depression (3) in class (diet for sleep) | To experience herbal tea for alleviating depression (3) in class
To ensure that participants master the concept of health-preserving daily schedule and sleep | 15 min.
Check regulation methods
To ensure participants master one acupoint that can improve sleep and relieve depression
Post-session 3 knowledge test To test participants’ understanding of nourishing according to time part 1 after session 10 min.
Summary as well as question and answer section To summarize the session and answer guestions from participants 5 min.

Set SMART goals

To ensure that participants set TCM health preservation goals in the relevant logbook

Reminder key points: continuous practice, at least once a day and at least two
elements of the session each time

To ensure that participants understand practice expectations

Note. SMART = specific, measurable, action-oriented, realistic, and timed; TCM = traditional Chinese medicine.
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Table SD5
The Structure and Content of Nourishing According to Time Part 2
Session 3: Nourishing according to time part 2 Objectives Duration
Review content of session 3 (nourishing according to time part 1) 'ell'tomeonsr;)ir:ig participants’ memory of the content of session 3; To promote participants’ immersing in session
Share the completion status of TCM health preservation goals To access the completion status of TCM health preservation goals set in the logbook 15 min.
set in the loghook
Inquire questions encountered in TCM health preservation To answer questions encountered in TCM health preservation practice
practice
Inquire the completion status of pressing acupoint that can To assess the completion status of pressing acupoint that can improve sleep quality and relieve depression
improve sleep quality and relieve depression (Baihui) (Baihui); To give affirmation and encouragement of participants who completed and thus increase their self-efficacy
Pre-session 4 knowledge test To test participants’ understanding of knowledge regarding nourishing according to time part 2 before session 5 min.
Introdupe regul,fatlon at bedtime, e!nd ten contraindications To understand “regulation at bedtime,” and “ten contraindications regarding sleep”, two sleep regulation methods
regarding sleep”, two sleep regulation methods
Introduce the principle of eating according to time and season, To understand the principle of eating according to time and season, and introduce seasonal food 25 min.
and introduce seasonal food
Introduce self-regulating sleep aids (meditation, self-hypnosis to . . - . .
fall asleep, tranquility) To understand self-regulating sleep aids (meditation, self-hypnosis to fall asleep, tranquility)
Learn and practice acupoints that can improve sleep quality and . . . . S o B
relieve depression in class (2): Yintang (EX — HN3) To master acupoints that can improve sleep quality and relieve depression in class (2): Yintang (EX—HN3)
Break 10 min.
Learn and practice acupoints that can improve sleep quality and . . . . L s 10 min.
relieve depression in class (2): Neiguan (PC) To master acupoints that can improve sleep quality and relieve depression in class (2): Neiguan (PC6)
Learn and practice acupoints that can improve sleep quality and . . . . L ) 10 min.
relieve depression in class (2): Shenmen (HT7) To master acupoints that can improve sleep quality and relieve depression in class (2): Shenmen (HT7)
Provide _syndro_me d|ﬁerent|at|on-based diet suggestions for To undserstand syndrome differentiation-based diet suggestions for depression (4) in class (diet for better sleep) 15 min.
depression (4) in class (diet for better sleep)
Taste herbal tea (red date tea) for alleviating depression (4) in To experience herbal tea for alleviating depression (4) in class
class (diet for better sleep)
Check To ensure participants master the concept of sleep regulation methods and self-regulating sleep aids
To ensure that participants master one acupoint that can improve sleep quality and relieve depression 15 min.
Post-session 4 knowledge test To test participants’ understanding of knowledge regarding nourishing according to time part 2 after session 5 min.
Summary as well as question and answer section To summarize the session and answer questions from participants
Set SMART goals To ensure that participants set TCM health preservation goals in the relevant logbook
Reminder key points: continuous practice, at least once a day To ensure that participants understand practice expectations 10 min.

and at least two elements of the session each time

Note. SMART = specific, measurable, action-oriented, realistic, and timed; TCM = traditional Chinese medicine.
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Reminder key points: continuous practice, at least once a day and at
least two elements of the session each time

To ensure that participants understand practice expectations

Session 5: Nourishing the Qi Part 1 Objectives Duration
Review content of session 4 (nourishing according to time part 2 To enhance partllc_lpants’ memory of.the coptent of session 3
To promote participants’ immersing in session atmosphere
Share the completion status of TCM health preservation goals set in the | To access the completion status of TCM health preservation goals set in the logbook 15 min.
logbook
Inquire questions encountered in TCM health preservation practice To answer guestions encountered in TCM health preservation practice
. . . . . To assess the completion status of pressing acupoint that can improve sleep quality and relieve
Inquire the completion status of pressing acupoint that can improve d on (i Nei h
sleep quality and relieve depression (Yintang, Neiguan, Shenmen) epression ( Intang, Neiguan, Shenmen) - . . '
' ! To give affirmation and encouragement of participants who completed and thus increase their self-efficacy
Pre-session 5 knowledge test To test participants’ understanding of knowledge regarding nourishing the Qi Part 1 before session 10 min.
Introduce the definition and function of nourishing the Qi To understand the definition and function of nourishing the Qi
Introdche_the relationship tie“tween _nourlshment_Ql "and Eiepresglon " | To understand the relationship between “nourishment Qi” and “depression” in TCM (“adjustment of body,” 20 min.
TCM (“adjustment of body,” “regulation of breathing,” and “regulation of p ; - p - LS,
e regulation of breathing,” and “regulation of mental activities”)
mental activities”)
Introduce the relationship between Qigong and depression and the . . . . . . .
function of Qigong on depression To understand the relationship between Qigong and depression and the function of Qigong on depression
Break 10 min.
Elggznence nourishing the Qi by learning and practicing Baduanijin in To consolidate and master Baduanjin 25 min.
Intro_duc_e diet suggestions related to TCM emotion and depression and To understand diet suggestions related to TCM emotion and depression and nourishing the Qi Part 1 10 min.
nourishing the Qi Part 1
To ensure that participants understand the definition and function of nourishing the Qi, and the relationship
Check between nourishing the Qi
To ensure that participants understand the relationship between Qigong and depression and the function 15 min.
of Qigong on depression
Post-session 5 knowledge test To test participants’ understanding of knowledge regarding nourishing the Qi Part 1 after session 5 min.
Summary as well as question and answer section To summarize the session and answer questions from participants
Set SMART goals To ensure that participants set TCM health preservation goals in the relevant logbook
10 min.

