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Abstract

OBJECTIVE: To summarize the evidence from Tradi-
tional Chinese Medicine (TCM) practice in the treat-
ment of coronavirus disease 2019 (COVID-19) and
provide timely clinical practice guidance.

METHODS: The guidelines were developed in ac-
cordance with the World Health Organization rapid
guideline process. The evidence on TCM for COV-
ID-19 from published guidelines, direct and indi-
rect published clinical evidence, first hand clinical
data, and expert experience and consensus were
collected. The grading of recommendations assess-
ment, development and evaluation (GRADE) meth-
od was used to grade the evidence and make the
recommendations.

RESULTS: Based on the available evidence, the
guidelines recommended 17 Chinese medicines for
COVID-19: 2 Chinese herbal granules, 7 Chinese pat-
ent medicines, and 8 Chinese herbal injections.

CONCLUSION: As the literature search was con-
ducted on March, any subsequent versions of these
guidelines require an up-to-date literature review.
We hope that the evidence summary in these
guidelines will be helpful in global efforts to ad-
dress COVID-19.

© 2020 JTCM. All rights reserved.
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INTRODUCTION

Since its outbreak, coronavirus disease 2019 (COV-
ID-19) has spread rapidly and unexpectedly and has de-
veloped into a pandemic. As of 18 October, more than
40 million people have been diagnosed with COV-
ID-19 all over the world, and deaths have exceeded 1.1
million.!

COVID-19 is caused by severe acute respiratory syn-
drome coronavirus 2 (SARS-CoV-2). Common symp-
toms are fever, fatigue, and dry cough,” accompanied
by nasal congestion, runny nose, sore throat, and diar-
rhea in a small number of patients.”* Some patients ex-
perience dyspnea and/or hypoxemia 1 week after onset,
and may develop severe conditions such as acute respi-
ratory distress syndrome, septic shock, metabolic acido-
sis, coagulopathy, and multiple organ failure.”*

In Traditional Chinese Medicine (TCM) terminology,
COVID-19 is a plague caused by pandemic patho-
gens.” TCM has been previously used to treat epidemic
diseases such as SARS and HINT1 influenza and TCM
practitioners have acquired extensive experience in
managing epidemic diseases.’ In China, the use of a
combination of TCM and conventional medicine has
played an important role in treating COVID-19.” A
summary of TCM clinical practice experience in the
prevention and treatment of COVID-19 is needed us-
ing an evidence-based method. Such a summary could
be useful in global efforts to manage COVID-19.
These guidelines focus on the use of Chinese patent
medicines to treat COVID-19. They have been devel-
oped in accordance with the World Health Organiza-
tion rapid recommendation guideline process and the
Grading of Recommendations Assessment, Develop-
ment and Evaluation (GRADE) method, and provide
clinical practice guidance for the treatment of COV-
ID-19.""

METHODS

Scope

The target population of the guidelines is patients with
COVID-19. The guidelines mainly focus on the treat-
ment of COVID-19 with TCM prescription granules,
Chinese patent medicines, and Chinese herbal injec-
tions. The main users are medical practitioners, public
health personnel, researchers, and community residents
who require guidance on the use of TCM for COV-
ID-19.

The method of guideline development followed the
general procedure in the WHO guideline development
manual." We prepared a guideline proposal, which was
registered in two languages on the International Prac-
tice Registry Platform (htep: //www.guidelines-registry.

org/); the registration number is IPGRP-2020CN033.
During the planning phase, we first established a steer-
ing group comprising clinical experts and methodolo-
gists. The steering group was responsible for forming a
guideline development group (GDG), managing con-
flicts of interest, and monitoring the whole process of
guideline development and subsequent updates. The
steering group and the GDG defined the most impor-
tant clinical questions based on a literature review and
expert opinion, and formulated 17 questions about
Chinese formula granules, Chinese patent medicines,
and herbal injections for people with COVID-19 us-
ing the PICO (patient/population, intervention, com-
parison, outcome) format.

