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Abstract
Objective: This study aimed to systematically review and depict the current studies of traditional Chinese medicine fo@
mental health of patients with coronavirus disease 2019 (COVID-19).

Methods: A scoping review was conducted by searching PubMed, Web of Science, CNKI, Wanfang database, VIP database,
and SinoMed, with the retrieval time being from the establishment of the database to April 18, 2022. The basic information of the
included studies, objective, design, types of patients, interventions, outcomes, etc., was reviewed and summarized narratively.
Methodological quality was assessed using the Cochrane Risk of Bias assessment tool, the methodological index for non-
randomized studies or the Newcastle-Ottawa scale.

Results: We identified 30 traditional Chinese medicine (TCM) studies from six databases. Among them, finished randomized
controlled trials (n = 16) accounted for most of the studies, followed by single-arm studies (n = 9). In terms of study theme, 20
studies defined the mental health of patients with COVID-19 as the research theme. Psychological assessment was included
in the inclusion criteria (performed before participation) of nine studies, whereas the other studies only mentioned the mental
body points), moxibustion, decoction, or granules based on TCM syndrome differentiation, decoction, or granules with fixed
formulae (Baidu Jieduan granules, Xuanfei Baidu decoction, and Qingfei Paidu decoction), Chinese patent medicine (Jinhua
Qinggan granules), TCM psychological therapy (TCM ideological therapy, TCM five-tone therapy, and TCM psychological sand
table), and TCM nursing (dialectical care, dialectical diet, and psychological counseling). Anxiety and depression were the
main outcomes evaluated in regard to mental health in patients with COVID-19. The limitations of methodological quality were
predominantly from follow-up, blinding, and registration. Positive results were reported by 27 studies (90%, n = 30).

Conclusion: We summarized the existing literature about the impact of TCM on mental health in patients with COVID-19.
The number of studies evaluating the impact of TCM on mental health is encouraging, but overall methodological quality was
low. Several TCM interventions warrant further evaluation, particularly among populations outside of China, for the purpose of

Graphical abstract: http://links.lww.com/AHM/A36.

establishing supporting evidence. More importantly, research with stronger methodological quality needs to be developed.
Keywords: COVID-19, Mental health, Psychological health, Scoping review, Traditional Chinese medicine
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Introduction

The coronavirus disease 2019 (COVID-19) pandemic, a
major global public health issue, is still unfolding. As of
April 14, 2022, there were more than 500 million com-
firmed cases of COVID-19 and 6.3 million deaths!!. The
COVID-19 pandemic has caused emotional and social
burdens on individuals. Although these effects have been
predicted, the quantitative evaluation of these effects is
lacking?>-3.

Mental health is defined by the World Health
Organization as “a state of well-being in which every
individual realizes his or her own potential, can cope
with the normal stresses of life, can work productively
and fruitfully, and is able to make a contribution to her
or his community”®. According to statistics, this state
of well-being is perturbed in one in four individuals®-¢!.
One study reported higher severity and mortality among
COVID-19 patients who had mental disorders than
those who did not!".

Traditional Chinese medicine (TCM), which has a long
history, has been widely implemented in the management
of the COVID-19 epidemic in China. To date, national
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treatment guidelines for COVID-19 have been updated
nine times, which were released by the National Health
Commission of the People’s Republic of China; it is
worth noting that TCM remedies have been highlighted
in the third version released on January 23, 202015,
Owing to developments in the treatment of COVID-19,
the psychological health of patients has received grow-
ing attention. The effects of TCM on the psychological
health of COVID-19 patients have received increasing
attention from many scholars, and corresponding clin-
ical studies have been performed%'",

This scoping review aimed to systematically identify
and describe the current studies that tested or observed
one or more TCM interventions for improving the men-
tal health of patients with COVID-19 and to identify
promising TCM therapies to provide a reference for the
mental health management of COVID-19 patients.

Methods
Study design

This is a systematic scoping review. This study was
conducted according to Johanna Briggs Institute meth-
odological manual’>'3l, The study report was written
according to the Preferred Reporting Items for Systematic
Reviews and Meta-Analysis (PRISMA) extension for
scoping reviews!!4.

Search strategy

Four Chinese databases, namely, the SinoMed, VIP
database, China National Knowledge Infrastructure,
Wanfang database and two international databases,
namely, PubMed and Web of Science, were searched.
The retrieval period was from database establishment
to April 18, 2022. The search terms consisted of herbal
injection, Chinese patent medicine, herbal medicine,
TCM, traditional Chinese medicine, acupuncture, moxi-
bustion, COVID-19, SARS-CoV-2, etc. The search strat-
egy is provided in Supplemental Digital Content 1, http://
links.lww.com/AHM/A29.

Inclusion criteria

The types of studies included were clinical studies pub-
lished in English or Chinese regardless of the presence
of a control group. The included patients were patients
with COVID-19. The patients with COVID-19 were
diagnosed by relevant diagnostic criteria prescribed
in the Diagnosis and Treatment Protocol for Novel
Coronavirus Pneumonia Trial®.. There were no restric-
tions on factors such as age, sex, nationality, birthplace,
and ethnicity. All the studies had to focus on TCM, a
traditional medicine system originating from China,
characterized by holism and treatments based on pattern
identification/syndrome differentiation!™”l. For random-
ized controlled trials (RCTs), the following intervention
comparisons were considered: TCM single arm, TCM vs.
conventional Western medicine (CWM), TCM + CWM
vs. CWM, or TCM ws. Placebo. TCM interventions
include Chinese herbal medicines, Chinese patent med-
icines, acupuncture, moxibustion, and TCM exercises.
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CWM included oxygen therapy, antiviral medications,
antibiotics, etc. No limitations on outcomes were applied.