Note. SMART = specific, measurable, action-oriented, realistic, and timed; TCM = traditional Chinese medicine.
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The Structure and Content of Nourishing the Qi Part 2
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elements of the session each time

each time

Session 6: Nourishing the Qi Part 2 Objectives Duration
Review content of session 4 (nourishing according to time part 2 To enhance participants’ memory of the content of session 3
Share the completion status of TCM health preservation goals set in the logbook | To promote participants’ immersing in session atmosphere 15 min.
Inquire questions encountered in TCM health preservation practice To access the completion status of TCM health preservation goals set in the loghook
Pre-session 6 knowledge test To test participants’ understanding of knowledge regarding nourishing the Qi Part 2 before session 5 min.
Intro_dut_:e diet suggestions related to TCM emotion and depression and To understand diet suggestions related to TCM emotion and depression and nourishing the Qi Part 2 .
nourishing the Qi (2) 20 min.
Introduce Baduanijin, a method for nourishing the Qi, including overview, function, | To understand Baduanjin, a method for nourishing the Qi, including overview, function, and practical
and practical method method
Break 10 min.
Experience nourishing the Qi by learning and practicing Baduanjin in class To consolidate and master Baduanjin 25 min.
To ensure that participants understand diet suggestions related to TCM emotion and depression and
Check nourishing the Qi 10 min.
To master Badunjin’s overview, function, practical method and practical process
Sgg;g!srig\r:'ew of content of sessions of TCM health preservation program for To review and consolidate content of sessions of TCM health preservation program for depression 20 min.
Pre-session 6 knowledge test To test participants’ understanding of knowledge regarding nourishing the Qi Part 2 after session 5 min.
Summary as well as question and answer section Summary as well as guestion and answer section
Set SMART goals Set SMART goals
Reminder key points: continuous practice, at least once a day and at least two Reminder key points: continuous practice, at least once a day and at least two elements of the session 10 min.

Note. SMART = specific, measurable, action-oriented, realistic, and timed; TCM = traditional Chinese medicine.
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4.3 Program materials

Program materials mainly include two parts, teaching related materials and
assessment-related materials. Teaching related materials include teaching materials
for sessions of TCM health preservation program depression (slides and printed
version), logbooks for TCM health preservation program for depression, and herbal
tea packet. Assessment-related materials incorporate session knowledge test, session
knowledge test, acceptability scale, or program participants’/researchers’/CMPs’
assessment form. All those materials will be distributed to participants when they

attend each session.
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Perceptions and experiences of a multicomponent traditional Chinese medicine

lifestyle medicine program for depression: A qualitative study

1. Introduction

Depression is a common mental health condition that can negatively affect how an
individual feels, the way he or she thinks and how this person acts [1]. During a
depressive episode, an individual experiences depressed mood or loss of pleasure or
interest in activities most of the day, nearly every, accompanied by a list of symptoms
(e.g., insomnia, significant weight changes, feeling worthless) [1], resulting in
substantial function impairment [2]. Depression management is unsatisfactory, and
this condition has become the leading cause of disability [3].

The exact reason for depression is still unknown but considered as a result of the
interplay of proximal adversities with social, genetic, environmental, and
developmental risk and resilience factors [4]. As culture and context matter in
depression, and no two individuals share the same experience of depression [1], thus,
different novel treatments for depression are urgently necessitated.

Due to mounting evidence supporting the relationship between lifestyle and
depression [5], targeting at several lifestyle risk factors might be novel strategy to
treat depression [2]. It should be noted that lifestyle, a way of living, is formed
influenced by cultures, religion, economic in particular geographic localities and
contexts, and corresponding manifestations varied across different regions and
reflected attitudes and values of individuals [6].

Hong Kong is an international city of 1,104-square-kilometre territory with 92%
Chinese ethnicity, where depression is prevalent (19% in 2020) [7]. As one densely
populated city in China, where traditional Chinese Medicine (TCM), the codified
ancient healing system with a holistic approach, originated, TCM also has a long
history in Hong Kong and has integrated deeply into local residents’ everyday life.

According to a previous cross-sectional study, individuals with depression were more
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likely to seek complementary and alternative therapies [8]. Thus, it indicates the
potential of using the multicomponent TCM lifestyle medicine (TCMLM) program
targeting at lifestyle risk factors simultaneously to treat depression. That might
increase the program acceptability and engagement among local Chinese residents,
thereby contributing to the improved effectiveness and enhanced compliance.