Literature review

Owing to the lack of evidence from randomized clini-
cal trials (RCTs) on COVID-19, the GDG agreed that
evidence from observational studies could also be con-
sidered. The guidelines use the following sources of evi-
dence: published guidelines, direct and indirect clinical
evidence, clinical firsthand data, and TCM expert expe-
rience and consensus. Indirect evidence refers to evi-
dence obtained from the treatment of diseases similar
to COVID-19, such as influenza, SARS, respiratory
diseases, pulmonary diseases, and diseases that may oc-
cur during severe cases (e.g., shock, unconsciousness).
The MEDLINE (viz PubMed), Wanfang, China Na-
tional Knowledge Infrastructure (CNKI), China Biolo-
gy Medicine (CBM), and VIP databases were searched
from their inception to March 1, 2020, and the lan-
guage was limited to Chinese and English. Google
Scholar, the National Health Committee of the Peo-
ple's Republic of China (http: //www.nhc.gov.cn/), and
the State Administration of Traditional Chinese Medi-
cine (htep: //www.satcm.gov.cn/) were also searched.
The search terms were "COVID-19" and related
terms. In addition, a search was made for indirect evi-
dence using terms such as "SARS," "Severe acute respi-
ratory syndrome,” "NCDB" "novel coronavirus pneumo-
nia," "MERS," "Middle East respiratory syndrome,"
"HIN1," and "H7N9." We adjusted the search strate-
gy for different databases and different PICO ques-
tions. For each PICO question, we also searched for
publications mentioning specific drugs.

Formulation of recommendations

The evidence review group used the GRADE approach
to grade the quality of evidence. The evidence quality
was categorized as "high," "moderate,’ "low," or "very
low."" The evidence from RCTs is initially rated as
high quality and is then downgraded according to five
factors: risk of bias, indirectness, inconsistency, impreci-
sion, and publication bias. The evidence from observa-
tional studies is initially rated as low quality and is
then downgraded according to the above five factors
and upgraded according to three factors: large effect
magnitude; dose-response effect; and if the effect of all
plausible confounding factors would be to reduce the
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effect (where the effect is observed) or suggest a spuri-
ous effect (when no effect is observed)."

The GDG formulated the recommendations on the ba-
sis of the evidence quality grade, and in consideration
of several other factors, such as significant effects in
clinical use and safety. The strength of recommenda-
tions was rated as "strong" or "weak." Only recommen-
dations on which 70% or more of the experts agreed
were proposed.

Recommendations

On the basis of the guidelines, published clinical evi-
dence, clinical firsthand data, and expert agreement,
we recommended two TCM formula granules, seven
Chinese patent medicines, and eight Chinese medicine
injections. Table 1 summarizes the recommendations,
their evidence quality level, and their strength. The fol-
lowing text and Supplementary Table 1-17 describe the
recommendations for each drug.

Lung cleansing and detoxifying granules. The for-
mula of lung cleansing and detoxifying granules is
based on five classic prescriptions in the Treatise on
Febrile Diseases. The formula is recommended for
all patients with COVID-19 in the Diagnosis and
Treatment Protocol for Novel Coronavirus Pneumo-
nia (Trial Version 7) (abbreviated as Guideline Pro-
tocol). Based on previous evidence, the formula has
received clinical trial approval from the National
Medical Products Administration (supplementary
Table 1).

Huashi Baidu granules. The Guideline Protocol recom-
mends Huashi Baidu granules for severe COVID-19
cases. This treatment is formulated and adjusted based
on the experience of the national TCM team at Jinyin-
tan Hospital and Fangcang Hospital. Based on previ-
ous evidence, the formula has received clinical trial ap-
proval from the National Medical Products Administra-
tion (supplementary Table 2).