Exclusion criteria

Papers that described “integration of TCM and CWM?”
and “TCM-A or TCM-B” as interventions and those
that lacked detailed intervention names were excluded.
Manuscripts with unavailable full text and duplicate
publications were also excluded.

Study screening and data extraction

The study screening procedure was as follows: (1) use
of Note-Express software to exclude duplicate studies,
(2) initial screening after reading of titles and abstracts
according to inclusion and exclusion criteria, and (3)
reading of full text if additional information was needed
for screening.

The basic information in the included studies, such as
title, authors, authors’ region and affiliation, publication
date, research objectives, registration information, sam-
ple size, patients’ age and sex, diagnosis, interventions
and controls, course of treatment, and outcomes included
the improvement of stress, affective disorders, sleep qual-
ity, quality of life, etc., were required to be extracted.
For cases with insufficient information, we attempted to
contact the study authors by e-mail or phone for missing
information. The aforementioned information was sum-
marized and analyzed narratively.

Quality assessment

Evaluating the methodological quality of the included
studies, including trials, reviews, and overviews, is an
integral part of research at all levels of evidence!'. The
Cochrane Risk of Bias (ROB) assessment tool!'”l was
used to assess the quality of the RCTs on seven dimen-
sions. The evaluation results were indicated as “low risk,”
“high risk,” or “unclear risk.” The Methodological Index
for Non-Randomized Studies (MINORS)"®! was used to
assess single-arm studies (SAs) and non-randomized con-
trolled clinical trials (CCTs), which comprised 12 items.
The quality of observational studies (such as cohort
studies) was assessed using the Newcastle-Ottawa scale
(NOS)". The NOS assesses the study quality based on
three domains, with a maximum score of nine points.

Results

Characteristics of included TCM studies

Initially, 2,291 studies of TCM for the mental health of
patients with COVID-19 were identified from six data-
bases. Among these studies, 600 were duplicates. The
remaining 1,691 articles were screened, the titles and
abstracts were read, and a total of 1,537 articles did not
meet the inclusion criteria (objective, type, population,
interventions). Among 154 articles that full-text assessed,
124 were excluded for the following reasons: non-hu-
man studies, non-TCM intervention, non-psychological
outcomes, patients without COVID-19 patients, and
non-full-text. A final total of 30 articles were included
in this scoping review. The flowchart of the literature
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screening is presented in Figure 1. The basic information
of the included literature is presented in Table 1.

The 30 included TCM studies (28 in Chinese and 2
in English) comprised 28 studies and 2 protocols (here-
after referred to as “studies”), which were performed in
China; the total sample size was 3,184 (range: 28-374;
average: 106; median: 82). The publication year ranged
from 2020 to 2022 (2020: 14 studies; 2021: 14 stud-
ies; 2022: 2 studies). TCM hospitals were the predom-
inant research funders, followed by TCM colleges and
Western medicine hospitals. The samples of 18 studies
were mainly from Hubei Province. With regard to geo-
graphical distribution, eight studies were published by
research groups in Hubei (7 = 4) and Guangdong (1 =
4). We identified four multi-center trials, three of which
were related to Hubei, and a maximum of four centers
participated in a single trial. The included studies can be
divided into five types: RCTs, SAs, cohort studies, proto-
cols, and non-randomized CCTs. Finished RCTs (7 = 16,
53.3%) accounted for most of the studies, followed by
SAs (n =9, 30%) which included prospective single-arm
studies (7 = 8) and single-arm case series studies (7 = 1).

Among the 30 studies, registered information was
reported by six studies!?*27:31:33:36401 “ethical approval was
reported by 14 studies[?0:24-25:27:30-33,36:40.43.46:48-49] ‘i formed
consent was reported by 25 studiesl20-25:27-36,38-43,46,48-49]
sample size estimation was reported by four stud-
iesi?227:36401 funding was reported by 16 stud-
ies[22:24-25,28-34,36-3740,43.46-47  and Good Clinical Practice
(GCP) training was performed by two studiesi***l. The
conflict-of-interest statement was reported by two stud-
ies published in English!333¢l,

www.ahmedjournal.com

In terms of study theme, 20 studies (66.7%) consid-
ered the psychological health of COVID-19 patients
as the research theme. Psychological assessments were
included in the inclusion criteria (psychological assess-
ment performed before participation) of nine stud-
iesl29-26:28-29,33-3438:43:81 - whereas the remaining studies
only mentioned the mental outcomes. All included
studies were classified into therapy, nursing, and reha-
bilitation based on the main research objective, which
included 11 subtypes. “External treatment of TCM for
the mental health of patients with COVID-19” and
“TCM nursing for the mental health of patients with
COVID-19” accounted for 60% of the 30 studies. In
real-world clinical studies, participant disease severity,
interventions received by patients, and duration of drug
treatment were determined by physicians on a case-by-
case basis.

In terms of comparisons, there was considerable vari-
ation among the 30 TCM studies. In total, 24 designs of
comparison were classified into eight types: A + B vs. B,
A+Buvs. CA+B+Cuvs.CCA+B+Cus.C+D,A+B+
Cuvs.A+Cus. C,A+B+C+Duws. D, A vs. B, and single
arm. A, B, C, and D refer to different interventions. The
details of each comparison can be viewed in Table 2. The
same letter “A” refers to the same intervention in a spe-
cific comparison. However, the same letter “A” refers to
different interventions in different comparisons. Among
them, A + B vs. B (7 = 10) and single arm (# = 9) were
the most commonly used. Eight TCM interventions
were used in the 30 studies, including TCM exercises,
acupoint stimulation (skin contact), TCM psychological
therapy, moxibustion (non-skin contact), decoction or