To confirm the potential, from April 2023 to October 2023, we successfully
examined the feasibility, acceptability, and preliminary efficacy of this novel complex
program for depression among 42 depressed Hong Kong Chinese adults in a pilot
randomized controlled trial (RCT) (registered at ClinicalTrials.Gov with registration
number: NCT05799586) [9, 10]. Using qualitative methods alongside RCTSs,
especially complex health and social care programs, has been recommended as a
necessity in a growing number of literatures. Through the application, the limits of
measurement-based research could be overcome, and a series of potential values
could be obtained. For example, utilizing qualitative methods after a trial could
explore the experiences of participating in the program, reveal the facilitators and
barriers of conducting and adhering to the program, provide in-depth understanding of
pilot trial findings and facilitate related interpretation [11].

To achieve these goals and better optimize the already developed and examined
multicomponent TCMLM program, a qualitative study aiming to provide
straightforward descriptions of perceptions and experiences of participating in this
novel program was conducted after the trial. The findings were reported in the current

study.

2. Methods

2.1 The intervention: A Multicomponent TCMLM program for depression

The Multicomponent TCMLM program is the first evidence-based, content-
consented, and theory-informed program for depression [9]. The multicomponent
TCMLM program for depression has three key components involving six sessions [9,

10]. Components of the program are briefly described here. Component 1: nourishing
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the heart. Component 2: nourishing according to time. Component 3: nourishing the
Qi. Each component is delivered through two sessions. The Program was conducted

in face-to-face small group format and delivered by one trained Hong Kong registered
Chinese medicine practitioner with previous knowledge and practical experience of
the TCMLM at a classroom with TCM ambience in Hong Kong Polytechnic
University. Six 2-hour sessions were conducted on a weekly basis as the subsequent
sequence: week 1 for nourishing the heart 1, week 2 for nourishing the heart 2, week
3 for nourishing according to time 1, week 4 for nourishing according to time 2, week
5 for nourishing the Qi 1, and week 6 for nourishing the Qi 2.

Each session has the same structure consisting of introduction (10 to 15 minutes),
pre-session knowledge test (5 to 10 minutes), the body of the session (around 60
minutes), checking, summary, question and answer (10 to 20 minutes), post-session
knowledge test (5 to 10 minutes) and goal setting (5 to 10 minutes). At the first four
sessions, tasting herbal tea drink and herbal tea packet as souvenir are provided.
During each session, interactive techniques, motivational interviewing strategies and
teach-back method were applied by the program provider; the SMART (Specific,
Measurable, Action-oriented, Realistic, and Timed) goals were set in weekly

logbooks.

2.2 Study design

A descriptive qualitative study, a method suitable for answering why an intervention
works or how and making the findings of intervention studies more clinically
meaningful [12], was used in the current study. This qualitative research method
draws tents from naturalistic inquiry (e.g., no manipulation of variables, no a prior
commitment to any one theoretical view of a targeted phenomenon) [13] and aims to
provide a straight description by generating a comprehensive summary of events [12].
The study was approved by the Human Subjects Ethics Sub-Committee of the Hong
Kong Polytechnic University (Reference number: HSEARS20230511001).
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2.3 Recruitment and participants

Purposeful sampling was utilized to recruit potential participants to join in this
qualitative study. The inclusion criteria were: (1) Hong Kong people aged 18-years-
old to 65-years-old; (2) fluent in Cantonese or Mandarin; (3) have completed at least
four of six sessions of the TCMLM program; and (4) willing to participate in
qualitative interviews and provide written informed consent. If the person was unable
to join interviews in person or had serious medical comorbidities, that individual
would be excluded.

We approached potential eligible participants near the sixth session of the
multicomponent TCMLM program for depression (usually session 4 or 5) (those
allocated to the waitlist control group but participated in the program as
compensation) or near the end date of the six-week follow-up period (those allocated
to the intervention group) and invited them to participate in this qualitative study

either though oral communication, emails or via WhatsApp.

2.4 Data collection
Data was collected between August 2023 and January 2024 using mini focus group
interviews [14] and semi-structured individual interviews [15]. The combined data
sources were adopted with the consideration of obtaining rich data, generating a
comprehensive data summary [16] and the study feasibility. Interview guides for mini
focus group interviews (Table 1) and semi-structured individual interviews (Table 2)
were developed based on four aspects, including lifestyle modification-related
qualitative studies [17-20], researchers’ inspections in each program session, feedback
from trial participants, and quantitative findings from the RCT (e.g., treatment effects)
[10]. Along with the data analysis, the interview questions became more structured.
All interviews were audio-recorded and carried out face-to-face with participants
in quiet classrooms of the university. Mini focus group interviews were performed by

a trained moderator (KC, XC, or JR) and a trained observer (JR or WY). Semi-
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structured individual interviews were all conducted by JR who has rich experience in
this type of interview. During the interview, the researcher(s) showed respect and
listened to participants’ responses carefully. Probing questions were utilized to
encourage response or promote clarification. Apart from this, in mini focus group
interviews, the moderator facilitated the group engagement and managed group
dynamics, thus maximizing the results of the discussion [21]. Meanwhile, the
observer made an observation of participants’ seating, nonverbal interactions, impacts
of group dynamics and jotted down the general content of the discussion [14]. Field
notes were written down after each interview to record the details of the interactions,
nonverbal signs, and interview settings.

Finally, a total of six focus group interviews with an average time of 78.83 min
(ranging from 39 to 94 min) and twelve semi-structured individual interviews with an
average time of 46.42 min (ranging from 20 to 73 min) were conducted. iFlyRec, an
automatic speech recognition application, was utilized to support the process of
verbatim transcription.