Strength of
No. Recommendation recommendations and
quality of evidence
Lung cleansing & detoxifying granules could help relieve clinical symptoms such as fever, cough
01 and fatigue and improve lung function, and can be considered to be used in all stages of 1C
COVID-19.
02 Huashi Baidu granules could help relieve clinical symptoms and strengthen autoimmunity, and 1C
can be considered to be used for severe COVID-19.
03 Shufeng Jiedu capsules (granules) can be considered to be combined with conventional medicine ’C
to reduce clinical symptoms such as fever and cough, improve lung function.
Lianhua Qingwen capsules (granules) can be used to improve clinical symptoms such as fever,
04 2C
cough and shortness of breath.
05 Suhexiang pills combined with conventional medicine can improve lung function. 2D
06 Huoxiang Zhenggi capsules (pills, water, oral solution) can be considered to relieve clinical 2C
symptoms such as fever, nasal congestion, runny nose and diarrhea.
07 Fangfeng Tongsheng pills (granules) in combination with other drugs can be used to relieve clinical ’C
symptoms such as fever and fatigue.
08 Low-dose Jinhua Qinggan granules can be considered to relieve clinical symptoms such as fever. 2C
09 Qiangli Pipa Lu alone or in combination with other drugs can be used to help improve clinical D
symptoms.
Shengmai injection combined with conventional medicine can be considered to improve lung
10 function, respiratory status and inflammation levels, and can be used when dialysis hypotension or 2C
septic shock occurs.
1 Xuebijing injection can be used to relieve respiratory distress, improve lung function, reduce lung 1c
inflammation, and treat septic shock.
Reduning injection combined with conventional medicine can be used to improve clinical
12 symptoms and signs such as fever, cough and lung rales, and improve the level of lung 2C
inflammation.
Xingnaojing injection can be considered in combination with other drugs to improve respiratory
13 tract infections, high fever convulsions, respiratory failure and other symptoms, and can also be 2C
used for patients with consciousness disturbance and stroke.
14 Xiyanping injection can help improve symptoms such as fever, cough and lung rales. 2C
Shenfu injection in combination with conventional medicine can be used to relieve symptoms
15 such as cough, fever and lung rales, and improve the level of inflammatory factors, and shorten the 2C
time of mechanical ventilation and hospitalization.
16 Shenmai injection in combination with conventional medicine can relieve symptoms such as fever, 2C
cough, wheezing and lung rales, and improve lung function.
17 Tanreqing injection combined with conventional medicine can be used to improve clinical ’C
symptoms.
Lung cleansing & detoxifying granules can be used to all levels of COVID-19; Huashi Baidu
granules is suggested to be used to severe and critical cases of COVID-19; Chinese patent
18 medicines can be used for mild and moderate cases of COVID-19 except Suhexiang pills which

should be used for severe and critical cases; all Chinese herbal injections should be used for severe

and critical cases, but not for mild and moderate cases.

Notes: A, B, C, D represent high, moderate, low, very low evidence quality, respectively; 1 and 2 represent strong recommendation and

weak recommendation, respectively.
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Shufeng Jiedu capsule (granules). The Guideline Proto-
col recommends Shufeng Jiedu capsule (granules) for
people with fatigue and fever during the medical obser-
vation period. They are also recommended by the
Shanghai diagnosis and treatment program. Two stud-
ies have shown that Shufeng Jiedu capsule combined
with abidor tablets was better at relieving symptoms,
shortening nucleic acid negative conversion time, re-
ducing inflammation, and improving the results of
chest radiograph than Abidor alone in patients with
COVID-19. Systematic reviews (SRs) and RCTs have
also demonstrated the effects of Shufeng Jiedu capsules
on diseases such as acute exacerbation of chronic ob-
structive pulmonary disease and acute upper respirato-
ry tract infection in children, which provides indirect
evidence to support its use in treating COVID-19 (sup-
plementary Table 3).

Lianhua Qingwen capsule (granules). The Guideline
Protocol recommends Lianhua Qingwen capsule (gran-
ules) for patients with fatigue and fever during the
medical observation period. They can be used for fever,
cough, and fatigue in patients with mild and moderate
COVID-19. One SR of four studies showed that Lian-
hua Qingwen capsule combined with conventional
medicine was associated with higher effective rate and
shorter relief time for symptoms such as fever, cough,
fatigue, loss of appetite, chest tightness, and expectora-
tion in patients with COVID-19, with no serious ad-
verse events. Some SRs and RCTs have also shown that
Lianhua Qingwen capsule is effective for diseases such
as influenza and pneumonia, which provides indirect
evidence to support its use in treating COVID-19 (sup-
plementary Table 4).