—
g Records identified through database
=1 searching (n = 2,291)
-.E *  CNKI(n=174)
z * WF(n=841)
2 * VIP(n=22)
h— *  SinoMed (n = 644)
*  PubMed (n=154) Additional records identified through
) *  Web of Science (n = 456) other sources (n = 0)
g | !
c
§ Records after duplicates removed
b (n=1,691)
- ¥
Records screened N Records excluded
) (n=1,601) i (n=1,537)
£
E Full-text articles excluded, with reasons (n =
]
] Full-text articles 124)
assessed for eligibility [~ Chinese (n =114)
— (n=154) *  Non-clinical trials (n = 72)
*  Non-TCM intervention (n = 14)
*  Non-psychological outcomes (n = 26)
*  Full text unavailable (n = 2)
English (n = 10)
- *  Non-COVID-19 patients (n = 6)
Studies included in *  Non-clinical trials (n = 2)
scoping review *  Non-full-text (n =1)
(n=30) *  Non-TCM intervention (n = 1)

Figure 1. Flowchart of literature screening.
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Basic information of included studies

Outcomes measures of

Author (year) Type of study Samples Interventions (T vs. C) mental health conditions
Chen 20202% RCT 60 TCM nursing+CWM vs. CWM ®
Chen 202021 RCT 32 TCM exercises+CWM vs. CWM 0]0)]
Duan2020? RCT 123 Chinese patent medicine+CWM vs. CWM ®
Gao 202013 SA 132 Acupoint stimulation+TCM exercises+CWM (single arm) @606
Huang 202024 SA 42 Moxibustion+CWM (single arm) @@
Ju 202225 RCT 63 TCM psychological therapy+TCM exercises+CWM vs. CWM ®0O®
Li 2020¢8 SA 374 TCM psychological therapy + characteristic technology @B®®
assisted treatment (single arm)
Li 202167 Prospective cohort 108 TCM exercises+CWM vs. CWM ®
study
Li 20218 RCT 160 Acupoint stimulation+TCM exercises+CWM vs. Acupoint 0]0)]
stimulation+CWM vs. CWM
Li 202129 RCT 60 TCM psychological therapy+TCM exercises vs. CWM O®®
Li 202160 RCT 64 Acupoint stimulation vs. CWM O®
Li20211" RCT 118 Decoction or granules based on TCM syndrome OO®
differentiation-+Moxibustion+CWM vs. CWM
Luo 202182 SA 28 Acupoint stimulation+TCM exercises+CWM (single arm) [0]0]01E)
Luo2021% Retrospective 84 Acupoint stimulation+CWM vs. CWM D®
cohort study
Shi 202014 RCT 60 TCM nursing+CWM vs. CWM 0]0)]
Wu 202013 RCT 120 TCM exercises+CWM vs. CWM @)
Wu202018 Retrospective cohort 300 Decoction or granules of fixed formulag+CWM vs. CWM ®®
study(protocol)
Wei 202167 SA 34 Decoction or granules based on TCM syndrome ®
differentiation+CWM (single arm)
Xu 20208 SA 80 TCM exercises+CWM (single arm) 0]0)]
Xu 20208 SA 213 TCM exercises (single arm) ®®
Yan 2020401 RCT(protocol) 120 Decoction or granules of fixed formulae+Moxibustion+CWM OO
vs. CWM
Yang 202041 RCT 110 Acupoint stimulation+TCM exercises+CWM vs. CWM OO
Yang 20214 RCT 88 Decoction or granules based on TCM syndrome 0]©)
differentiation+Acupoint stimulation vs. CWM
Yang 202113 RCT 90 Acupoint stimulation+TCM exercises+CWM vs. O@®
CWM-+Estazolam Tablets
Zeng 202044 CCT 229 Decoction or granules of fixed formulae+CWM vs. CWM 00}
Zhang 202119 SA 42 TCM nursing (single arm)
Zheng RCT 60 TCM psychological therapy+Acupoint stimulation+TCM 0]e)
202130 exercises+CWM vs. CWM
Zheng2021b47 RCT 60 TCM psychological therapy-+Acupoint stimulation+TCM ®
exercises+ TCM nursing vs. TCM nursing
Zhou 202118 SA 72 Decoction or granules based on TCM syndrome ®
differentiation+CWM (single arm)
Zhao 20221 RCT 58 Moxibustion+CWM vs. CWM 0]0)]

RCT: Randomized controlled trial; SA: Single-arm study; CCT: Non-randomized controlled clinical trial; TCM: Traditional Chinese medicine; CWM: Conventional western medicine; @ SAS: Self-rating
anxiety scale; @ SDS: Self-rating depression scale; ® HAMA/HAMD: Hamilton anxiety scale/Hamilton depression scale; @ PSQI: Pittsburgh sleep quality index; ® PHQ-9: Patient health questionnaire;
® DASS: Depression, anxiety and stress scale; @ Medical Outcomes SF-36: Medical Outcomes Study 36-Item Short-Form Health Survey; ® HHI: Herth hope index; @ Questionnaire based on the five
moods of TCM; @ SCL90: The self-report symptom inventory-symptom checklist 90; @ PANAS: The Positive and Negative Affect Scale; @ WHOQOL-BREF: The World Health Organization Quality of
Life; @ GQOLI-74: Generic Quality of Life Inventory 74; @ SF-12: Medical Outcomes Study 12-Item Short-Form Health Survey; @ LSAs: Liebowitz social anxiety scale; @ Analysis of nursing effect—
insomnia and anxiety; @ The SMH(St. Mary’s Hospital) sleep questionnaire; @ The GAD-7 scale (range, 0-21): 7-ltem Generalized Anxiety Disorder; @ ISI: Insomnia severity index.

granules based on TCM syndrome differentiation, TCM
nursing, decoction or granules with fixed formulae,
Baduanjin, Liuzijue, and Taichi, #» = 14), and acupoint
stimulation (auricular and body points, #z = 10) were the
most frequently used.