INSERT TABLE ONE HERE

INSERT TABLE TWO HERE
2.5 Data analysis
A conventional content analysis was utilized to analyze the interview transcripts by
the first author (JR) who has rich experience in applying this approach [22-24]. Data
analysis was conducted manually and performed concurrently with data collection
through an inductive and iterative process.

First, JR read the interview transcript several times to immerse herself into the
data and thus gained an overall understanding of participants’ perceptions and
experiences of the program. Then, JR performed line-by-line coding to the transcript
to identify possible coding units that captured key descriptions and ideas of program
participation experiences. Subsequently, JR made a comparison of coding units and

condensed coding units to a more abstract level in accordance with shared
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characteristics. Lastly, some abstracted coding units were extracted and grouped into
subthemes and themes.

Chinese was utilized for analyzing the data. Themes, subthemes, and supported
quotes were translated into English for writing the report by JR, who was trilingual in
Mandarin, Cantonese, and English and had certain qualitative research reports
translation experience. The translation results were reviewed and checked by the two
researchers (YM and WY), who also read and understand Mandarin, Cantonese, and
English. Disagreements in translation were solved by discussion.

Data saturation was reached after the 5th focus group interviews and nine semi-
structured individual interviews when four researchers (JR, XC, KC, WY) started to
hear similar responses repeatedly, realized no new data further contributing to the
understanding of the studied phenomenon and noted no emergence of new subthemes

or themes related to participants’ experiences [25].

2.6 Rigor

Several strategies were utilized to ensure rigor in the current study [13, 26].
Credibility was achieved through establishing trusting relationships with participants
and encouraging participants to talk and share their opinions freely. Confirmability
was confirmed through each interview transcript being double-checked by a research
assistant and JR for accuracy. Dependability was obtained by providing an audit trial
depicting the processes and procedures of the study to the funding body.
Transferability was met via keeping reflexibility throughout the research process. For
example, we wrote reflective journals and self-reflected on how our roles (both four
researchers have experience in qualitative study to some extent, and two involved in
the multicomponent TCMLM program — JR and WY. JR, a young female from
Mainland China to purse PhD degree in Hong Kong and also a Cantonese learner;
XC, a young male PhD candidate from Mainland China with fluent Cantonese; KC, a

Hong Kong native young male with a few experience in TCM related study project;
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WY, a Hong Kong native young male and who also is an associate professor and

supervisor of JR) might influence data collection and data analysis.

3. Results
A total of 31 participants (8 males, and 23 females, 17 from the intervention group
and 14 from the control group) with an average of 45.26 years old participated in the
six focus group interviews (n = 19) or twelve semi-structured interviews (n = 12). The
depression level of the 31 participants measured by the Patient Health Questionnaire-
9 (PHQ-9) [27] before attending the program was 13.19 (£2.26). From baseline to 6-
week immediate post-treatment, the average decrease in PHQ-9 score for those in
intervention group (n = 17) was 5.29 points (SD = 3.41, within group effect size =
1.72). Tables 3 and 4 present the demographic characteristics of the participants.

Three themes emerged: “multicomponent TCMLM program originally being
comprehensive and special,” “multicomponent TCMLM program being far more
beneficial than thought,” and “practicing multicomponent TCMLM program having
challenges.” Table 5 provides the details on the identified themes and subthemes.

INSERT TABLE THREE HERE
INSERT TABLE FOUR THERE
INSERT TABLE FIVE HERE

3.1 Theme 1 Multicomponent TCMLM program originally being comprehensive
and special
In Theme 1, many participants gradually perceived the richness and special traits of
the multicomponent TCMLM program for depression.
Subtheme 1.1 TCMLM program content originally being not unitary
Prior to attending the multicomponent TCMLM program for depression, most
participants lacked corresponding knowledge. Their existing understanding towards
TCMLM program for depression was superficial. In their opinions, the program is
simple in content and includes only one or two components related to TCM, such as

Chinese herbs, traditional Chinese dietary therapy, or acupuncture.
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“In my mind, TCMLM just meant Chinese herbs or herb soups” (Participant 25,
Focus group 5)

After attending the program, participants learnt different components of TCMLM and

were surprised to realize how rich the program content was!

“The program content was so comprehensive and covered a lot!” (Participant 31,

Individual interview 12)

Subtheme 1.2 Increasing the number of methods for dealing with depressive
symptoms

No matter whether participants have received any depression treatments or not,
none had received multicomponent TCMLM program before the program and were

curious about the potential anti-depression function of this innovative method.

“I was familiar with Western methods for treating depression. | was intrigued to
figure out how multicomponent TCMLM could treat depression and be helpful ”

(Participant 31, Individual interview 12)

During the program, participants were taught various types of methods to cope with
depression. Gradually, they were equipped with different culture and context-based
means to handle depression. Metaphorically, at this moment, each participant’s
“warehouse” was filled with various depression handing weapons. The participants
could retrieve and use any of the methods they learned if needed, generating a sense

of security.
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“I have been equipped with many methods for dealing with depression. If I feel down,
1 can tell myself that there are many methods that you can apply” (Participant 22,

Focus group 4)

Subtheme 1.3 Providing TCMLM program in suitable teaching format, style,
and atmosphere
The multicomponent TCMLM for depression exhibited several distinct traits, which
prompted participants to learn and practice TCMLM not only in the sessions but also
in their daily life.

First, a small-group teaching format instead of an individual or a large-group
format generated a sense of belonging among the participants and facilitated the
Chinese medicine practitioners (CMPs) to deliver TCMLM knowledge and foster the

learning of the participants.