Suhexiang pill. The Guideline Protocol recommends
Suhexiang pill for critical cases of COVID-19 with a
symptom pattern of inner blockage causing collapse
(manifested as dyspnea, asthma, or the need for me-
chanical ventilation; fainting, irritability, cold sweat;
and dark purple tongue, thick or dry moss, and large
floating pulse without root). It is recommended to use
Suhexiang pill or Angong Niuhuang pill together with
15 g Renshen (Radix Ginseng), 10 g Fuzi (Radix Aconi-
ti Lateralis Preparata) (decocted first), and 15 g Shan-
zhuyu (Fructus Corni). One RCT showed that
Suhexiang pill combined with conventional medicine
was better than conventional medicine alone in reduc-
ing lung rales, improving chest radiograph, and im-
proving arterial oxygen partial pressure/oxygen concen-
tration fraction recovery time (supplementary Table 5).
Huoxiang Zhengqi capsule (pills, liquid, or oral solu-
tion). The Guideline Protocol recommends Huoxiang
Zhenggi capsule (pills, liquid, or oral solution) for pa-
tients with symptoms of fatigue and gastrointestinal
discomfort during medical observation. SRs and RCTs
have shown that Huoxiang Zhenggi prescription is ef-
fective for influenza, gastrointestinal cold, and acute
gastroenteritis, which provides indirect evidence to sup-

port its use to treat COVID-19 (pills, liquid, or oral so-
lution) (supplementary Table 6).

Fangfeng Tongsheng pill (granules). Fangfeng Tongsh-
eng pill (granules) is recommended in the Diagnosis
and Treatment Program of Shanxi, Shanghai, Hebei,
Ningxia Hui Autonomous Region, Gansu, and Liaon-
ing provinces for patients with fatigue and fever during
the medical observation period. RCTs have shown that
Fangfeng Tongsheng pill (granules) are effective for hos-
pital-acquired pneumonia in older people, upper respi-
ratory tract infections, and acute suppurative tonsillitis
in children, and show that Fangfeng Tongsheng pill
(granules) can shorten disease duration and reduce the
incidence of adverse reactions. This provides indirect
evidence to support its use in treating COVID-19 (sup-
plementary Table 7).

Jinhua Qinggan granules. The Guideline Protocol rec-
ommends Jinhua Qinggan granules for people with fa-
tigue and fever during the medical observation period.
They can be used for fever, cough, and fatigue in pa-
tients with mild and moderate COVID-19. We found
no direct research evidence for the use of Jinhua Qing-
gan granules to treat COVID-19. Some RCTs show
that Jinhua Qinggan granules are effective for influen-
za, which provides indirect evidence to support their
use for COVID-19. One of these studies showed that
Jinhua Qinggan formula reduced the median fever
time in patients with HIN1 influenza (supplementary
Table 8).

Qiangli Pipa Lu. Qiangli Pipa Lu is recommended
based on TCM expert consensus. We found no direct
research evidence on the use of Qiangli Pipa Lu to
treat COVID-19. However, RCTs show that Qiangli
Pipa Lu is effective for relieving the symptoms of myco-
plasma pneumonia and colds (Supplementary Table 9).

Shengmai injection. The Guideline Protocol recom-
mends Shengmai injection for critical cases of COV-
ID-19 with a symptom pattern of inner blockage caus-
ing collapse. It is also recommended in the Diagnosis
and Treatment Program of Shanghai, Heilongjiang, Ji-
angxi, Liaoning, Ningxia Hui Autonomous Region,
Beijing, and Yunnan provinces. Some SRs on Sheng-
mai injection for the treatment of lung diseases such as
chronic obstructive pulmonary disease and small cell
lung cancer indicate that it improves lung function and
respiratory status, and reduces inflammation. Some
SRs also indicate that Shenmai injection is effective for
septic shock and dialysis hypotension, which provides
indirect evidence to support its treatment of some com-
plications in critical cases of COVID-19 (supplementa-
ry Table 10).