In terms of outcomes, these study focused on the anal-
ysis of mental health outcome measures. The self-rating
anxiety scale (SAS) (7 = 16), self-rating depression scale
(SDS) (n = 14), and Hamilton anxiety scale/Hamilton
depression scale (HAMD)(n = 7) were the main out-
come assessment tools. Among the 30 studies, 27 studies
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reported positive outcomes, and 2 protocols and 1 study
did not report significant results.

Details of the included TCM studies (study type, objec-
tive, theme, sample size, participants, comparisons, pri-
mary funder, and study status) are presented in Table 2.
The TCM interventions and mental health outcome mea-
sures included in the TCM studies are presented in Table 3.

TCM interventions with potential value

The components of TCM interventions are presented
in Supplemental Digital Content 2, http://links.lww.
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The characteristics of included TCM studies

Number of Percent

Iltems Details study (%)
Study type RCT 16 53.3
SA (prospective study 8, case series 1) 9 30.0
Cohort study (prospective cohort study 1, retrospective cohort study 1) 2 6.7
Protocol (retrospective cohort study 1, RCT 1) 2 6.7
CCT 1 3.3
Objective Therapy? Mental health of COVID-19 patient-external treatment of TCM¢ 14 46.7
The period of COVID-19-TCM 2 6.7
The period of COVID-19-integrated TCM and WM 2 6.7
Mental health of COVID-19 patient-TCM 1 3.3
Mental health of COVID-19 patient-integrated TCM and WM 1 3.3
The period of COVID-19-external treatment of TCM 1 3.3
Nursing® Mental health of COVID-19 patient-TCM nursing® 4 13.3
The period of COVID-19-TCM nursing 1 3.3
The period of COVID-19 recovery-TCM nursing 1 3.3
Rehabilitation® The period of COVID-19 recovery-TCM 2 6.7
The period of COVID-19 recovery-integrated TCM and WM 1 3.3
Theme Mental health of COVID-19 patients 20 66.7
Others 10 333
Sample size >200 4 13.3
101-200 8 26.7
50-100 13 43.3
<50 5 16.7
Participants Psychological assessment was included in the inclusion criteria 9 30.0
Psychological assessment was not included in the inclusion criteria 21 70.0
Comparisons A+Bvs.B TCM exercises + CWM vs. CWM' 3 10.0
(T vs.C) Decoction or granules of fixed formulae + CWM vs. CWM 2 6.7
TCM nursing + CWM vs. CWM 2 6.7
Moxibustion + CWM vs. CWM 1 3.3
Chinese patent medicine + CWM vs. CWM 1 3.3
Acupoint stimulation + CWM vs. CWM 1 3.3
A+Bvs.C TCM psychological therapy + TCM exercises vs. CWM 1 3.3
Decoction or granules based on TCM syndrome differentiation + Acupoint 1 3.3
stimulation vs. CWM
A+B+Cvs.C Decoction or granules of fixed formulae + Moxibustion + CWM vs. CWM 1 3.3
TCM psychological therapy + TCM exercises + CWM vs. CWM 1 3.3
Decoction or granules based on TCM syndrome differentiation + Moxibustion 1 3.3
+ CWM vs. CWM
Acupoint stimulation + TCM exercises + CWM vs. CWM 1 3.3
A+B+Cws.C+D Acupoint stimulation + TCM exercises + CWM vs. CWM + Estazolam Tablets 1 3.3
A+B+Cvs.A+Cvs.C Acupoint stimulation + TCM exercises + CWM vs. Acupoint stimulation + 1 3.3
CWM vs. CWM
A+B+C+Dvs.D TCM psychological therapy + Acupoint stimulation + TCM exercises + CWM 1 3.3
vs. CWM
TCM psychological therapy + Acupoint stimulation + TCM exercises + TCM 1 3.3
nursing vs. TCM nursing
Avs. B Acupoint stimulation vs. CWM 1 3.3
Single arm Decoction or granules based on TCM syndrome differentiation + CWM 2 6.7
Acupoint stimulation + TCM exercises + CWM 2 6.7
TCM psychological therapy + Characteristic technology assisted treatment 1 3.3
TCM exercises + CWM 1 3.3
TCM exercises 1 3.3
Moxibustion + CWM 1 3.3
TCM nursing 1 3.3
Primary sponsor TCM hospital 14 46.7
TCM college 7 23.3
WM hospital 7 23.3
TCM and WM hospital 2 6.7
Study status Finished 28 93.3
Protocol 2 6.7

RCT: Randomized controlled trial; SA: Single-arm study; CCT: Non-randomized controlled clinical trial; CWM: Conventional western medicine;  reported to be used for treatment or hospitalized patients,
without rehabilitative stage. °: reported to be used for rehabilitation, discharged patients, or convalescent patients. °: reported to be used for nursing care explicitly. : TCM exercise, acupuncture,
moxibustion, massage, or TCM psychological therapy. ©: dialectical care, dialectical diet, and psychological counseling, etc. ': regular nursing, conventional psychological care (Western Medicine), western
medicine, isolation/symptomatic treatment, health education, nutritional intervention, oxygen therapy.

"A, B, C, and D refer to different interventions. Take the letter “A” as an example. The same letter “A” refers to the same intervention in a specific comparison. However, the same letter “A” refers to
different interventions in different comparisons.
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com/AHM/A29. The interventions found in all included
studies were categorized into eight main groups: TCM
exercises, acupoint stimulation, moxibustion, decoction
or granules based on TCM syndrome differentiation,
decoction or granules with fixed formulae, Chinese pat-
ent medicine, TCM psychological therapy, TCM nursing.