“When we were sitting together, talking, and sharing, that made me feel better.
Otherwise, I often thought that there was only me suffering from depression”

(Participant 12, Individual interview 7)

Second, all the three CMPs were professional, attentive, empathic, caring,
approachable, had good time management ability and skilled in creating an
encouraging atmosphere. That improved participants’ learning experiences and

motivated them to adhere to the program.

“The encouragement from the CMP uplifted my spirits, improved the classroom

atmosphere and provided warmth” (Participant 11, Individual interview 6)

Third, the arrangement of interactive segments in each session not only assisted in the
professional resolution of participants’ issues but also created a relaxed atmosphere

for communication and interaction.
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“The setup of interactive section in each program session was good. During the
session, the CMP inquired about us, such as our situation in the past week”

(Participant 19, Focus group 4)

3.2 Theme 2 Multicomponent TCMLM program being far more beneficial than
thought

Theme 2 refers to a series of benefits gained during the multicomponent TCMLM
program, which were far from participants thought.

Subtheme 2.1 Promoting diet, exercises, daily routine and sleep management
based on TCMLM

With the further understanding and increased practice of TCMLM, most participants
formed a TCM-based healthy lifestyle. The main manifestation in diet includes
avoiding consuming unhealthy diet, forming regular dietary habits, and adding food

beneficial for Qi regulation and depression treatment.

“I have switched from drinking coffee and milk to herbal tea, which might alleviate

depression” (Participant 29, Focus group 6)

The main manifestation in physical activities is allocating certain time for TCM-based
physical activities (e.g., Baduanjin, five-animal Qigong exercise) on a regular basis or

maximizing the use of their spare time to practice body adjustment.

“Practicing Baduanjin on a daily basis has turned into a habit of me” (Participant

16, Focus group 3)

The main manifestation in daily routine and sleep management incorporates
performing activities during daytime as much as possible to balance yin and yang,

avoiding participating in activities that may highly disturb the calmness of Qi and
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blood before bedtime (e.g., chatting or using mobile phone), changing daily routine
and starting sleep earlier, and performing acupressure before bedtime to improve

sleep.

“I often sleep very late ... (After the program), I attempted to wrap up the day’s work

before 10:00 pm” (Participant 14, Individual interview 9)

Subtheme 2.2 Improving physical functional status

After practicing TCMLM, the physical functional status of participants improved.
That was manifested in various aspects, including feeling the whole-body relaxed
(mainly induced during the preparation of scented tea, foot bath, or Baduanjin
practice), strengthening the body, improving sleep quality, increasing energy,
facilitating smooth blood flow and energy circulation, and promoting gastrointestinal

function.

“The blood circulation of my body flowed smoothly after acupressure points

pressure” (Participant 18, Focus group 3)

Subtheme 2.3 Cultivating interests and hobbies

As taught in the first two sessions, “refined hobbies” served as a good way to nourish
the heart from the perspective of TCM. It contributed to decreased depression, stress,
and other negative emotions and improved psychological well-being. A number of
refined hobbies suitable for nourishing the heart were provided, such as reading
books, practicing “four accomplishments” (musical instruments, bord games,
calligraphy, painting), listening to music, planting, and hiking. Gradually, the selected

refined hobby became their routine interests and hobbies.

“I engage in reading books almost every night now” (Participant 4, Focus group 2)
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Learning to experience the moment was another hobby that was practiced by
participants. That could be reflected from gradually realizing changes in daily routine,
ambient environment, weather and showing gradual appreciation for plants, flowers,

and herbs.

“Now I paid attention to how the weather, four seasons, and the surrounding
environment integrated with one another and made corresponding adjustments”

(Participant 28, Focus group 6)

Subtheme 2.4 Improving one’s personality

During the process of practicing TCMLM in daily life, many participants realized that
their personality has improved either. The manifestations incorporated becoming calm
and gentle, becoming positive and optimistic, as well as becoming confident and

motivated.

“I have learnt to regulate my temper and not be too impulsive. | could say that | have

become gentler than before” (Participant 2, Focus group 1)

The change was related to the TCM-based stress management skills which they learnt
from the program, such as doing breath regulations in the morning before going to

work, while sitting on the bus, lying in bed, or performing meditation in spare time.

“I have formed the habit of practicing breath regulation while going on a ride or on
my way home. During these moments, | slowly fel¢ the rhythm of my breath”

(Participant 3, Individual interview 1)

Meanwhile, participants also learnt how to love themselves. That was shown in an

improvement in self-understanding and comprehension of self-care.
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“The program reminded me to 100k after myself” (Participant 30, Focus group 6)

Subtheme 2.5 Enhancing interpersonal relationship

Participants gradually noticed their enhanced interpersonal relationship with family
members, friends, colleagues, and classmates. They became willing to engage in
conversations with others, talked more, and had increased frequency of attending

social activities.

“I was more willing to talk with friends and we had more topics to discuss”

(Participant 13, Individual interview 8)

3.3 Theme 3 Practicing multicomponent TCMLM program having challenges
Although the practices in multicomponent TCM LM program could bring tangible
benefits, participants encountered challenges during their learning and practice.
Subtheme 3.1 A few TCMLM vocabularies incomprehensible

A few contents of multicomponent TCMLM program involved Classical Chinese or
complex and obscure languages. That presented as a challenge to a few participants
who had no previous knowledge of TCM and/or TCM LM related knowledge,

causing difficulty in comprehension.