Xuebijing injection. The Diagnosis and Treatment Pro-
tocol for Novel Coronavirus Pneumonia (Trial Version
7) recommends Xuebijing injection for severe cases of
COVID-19 with a symptom pattern of flaring heat in
gifen and yingfen syndromes (manifested as hot fever,
thirst, shortness of breath, blurred vision, spotted rash,
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vomiting blood, bleeding, or limb convulsions; little or
no moss on the tongue ridges; and either a fine, sink-
ing pulse or a large, floating, rapid pulse), as well as for
critical cases of COVID-19 with a symptom pattern of
inner blockage causing collapse. It can be used for sys-
temic inflammatory response syndrome or/and multi-
ple organ failure. For severe and critical cases, 250 mL
0f 0.9% sodium chloride injection and 100 mL of Xue-
bijing injection are recommended when systemic in-
flammatory response syndrome and/or multiple organ
failure occurs. A non-randomized controlled study
showed that Xuebijing injection combined with con-
ventional antiviral therapy can substantially improve
the absorption of lung lesions on computerized tomog-
raphy scan in patients with COVID-19, with no seri-
ous adverse events. SRs and RCTs indicate that Xuebi-
jing injection is effective for acute respiratory distress
syndrome, lung injury, and pneumonia, which suggest
its effectiveness in relieving respiratory distress, improv-
ing lung function, and reducing lung inflammation.
Some SRs also found an effect of Xuebijing injection
on sepsis, which provides indirect evidence to support
its treatment of potential complications in patients
with COVID-19 (supplementary Table 11).

Reduning injection. The Guideline Protocol recom-
mends Reduning injection for severe cases with a symp-
tom pattern of flaring heat in gifen and yingfen syn-
dromes, as well as for critical cases with a symptom pat-
tern of inner blockage causing collapse. The suggested
dose is 250 mL of Reduning injection plus 250 mL of
0.9% sodium chloride injection for severe and critical
cases with viral infection or combined mild bacterial in-
fection. The Diagnosis and Treatment Plan of Shang-
hai, Heilongjiang, and Liaoning provinces also recom-
mends Reduning injection. SRs have shown that Re-
duning injection is effective for acute pneumonia,
acute upper respiratory tract infection, mycoplasma
pneumonia in children, viral pneumonia, and bronchi-
olitis in children by improving clinical symptoms and
signs and reducing lung inflammation. This provides
indirect evidence to support its use in treating COV-
ID-19 (supplementary Table 12).

Xingnaojing injection. The Guideline Protocol recom-
mends Xingnaojing injection for severe cases of COV-
ID-19 with a symptom pattern of flaring heat in gifen
and yingfen syndromes, as well as for critical cases with
a symptom pattern of inner blockage causing collapse.
For severe and critical cases with high fever and uncon-
sciousness, 250 mL b.i.d. (i.e., twice daily) of 0.9% so-
dium chloride injection plus 20 mL of Xingnaojing in-
jection is recommended. SRs and RCTs suggest that
Xingnaojing injection has an effect on upper respirato-
ry tract infection with fever, acute upper respiratory
tract infection, chronic obstructive pulmonary disease
with respiratory failure, unconsciousness, and stroke,
which provides indirect evidence to support its use in
treating COVID-19 (supplementary Table 13).

Xiyanping injection. The Guideline Protocol recom-
mends Xiyanping injection for severe cases of COV-
ID-19 with a symptom pattern of flaring heat in gifen
and yingfen syndromes. For severe and critical cases
with viral infection or combined mild bacterial infec-
tion, 250 mL of 0.9% sodium chloride injection plus
4 mL (100 mg) bid of Xiyanping injection is recom-
mended. There is no direct research evidence for the
use of Xiyanping injection to treat COVID-19. How-
ever, there is evidence from SRs and RCTs that Xiyan-
ping injection can treat childhood viral pneumonia,
community-acquired pneumonia, and mycoplasma
pneumonia by improving the clinical symptoms of fe-
ver and cough. This provides indirect evidence to sup-
port its use in treating COVID-19 (supplementary
Table 14).