TCM Exercises

nique created by the Fitness Qigong Management Center
of the General Administration of Sport of China. This
technique stretches muscles and regulates breathing!’l.
One SAB? reported the effect of auricular acupoint

the stress, affective disorders, sleep quality, and quality
of life of patients who suffered from mild COVID-19
(P < 0.05). It is emphasized that patients should start
The main points of the exercise include the regulation
of breathing and the coordination of movement and
consciousness.

www.ahmedjournal.com

Baduanjin is a traditional Qigong breathing exer-
cise in TCMP!. Baduanjin was mentioned by 11 stud-
1esl20-21,23,27-28,35,38,:41,43,46-471 ' of which seven considered the
mental health effects of COVID-19 patients who prac-
ticed Baduanjin as the research themel?!:23:28,35,3841.43]
One trial was a Sitting-Baduanjin (in bed) trial®!,
Results from seven studies suggested that Baduanjin
combined with CWM or acupoint stimulation could
improve mental health in patients with COVID-19
patients (P < 0.035).

Liuzijue, one of the TCM exercises in China, can regu-
late one’s breathing by Qigong and is considered as good
alternative home exercise program. Elderly individuals
undergoing rehabilitation for chronic obstructive pul-
monary disease (COPD) should practice Liuzijue®. A
6-month study reported that lung function and quality
of life of elderly patients suffering from COPD improved
after practicing LiuzijueP?. One study observed the
effects of TCM five-tone therapy combined with Liuzijue
on negative emotions in patients with COVID-191%;
this trial showed that TCM five-tone therapy + Liuzijue
relieved negative emotions such as depression and anxi-
ety measured by the HAMD, SAS (P < 0.05). Moreover,

TCM interventions and outcome of mental health in included TCM studies

Items Details Frequency
TCM interventions TCM exercises (Yijinjing, Baduanjin, Liuzijue, Taichi) 14
Acupoint stimulation(Auricular points, Body points) 10
TCM psychological therapy (TCM idea therapy, TCM five- 5
tone therapy, TCM psychological sand table)
Moxibustion 4
Decoction or granules based on TCM syndrome 4
differentiation
TCM nursing (dialectical care, dialectical diet, 4
psychological counseling, etc)
Decoction or granules of fixed formulae (Baidu Jieduan 3
Granule, Xuanfei Baidu decoction, Qingfei Paidu decoction)
Chinese patent medicine (Jinhua Qinggan granules) 1
Outcome measure of mental health SAS 16
SDS 14
HAMA/HAMD 7
PSQl 4
PHQ-9 2
DASS 2
SF-36 2
HHI 2
Questionnaire based on the five moods of TCM 1
The self-report symptom inventory-symptom checklist 90, 1
SCL90
PANAS 1
WHOQOL-BREF 1
GQOLI-74 1
SF-12 1
LSAs 1
Analysis of nursing effect—Insomnia and anxiety 1
The SMH sleep questionnaire 1
The GAD-7 scale (range, 0-21) 1
ISI 1

TCM:Traditional Chinese medicine; SAS: Self-rating anxiety scale; SDS: Self-rating depression scale; HAMA/HAMD: Hamilton anxiety scale/Hamilton depression scale; PSQI: Pittsburgh sleep quality
index; PHQ-9: Patient health questionnaire; DASS: Depression, anxiety and stress scale; SF-36: Medical Outcomes Study 36-Item Short-Form Health Survey; HHI: Herth hope index; SCL90: The
self-report symptom inventory-symptom checklist 90; PANAS: The Positive and Negative Affect Scale; WHOQOL-BREF: The World Health Organization Quality of Life; GQOLI-74: Generic Quality of Life
Inventory 74; SF-12: Medical Outcomes Study 12-Item Short-Form Health Survey; LSAs: Liebowitz social anxiety scale; GAD-7: 7-Item Generalized Anxiety Disorder; SMH: St. Mary's Hospital; ISI:

Insomnia severity index.
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this treatment improved sleep quality, measured by
Pittsburgh sleep quality index (PSQI), relaxed the body
and mind, and promoted patient recovery (P < 0.05).

Taichi, which is a type of traditional Chinese shadow
boxing, was named for its variable boxing forms, and
its theory originated from ancient Chinese philosoph-
ical theories of “yin and yang” and “Taichi.” Patients
with moderate COVID-19 who were admitted to shel-
ter hospitals during the COVID-19 epidemic were
trained in Taichi regularly by experienced TCM doc-
tors!*3l, Taichi was mentioned in four studies/?%3%#6-471,
one of which examined the roles that Taichi played
on the resilience and level of hope in patients with
COVID-19 in shelter hospitals®®. The results revealed
that Taichi relieved psychological pressure (relieved
depression, improved hope levels, and promoted a
positive attitude towards the disease) in patients with
COVID-19 (P < 0.0S5).

Acupoint stimulation

In this study, “TCM Massage” was defined as “Body
Acupoint.” Body acupoint was mentioned in four stud-
ies?0:2341-421 Three studies used integrated interventions
that evaluated the effects of body acupoint combined
with another TCM intervention on the psychological
health state of patients with COVID-19 as the research
theme¥*1-42. The outcomes revealed that body acu-
point + Baduanjin improved hope levels, sleep quality,
and nursing satisfaction and alleviated depression for
patients with COVID-19 (P < 0.05)2%41, Moreover,
body acupoint + TCM nursing improved the anxiety
and depression expressed by patients who suffered from
COVID-19 (P < 0.05)21,