“Several concepts like yin and yang, eight-character content...Although the CMP has

taught us, we still might not fully grasp them” (Participant 26, Focus group 5)

Subtheme 3.2 Confusing about the correctness of a few TCMLM practice

This subtheme refers to the confusion on the correctness of TCM LM practice, which
involves the accuracy of performing acupressure points (e.g., location, intensity),
practicing Baduanjin (e.g., gestures), and preparing traditional Chinese dietary

therapy.
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“I felt that I did not press the accurate location of the acupressure points”

(Participant 6, Focus group 2)

Subtheme 3.3 Lacking conditions for practicing some content of TCMLM in
community

The TCM LM practice should be performed under certain conditions. Unsuitable
conditions worked as barriers hindering the practice of TCM-based lifestyle. That
includes a weak physical state (e.g., fatigue, a declining memory), inappropriate
mental state (e.g., depressive state, lack of motivation), lack of time (e.g., occupied by
work), lack suitable venues for TCM-based physical activities (e.g., limited house
space, feeling stigma if practicing Baduanjin outdoors), and no access to high-quality

and cost-effective TCM LM related ingredients.

“I was exhausted and felt drained that day. Thus, | did not join other students in that

session to perform Baduanjin” (Participant 23, Focus group 4)

“I did not practice Baduanjin at home. There was no room for me to stretch out my

arms” (Participant 10, Individual interview 5)

“Others do not know what you are doing (Baduanjin)...It looks just like a ‘weirdo’ in

the park” (Participant 9, Individual Interview 4)

“I did not know where | could buy some TCM LM related ingredients” (Participant

27, Individual interview 11)

Subtheme 3.4 A few program content not suitable for Hong Kong cultural
context
While practicing TCM LM in daily life, participants mentioned that some contents

were unsuitable for the cultural context in Hong Kong or difficult to practice in this
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region. Some traditional Chinese dietary therapies are seldom prepared in Hong

Kong.

“Some traditional Chinese herbal soups required several hours of boiling with so
many ingredients added together. Hong Kongers rarely did this” (Participant 17,
Focus group 3)

Moreover, due to fast-paced life in Hong Kong, limited lunch break, restricted work
locations with no canteen and area for napping, practicing “midday nap” was not

appropriate.

“In Hong Kong, it was uncommon for people to take a nap at noon. I just had an hour
for lunch ... (After lunch), there was hardly any time left for taking a nap”

(Participant 7, Individual interview 2)

4. Discussion
To the best of our understanding, this work is a pioneering study that used qualitative
research to explore the perceptions and experiences of depressed patients who had
received multicomponent LM program for depression based on TCM theory. This
study also pioneers the unveiling of in-depth experiences and practices challenges and
barriers related to various TCM-related components, such as Baduanjin, Chinese
dietary therapy, and acupressure, among individuals with depression. Comprehensive
insights into the multicomponent TCMLM program for depression have been
revealed, and were condensed into three themes, with two depicting positive
experiences (theme 1 and theme 2), and one describing negative experiences (theme
3).

Theme 1, “multicomponent TCMLM program originally being comprehensive

and special,” incorporates with three subthemes, of which all supported the potential
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of the program serving as a leading model for the dissemination of scientific
knowledge on TCM LM and expansion of its practice in Hong Kong.

In terms of subtheme 1.1, with the increased TCM LM knowledge, participants’
attitudes toward TCM LM may improve, which will trigger their behavior of
practicing TCM-based lifestyle [28]. During practice, perceived effectiveness may
strengthen the participants’ trust in TCM LM and further boost their confidence in
adhering to the practice [28].

As for subtheme 1.2, with increased TCM-based methods for depression,
participants metaphorized their situation with various depression methods learnt from
the program as a “warehouse” storing a range of approaches. They can self-decide
regarding the approach to be used to cope with depression when needed. The
circumstance of being equipped with various depression methods made them feel
secure. Meanwhile, the autonomy and flexibility to select the preferred method and
the ease of implementing their preferred choice on their own may facilitate their
application of these methods in daily life and lead to better outcomes. The speculation
regarding empowering more treatment options to patients, leading to enhancing
treatment adherence, and thus achieving positive treatment effects, was supported by
previous studies [29].

Regarding subtheme 1.3, the suitable format, teaching, and atmosphere of TCM
LM program, especially caring, attentive, empathic, and encouraging one, reflects the
highly possibility of the inner existence of therapeutic alliance, an important
psychological concept, in the program. Extensive research evidence pinpoints
therapeutic alliance as a key element in successful psychological therapy and a robust
outcome predictor [30]. Future studies should test the nonspecific effects brought
about by therapeutic alliance in the multicomponent TCMLM program for depression.
If truly exists as our hypothesis, the potential mechanism underlying the formation of
therapeutic alliance in group-modality-based multicomponent TCMLM program for

depression and its implementation should be investigated further.
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Theme 2 (multicomponent TCMLM program being far more beneficial than
thought), along with its eight subthemes, not only reflects the various benefits gained
from the multicomponent TCMLM program, which are mutually corroborated by
statistically significant findings in the former pilot clinical trial [10], but also manifest
the recovery of mental health among Hong Kong Chinese adults with depression.

Recovery in mental health, including depression, shows the evident dualism of an
individual or social recovery [31]. This recovery can be observed as an ongoing
transformation process which has important manifestations. For example, taking care
of sleep, food intake, and emotions; performing exercises; participating in hobbies;
rebuilding a positive sense of self; restoring interpersonal relations; and having
personal responsibility in depression management [31-33]. Notably, our eight
subthemes are all in line with these traits and can be recognized as parts of the
multicomponent TCM LM program-induced recovery process.