Shenfu injection. The Guideline Protocol recommends
Shenfu injection for critical cases of COVID-19 with a
symptom pattern of inner blockage causing collapse.
For severe and critical cases, when shock occurs, 100 mL
b.i.d. of Shenfu injection plus 250 mL of 0.9% sodium
chloride injection is recommended. There is no direct
research evidence for the effectiveness of Shenfu injec-
tion on COVID-19. Some SRs and RCTs show that
Shenfu injection has an effect on respiratory distress/re-
spiratory failure, chronic obstructive pulmonary dis-
ease, severe pneumonia in the older people, mycoplas-
ma pneumonia in children, septic shock/shock, and
heart problems by relieving cough and asthma, fever,
lung rales, and other related clinical symptoms; reduc-
ing inflammation; and shortening the duration of me-
chanical ventilation use and hospitalization. This pro-
vides indirect evidence to support its use in treating
COVID-19 (supplementary Table 15).

Shenmai injection. The Guideline Protocol recom-
mends Shenmai injection for critical cases of COV-
ID-19 with a symptom pattern of inner blockage caus-
ing collapse. For severe and critical cases, if immuno-
suppression occurs, 250 mL of glucose injection plus
100 mL of Shenmai injection is recommended. The
Shanghai Traditional Chinese Medicine Diagnosis and
Treatment Protocol also recommends this Chinese pat-
ent medicine.” SRs and RCTs have shown that Shen-
mai injection is effective for chronic obstructive pulmo-
nary disease, severe pneumonia, lower respiratory tract
infections, and tuberculous pleurisy by relieving cough,
fever, lung rales, and other clinical symptoms. This pro-
vides indirect evidence to support its use in treating
COVID-19 (supplementary Table 16).

Tanreging injection. The Guideline Protocol recom-
mends Tanreqing injection for severe cases of COV-
ID-19 with a symptom pattern of flaring heat in gifen
and yingfen syndromes, as well as for critical cases with
a symptom pattern of inner blockage causing collapse.
For severe and critical cases, the recommended dose is
40 mL b.i.d. of Tanreqing injection plus 250 mL of
0.9% sodium chloride injection if viral infection or
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combined mild bacterial infection occurs. Some SRs
suggested that Tanreqing injection has an effect on
community-acquired pneumonia, influenza A, acute re-
spiratory distress syndrome, acute bronchitis, and up-
per respiratory tract infections in children, which pro-
vides indirect evidence to support its use in treating
COVID-19 (supplementary Table 17).

DISCUSSION

Although the number of published papers on COV-
ID-19 has increased, many questions remain and avail-
able treatment options are limited.” Practitioners in
China have much experience in using integrative medi-
cine to prevent and treat COVID-19. It is therefore im-
portant to draw on this experience and summarize the
evidence for the effectiveness of TCM for treating CO-
VID-19 and similar lung and epidemic diseases.

This research followed the WHO rapid guideline pro-
cess to develop guidelines on TCM for COVID-19.
This shortened the guideline development process
without reducing the quality of the guidelines. The ex-
perience of several authors of the present paper in rap-
id guideline development ensured the methodological
quality of these guidelines.” The present research estab-
lished a body of evidence comprising published guide-
lines, clinical firsthand data, and expert experience to
support the recommendations of two Chinese prescrip-
tion granules, seven oral Chinese patent medicines,
and eight Chinese herbal injections for COVID-19.

As the literature search was conducted on March 1,
2020, any subsequent versions of these guidelines re-
quire an up-to-date literature review. We hope that the
evidence summary in these guidelines will be helpful in
global efforts to address COVID-19.

Electronic Supplementary Material: supplementary
materials (appendixes) are available in the online ver-
sion of this article at http://www.journaltcm.com
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