Auricular acupoints are the acupoints distributed
on the auricle and are stimulated in acupuncture ther-
apy, which is one of the commonly used TCM thera-
pies. The acupoints are stimulated by sticking a small
seed of Vaccaria segetalis on the applicable acupressure
point of the ears for a period of time with an adhe-
sive material to free neurotransmitters from neurons
and regulate the functions of the endocrine system and
viscera. Uncomfortable symptoms could be alleviated
using this simple treatment, which applies to a variety
of diseases®. Auricular acupoint was mentioned by
seven studies!?$:30:32-3343,46-471 " with two studies evaluat-
ing the role of auricular acupoint on the psychological
health state of patients with COVID-19 as the research
themelB®%, Two studies reported that the symptoms of
patients with COVID-19, including insomnia, sadness,
depression, and anxiety, were alleviated by stimulating
auricular acupoints. Three studies?®3%*! investigated
the role of auricular acupoint combined with another
TCM intervention influenced the psychological health
state of patients who were infected by COVID-19 as
the study theme. Three studies reported that the men-
tal state and sleeping quality of patients with COVID-
19 were ameliorated by compound therapy (auricular
acupoints + Baduanjin) during hospitalization or recov-
ery. Auricular acupoints + Baduanjin was superior to
conventional psychological interventions, auricular
acupoints alone?®! or Western medicine (P < 0.05)*3
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improved the stress affective disorder, sleep quality,
and quality of life of patients with mild COVID-19 (P
< 0.05)P7, The other two studies***"! focused on the
effects of auricular acupoints + comprehensive TCM
interventions on the psychological health state of
patients with COVID-19. The studies’ results demon-
strated that treatment could reduce the fear and neg-
ative emotions of patients with COVID-19(P < 0.05).

Moxibustion

Moxibustion, which is a simple and inexpensive method
of TCM treatment, stimulates acupoints to dredge
meridians by using the heat generated by burning moxa
and is one of the traditional therapies recommended by
the China Association of Acupuncture-Moxibustion™.
Moxibustion was mentioned by four studies!?*31:404%1
two of which focused on the influence of moxibustion
on the psychological health state of patients who suf-
fered from COVID-1924%1 The results demonstrated
that moxibustion could alleviate not only the passive
moods but also the chest stuffiness and inappetence
accompanied by patients with COVID-19 (P < 0.05).
This approach is widely used by clinicians because of
its non-invasive nature and is generally recognized by
patients, thus making it easy to recommend. One study
focused on the treatment outcome of comprehensive
TCM interventions applied to patients recovering from
COVID-19, but the outcomes did not exhibit statistical
significance®!. The other study was a protocol’l,

Decoction or granules based on TCM syndrome

Four kinds of decoctions or granules formulated by
TCM syndrome differentiation were included in this
study. Shenling Baizhu granules*’] Qingzao Jiufei
decoction®!] Shenling Baizhu granules + Yiqi Huoxue
granulesB!, and Yingiao granules + Dayuan decoc-
tion®®” were the basic formulae used in TCM syndrome
differentiation. The outcomes indicated that the quality
of life of patients with COVID-19 could be improved by
using Qingzao Jiufei decoction combined with Western
medicine (P < 0.05)"%, and Yingiao granules + Dayuan
decoction combined with Western medicine could
improve negative syndrome and anxiety (P < 0.05)57),
The study of Shenling Baizhu granules*”! was a proto-
col, and the study of Shenling Baizhu granules + Yiqi
Huoxue granules®! did not report statistically signifi-
cant results.

Decoction or granules with fixed formulae

Three kinds of decoction or granules with fixed formu-
lae were included in this study. Qingfei Paidu decoction
has been listed as a recommended recipe in the guide-
lines for the treatment of mild, moderate, severe, and
critical COVID-19 on February 7, 20205°, In combi-
nation with Western medicine, this treatment improved
negative psychology and reduced the emergence of com-
plications in patients with COVID-19 who had phlegm-
heat obstruction of the lungs (P < 0.05)*4. Xuanfei
Baidu decoction was also an effective intervention for



Jietal.  Volume 2 e Number 3 e 2022

COVID-1957, In combination with Western medicine,
this treatment improved negative syndrome and anxiety
(P < 0.05)57, The study of Baidu Jieduan granule was a
protocol°l,

Chinese patent medicine

Jinhua Qinggan granules have been listed as a recom-
mended recipe in the Novel Coronavirus Diagnosis
and Treatment Protocol (Trial Edition 5), which was
jointly released by the National Health Commission and
National Administration of TCM in Chinal®®. Jinhua
Qinggan granules combined with CWM significantly
improved the clinical symptoms and anxiety of patients
with mild COVID-19 (P < 0.05)22I,

TCM psychological therapy

TCM idea therapy is based on the theory of five elements
and uses mutual generation and restriction of five ele-
ments to regulate the balance of five emotions (anger, joy,
anxiety, sadness, and fear). A nurse acts as the intervener
to perform treatment on patients instead of the patient
performing self-regulation. TCM idea therapy is usually
combined with other TCM interventions and was men-
tioned in three studies®?%3, The outcomes revealed that
TCM idea therapy alleviated negative emotions (depres-
sion, anxiety, and stress) and promoted treatment effi-
cacy (P < 0.05).

TCM 5-tone therapy was mentioned in four stud-
ies!?3446471 " with one study investigating the effect of
TCM 5-tone therapy on the psychological health state of
patients with COVID-19%, The outcomes revealed that
TCM five-tone therapy + Liuzijue reduced the HAMD,
SAS, and PSQI scores, thus relieving the depression, anx-
iety, and other negative emotions, improving the sleep
quality, and relaxing the body and mind of patients with
COVID-19 (P < 0.05).