Despite so, unlike the CHIME (connectedness, hope and optimism about the
future, identify, meaning in life, and empowerment) model in mental health recovery
[31-33] or mental health recovery model induced by one psychological therapy named
acceptance and commitment therapy [34], there is still lack multicomponent LM
programs elicited depression recovery model. That may hinder healthcare providers,
program providers, and caregivers of patients with depression judge the depression
recovery status and predict the depression recovery progress based on identifiable
characteristics shown in the model. The phenomenon may be attributed to the fact that
present multicomponent lifestyle medicine trials focusing on examining the
effectiveness [35-37] but paid little attention to the perceptions and experiences of
users who have participated and practiced multicomponent lifestyle medicine
programs using qualitative studies. That caused limited studies for conducting
qualitative meta-syntheses or narrative syntheses, the methods often applied for
developed mental health recovery model [31-34]. Thus, future work should collate

more qualitative evidence supporting the depression recovery generated by
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multicomponent lifestyle medicine programs among different populations and across
various regions.

Theme 3 (practicing multicomponent TCMLM program having challenges)
consisted of four subthemes. The first two subthemes, subtheme 3.1 "A few TCMLM
vocabularies incomprehensible” and subtheme 3.2 “Confusing about the correctness
of'a few TCMLM practice”, showed the practice challenges encountered by
participants due to the lack of sufficient and accurate understanding of some
theoretical and/or practical contents of TCMLM.

This concerning situation reflects the relatively low TCM health literacy (defined
as the ability to gain access to, comprehend, and utilize TCM-related information to
promote and maintain good health) level in Hong Kong [38]. The predominant role of
western medicine in the local healthcare system and insufficient referral from Hong
Kong western medicine doctors contribute to the phenomenon [39]. Also, the
relatively slow effects of options in TCM compared to western medicine may cause
less usage of TCM, especially in this face-paced metropolis, leading to a scarcity of
opportunities to gain insights into TCM [39]. Another reason might be small-scale
spreading TCM knowledge by TCM pragmatic users based on trial and error rather
than providing adequate dissemination of evidence-based TCM knowledge to the
community [28, 39].

Subthemes 3.3 (lacking conditions for practicing some content of TCMLM in
community) and 3.4 (a few program content not suitable for Hong Kong cultural
context) were categorized under the objective practice barriers of TCM LM. Apart
from similar findings which also inhibit patients with depression or other health
mental disorders from practicing different kinds of treatments (e.g., loss of
motivation, low mood, lethargy/fatigue, insufficient time) [40-42], noteworthily, our
study also found barriers specifically related to TCM lifestyle medicine practice in
Hong Kong.

The one barrier that needs particular attention is TCM-based physical activities

related stigma. The current study revealed that several young participants linked the
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practice of Baduanjin with a negative image (e.g., labeling young people who practice
Baduanjin in the park as weirdo), which caused them to hesitate practicing Baduanjin,
reduce their practice. However, previous studies showed no analogous findings [43,
44]. On the contrary, in this former study, the participants who performed Baduanjin
treated “slow and gentle movements” as a notable advantage [43, 44]. The difference
may be attributed to the inclusion of various research populations. Several available
Baduanjin-related studies involved middle-aged and elderly populations (40-72 years
old) with physical illnesses [43, 44]. A limited number of studies explored the
application and experiences of Baduanjin among young people, particularly those
with depression. Given the potential of Baduanjin as an exercise for depression
treatment, future studies should investigate the influential factors and examine the
underlying mechanism of Baduanjin-related stigma among young people with or

without depression.

4.1 Limitations

First, the findings were generated based on the perceptions and experiences of 31
participants in the multicomponent TCMLM program for depression rather than all
participants or other potential individuals with depression after attending the program.
Therefore, the current themes and subthemes may be enriched, and various
perceptions and experiences may be extracted if other depressed adults share their
experiences in program participation. Second, this study involved only those who
attended at least four of the six program sessions. Thereby, no in-depth insights into
the program were gained from the participants who dropped out, which limited the
understanding of the program to a certain extent. Third, the results of the qualitative
study focused on the current situation and may not be generalizable to larger

populations or other contexts.
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5. Conclusion

This study provides novel in-depth insights into the perceptions and experiences of
Chinese depressed adults who have attended the multicomponent TCMLM program
for depression and engaged TCM-based lifestyle practice in Hong Kong. The
encouraging findings showed the well acceptance and perceived usefulness of the
program among depressed population and supported the strong potential of
multicomponent TCMLM program using as an alone/adjuvant treatment for
depression. Meanwhile, challenges and barriers encountered during the program
engagement and practice were reported, providing direction for further program

refinement direction and research.
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Table

Table 1 Interview guide for focus group interviews of participants who attended the multicomponent TCMLM

program for depression

Type Discussion gquestion
Opening | introduce myself (moderator’s name), Tell me who you are, how did you get here
Introduction  How did you learn about the project of multicomponent TCMLM program for depression?
Transition  Think back to when you first became involved with this program. What were your first impressions?
Key -1 What were your perceptions and experiences of multicomponent TCMLM program for depression
(including 6 sessions)?
Key - 2 What were factors facilitating you to learn and practice TCMLM?
Key -3 What were barriers hindering you to learn and practice TCMLM?
Key - 4 How the multicomponent TCMLM program for depression impacts on you?
Key - 5 What knowledge or skills that you have gained from the program (if any)?
Key - 6 What changes have you experienced since learning and practicing TCM LM?
Key -7 What improvement comments for multicomponent TCMLM program for depression? (e.g., teaching
materials, loghooks, program providers)?
Ending If you had a chance to give advice to the director of the multicomponent TCMLM program for
depression, what advice would you provide?
Closing We want you to help us evaluate the multicomponent TCMLM for depression and provide us with

the perceptions and experiences of the multicomponent TCMLM program for depression. What did
we miss? Is there any topic or aspects that we should have discussed but have not covered yet?