TCM psychological sand table is a type of game inter-
vention technology that diverts the attention of patients
to regulate emotions via the accumulation of sand®l.
One study focused on the effects of TCM psychological
sand table on the improvement of depression and anxi-
ety in patients with COVID-19. The outcomes revealed
that the mental symptoms of patients with COVID-19
improved after treatment (P < 0.05)261,

TCM nursing

Dialectical care originates from “Holism” and “Treatment
Based on Syndrome Differentiation”. It was included in
a treatment plan of TCM featuring humanistic care!*’!
that exerted positive effects improving the psychological
health state of patients with COVID-19 (P < 0.05).
TCM believes that diet is the source of energy for
the body’s limbs and viscera. Dialectical diet refers to
providing reasonable dietary guidance according to the
symptoms and characteristics of COVID-19 patients, so
as to regulate the human body’s gi, blood, yin and yang
and promote the rehabilitation. For example, patients
with lung-heat congestion need to eat food (lotus seeds
and lily bulbs, etc.) that nourish their lungs. Dialectical
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diet was mentioned in three studies?3**1 that reported
positive effects on the psychological health state of
patients with COVID-19 (P < 0.05). However, dialectical
diet was one of the TCM nursing methods applied to
the patients, no study has only used dialectical diet as
a research theme. The studies reported that diet design
need to be based on symptoms or TCM constitution, and
the dietary principle was “eating less, more meals, easy
digestion, and rich nutrition.”

Psychological counseling was mentioned by four
studies that reported positive effects on the psycholog-
ical health state of patients with COVID-19 (P < 0.05).
However, psychological counseling was one of the TCM
nursing methods applied to the patients, and no study
has only used psychological counseling as a research
theme. The interventions predominantly involved com-
munication?’] watching videos*?, and health education
(knowledge of COVID-1954 and building confidencel3l).

Quality assessment
ROB assessment tool

The assessment results of bias risk based on the ROB
assessment tool related to the 17 included RCTs are
shown below. The results are depicted in Supplementary
Appendix 1, http:/links.lww.com/AHM/A29. For the
generation of random sequence, 13 studies were rated
as low risk because the authors detailed how to correctly
generate random sequence numbers[?0-22:25,28-31,3540-43]
Three RCTs lacking this description were considered as
unclear risk®*##1. One was considered high risk because
of random method errors!’!,

In terms of allocation concealment, 15 RCTs were
considered unclear risk!20-2225,28-31,34,35,40-42,46,89]  hecauge
of the lack of adequate description, whereas two RCTs
implemented allocation concealment by using the closed
envelope method or one dedicated person and were con-
sidered low risk3#7,

For the blinding of participants and personnel, one
RCT reported the details to hide the interventions to the
researchers and was assessed as low risk®), whereas 16
RCTs did not blind the investigator and the subject and
were assessed as hlgh risk[20722,25,28731,34735,4042,4647,49].

In terms of outcome assessment blinding, the out-
comes of five RCTs were detected without subjectiv-
ity20-213540491 "and one RCT arranged a dedicated person
to assess and analyze outcomes”; these RCTs were
considered low risk. The 11 remaining RCTs evaluated
results by using both subjective and objective indicators
and were considered unclear riskl?225:28,30-31,34,41-43,36-47]

In the terms of the integrity of outcome data, no miss-
ing data appeared in the outcome of 15 RCTs; hence,
these studies were considered low risk[20-22:25,28-30,34-35,
N-43.4647.91 One RCT was assessed as high risk because
of high drop-out ratesP!l, and one RCT was unable to
assess this item because it was a protocol™’,

Inregard to selective reporting, 16 RCTs were considered
low risk by evaluating if these studies have differences in the
methods and outcomes sectiong!20-22:25,28-31,34-35,41-43,46-47.49]
and one RCT was not assessed because it was a protocol!*),

For other biases, three RCTs were considered low
risk because of detailed information on registration and
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conflict of interest!?>3541 seven RCTs were considered
unclear risk because of the absence of registration or
conflict-of-interest description!?»29-30:3443:46-471 " and seven
RCTs were considered high risk because of the absence

of descriptions related to registration and conflict of
interest[20-21:28,35.41-42,49]

MINORS

MINORS includes 12 items. Among them, the first eight
items are applicable to SA (the total score is 16 points).
All 12 items are applicable to CCT (the total score is 24
points). The assessment results of nine SAs and one CCT
are depicted in Supplementary Appendix 2, http:/links.
lww.com/AHM/A29.

The lowest and highest scores of the included SAs were
five and eight points, respectively. The average score was
7.33 points. Among the SAs, nine clearly stated the study
aim at the beginning of the article and gained two points.
With regard to the inclusion of consecutive patients,
seven SAs described the detailed process of patient
screening and gained two points!23243238-3945481 " ywhereas
two SAs only described the inclusion or exclusion details
and gained one point2®37),

In regard to prospective data collection, the data of
seven SAs were gathered according to a pre-designed
protocol; thus, these studies gained two points in this
item[23-243237-39-481 OQne SA merely collected a portion of
the data and was given one point®®l, and the remain-
ing SA did not report data collection in the methods
section and was given 0 points™!. With regard to end-
points appropriate for the study aim, eight SAs intro-
duced the evaluation criteria of outcomes and were
given two points!?32432373945.481 'ywhereas the evaluation
criteria in one SA were unclear and was rated with one
point?®l, With regard to the rest of the items (unbiased
assessment of the study endpoint, follow-up period
appropriate to the study aim, loss to follow-up less
than 5%, and prospective calculation of study size),
nine SAs gained 0 points.

The included CCTs gained 16 points in total*. The
first and last four items were both rated with two points.
This CCT did not implement the blinding of outcome
assessment, estimate sample size in advance, or report
follow-up situations; thus, the other items were rated
with 0 points.

Newcastle—Ottawa scale

The quality assessment of three cohort studies is depicted
in Supplementary Appendix 3 http:/links.lww.com/
AHM/A29. The NOS includes eight items, and the ideal
global score is nine points. Among the three cohort stud-
ies, one was a protocol, and the other two studies each
scored six points. Regarding the representativeness of
the exposed cohort, three cohort studies included the
exposed population with representativeness and were
rated with one point. For the selection of the non-ex-
posed cohort, the non-exposed and exposed groups were
obtained from the homogeneous population; thus, the
three cohort studies were rated with one point.

With regard to the ascertainment of exposure, the
exposed population was hospitalized patients with
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reliable medical records; thus, three cohort studies were
rated with one point. No outcome was observed before
the study, and the three cohort studies were rated with
one point. For comparability, two cohort studies were
rated with one point because they were comparable in
the baseline of groups?”3¢, and one cohort study was
rated with two points because other key confounding
factors were controlled’3.

For outcome assessment, two cohort studies blinded
assessors to the study outcomes and were rated with
one point?”%; another study was rated with 0 points®3.
Regarding follow-up duration, one cohort study followed
up patients for 1 year and was rated with one point!3¢l;
the other two studies were rated with 0 points?”33. In
terms of adequacy of follow-up of cohorts, two cohort
studies did not follow up patients and were rated with 0
points?”331 whereas one study was a protocol and was
unable to be assessed for this item[3¢],

Discussion

We conducted a scoping review on TCM interven-
tions for the psychological health state of patients
with COVID-19. The results of the included studies
provided ponderable evidence for the role of TCM on
the psychological health state of patients who suffered
from COVID-19. TCM treatments were a more com-
mon research theme than TCM nursing interventions.
Yijinjing, Baduanjin, Liuzijue, Taichi, body acupoint
(TCM massage), auricular acupoint, and moxibustion
are non-drug interventions with standardized oper-
ations that were considered safe and reliable by the
included studies. In particular, Baduanjin combined
with auricular point sticking therapy improved the
mental health of patients with COVID-19, as shown
by the SAS, SDS, and PSQI scores. Although the overall
quality of all included studies was low, the Baduanjin
studies obtained the better-quality assessment com-
paring with other interventions. TCM psychological
therapy, TCM nursing, and their sub-interventions
are based on TCM theory. Their therapeutic features
were pattern identification and syndrome differenti-
ation, which can vary for each individual, as well as
improved clinical efficacy. What’s more, decoction or
granules based on TCM syndrome differentiation,
fixed formulae, or Chinese patent medicine produced
positive effects on the mental health of patients who
suffered from COVID-19. However, the studies were
deficient, which focus on the improvement of psycho-
logical problems majorly, instead of the variation of
symptoms and signs. Hence, more research is required
before implementation in clinical practice.

There were several studies on the field, which are
important, because many researchers are trying to shed
light on this topic. But, due to the currently method-
ological quality of the included studies, the evidence
level is not robust enough. For RCTs, “Blinding of
patients and personnel” and “Other bias” were pre-
dominantly evaluated as “high risk.” For SAs and CCTs,
none of the studies performed “Unbiased assessment of
the study endpoint,” “Follow-up period appropriate
to the aim of the study,” “Loss to follow-up less than
5%,” and “Prospective calculation of the study size.”
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Furthermore, for the included cohort studies, the fol-
low-up was not performed. This could be due to the
particularity of COVID-19 (such as concentrative iso-
lation and rotation of medical workers), thus preclud-
ing the possibility to perform an adequate follow-up.
Notably, the reliability of the evidence was also affected
by following: in the list of key details, the reported eth-
ics approval rate did not reach 50%. Moreover, the rates
of registered information, sample size estimation, con-
flict-of-interest statement, and GCP training were less
than 20%, thus highlighting gaps in the studies process
that need to be addressed. The propose of conducting
more studies with higher methodological quality needs
to be emphasized.

Considering that the standard for judging outcomes
were non-objective (evaluation scales), the presentation
of pivotal details in certain studies was inadequate, and
opportunely updates on the current situation of research
were absent. Therefore, evaluation biases probably exist
in the clinical value of TCM for patients who suffered
from COVID-19 in the aspect of psychological health
state.

Strength and limitations

This study has several strengths and limitations. To our
knowledge, this is the first study giving an overview of
the literature published on this topic and can constitute
a starting point for future research. We collected TCM
interventions comprehensively and evaluated the qual-
ity of evidence to explore the evidence status and fur-
ther development. This study focuses on the outcome to
reflect the TCM clinic value, some of the included stud-
ies’ theme was not mental health, but their outcomes
included mental health assessment, which can provide
more explorative possibilities for TCM improving the
mental health of patient with COVID-19. Specifically,
we also paid close attention to some TCM interventions
that usually were ignored in other studies, such as TCM
exercise.

Also, several limitations should be considered. We
included solely articles with available full text, thus
potentially limiting the number of studies included.
Moreover, this scoping review did not consider gray
literature, which may have excluded some of the
existing literature published on this topic. Individual
included studies directly compared one or more TCM
with one or more CWM. For these studies, the conclu-
sions that TCM interventions can relieve mental health
were with a potential bias on the interpretation of the
results?P-3042-831 Thus, suggesting more studies that focus
on an adequate comparison. The overall methodological
quality of included studies was low, the evidence level
was not robust enough.

Conclusions

In conclusion, our review summarized the existing litera-
ture outcomes of studies demonstrating the effect about
the impact of TCM focus on the mental health of patients
with COVID-19. The number of studies evaluating the
impact of TCM on mental health is encouraging, but the
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overall methodological quality was low and some com-
parisons were inappropriate. Therefore, several TCM
interventions warrant further evaluation, particularly
among populations outside of China, to establish sup-
porting evidence. More importantly, studies with stron-
ger methodological quality need to be developed.
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