Note. TCM = traditional Chinese medicine; TCMLM = traditional Chinese medicine lifestyle medicine.



223

Table 2 Interview guide for semi-structured interviews of participants who attended the multicomponent

TCMLM program for depression

Items Interview questions

1 Please share with me your positive perceptions and experiences of the multicomponent TCMLM
program for depression

2 Please share with me your negative perceptions and experiences of the multicomponent TCMLM
program for depression

3 Please share with me your perceptions and experiences with different sessions of the

multicomponent TCMLM program for depression

Please share with me any knowledge or skills that you have gained from the program (if any)

Please share with me any factors facilitating you to learn and practice TCM LM

Please share with me any barriers to learn and practice TCM LM

Please share with me how the multicomponent TCMLM program for depression impacts on you

(e.g., depressive symptoms, daily life, interpersonal relationship)

Please share with me any changes that you experienced since learning and practicing TCM LM

~No 0o h~

0o

Please share with me your evaluation towards the multicomponent TCMLM for depression (e.g.,
program content, program arrangement, program providers)

10 Please share with me any improvement comments regarding the multicomponent TCMLM for
depression (e.g., teaching materials, logbooks, program providers)

Note. TCM = traditional Chinese medicine; TCMLM = traditional Chinese medicine lifestyle medicine.
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Table 3 Demographic characteristics of participants in mini focus group interviews and semi-structured
individual interviews

Variables Total Focus groups Individual
(n=31) (n=19) interviews (n = 12)
Age, median (range) 43 (20-65) 43 (20-65) 44 (23-59)
Age, mean (SD) 45.26 47.42 (13.62) 41.83 (11.49)
(12.94)

Sex, n (%)

Male 8 (25.81) 5(26.32) 3 (25.00)

Female 23 (74.19) 14 (73.68) 9 (75.00)
Marital status, n (%)

Single 17 (54.84) 10 (52.63) 7 (58.33)

Married 11 (35.48) 7 (36.84) 4 (33.33)

Divorced 2 (6.45) 1(5.26) 1(8.33)

Widowed 1(3.23) 1 (5.26) 0 (0)
Living alone, n (%)

Yes 12 (38.71) 7 (36.84) 5 (41.67)

No 19 (61.29) 12 (63.16) 7 (58.33)
Education level, n (%)

Secondary education 11 (35.48) 8 (42.11) 3 (25.00)

Tertiary or above 20 (64.52) 11 (57.89) 9 (75.00)
Occupation

Employed 16 (51.61) 8 (42.11) 8 (66.67)

Homemaker 5(16.13) 4 (21.05) 1(8.33)

Student 2 (6.45) 1 (5.26) 1(8.33)

Retired 3(9.68) 3(15.79) 0 (0)

Unemployed 5(16.13) 3 (15.79) 2 (16.67)
Monthly household income (Hong Kong dollar), n (%)

Comprehensive social security assistance 1(3.23) 0 (0) 1(8.33)

No income 5(16.13) 4 (21.05) 1(8.33)

<10,000 1(3.23) 1 (5.26) 0 (0)

10,001-24,999 10 (32.26) 7 (36.84) 3 (25.00)

25,000-49,999 12 (38.71) 6 (31.58) 6 (50.00)

> 50,000 2 (6.45) 1(5.26) 1(8.33)

Note. SD = standard deviation.



Table 4 Demographic characteristics of the participants attended mini focus group interviews (n = 19)
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Interview 1 Interview 2 Interview 3  Interview 4  Interview 5 Interview 6
(n=2) (n=3) (n=3) (n=5) (n=3) (n=3)

Age, median (range) 31(28-34) 59 (43-63) 40(36-43) 40(20-58) 58 (42-62) 63 (59-65)
Sex (male/female) 0/2 2/1 1/2 2/3 0/3 0/3
Marital status 2/0/0/0 0/3/0/0 3/0/0/0 3/2/0/0 1/2/0/0 1/0/1/1
(single/married/divorced/widowed)
Living alone (yes/no) 0/2 0/3 1/2 2/3 1/2 3/0
Education level (secondary/tertiary or above) 0/2 2/1 0/3 3/2 1/2 2/1
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Table 5
Themes and subthemes of perceptions and experiences of participating in multicomponent TCMLM for
depression

Themes Subthemes

1.Multicomponent TCMLM
program originally being
comprehensive and special

2.Multicomponent TCMLM
program being far more beneficial
than thought

3.Practicing multicomponent
TCMLM program having
challenges

1.1 TCMLM program content originally being not unitary

1.2 Increasing the number of methods for dealing with depressive
symptoms

1.3 Providing TCMLM program in suitable teaching format, style, and
atmosphere

2.1 Promoting diet, exercises, daily routine and sleep management
based on TCMLM

2.2 Improving physical functional status

2.3 Cultivating interests and hobbies

2.4 Improving one’s personality

2.5 Enhancing interpersonal relationship

3.1 A few TCMLM vocabularies incomprehensible

3.2 Confusing about the correctness of a few TCMLM practice

3.3 Lacking conditions for practicing some content of TCMLM in
community

3.4 A few program content not suitable for Hong Kong cultural context

Note. TCMLM = traditional Chinese medicine lifestyle medicine.
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