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Off Label Drug approval updates 21 March 2020 

 
Drug  Original 

use 

Approval status Dosage Country Source 

Chloroquine or 

Hydroxychloroquine 

(Plaquenil®) 

tablet 

Malaria At least 16 different trials for 

SARS-CoV-2 already registered in 

the Chinese Clinical Trial Registry 

ChiCTR2000029939, 

ChiCTR2000029935, 

ChiCTR2000029899, 

ChiCTR2000029898, 

ChiCTR2000029868, 

ChiCTR2000029837, 

ChiCTR2000029826, 

ChiCTR2000029803, 

ChiCTR2000029762, 

ChiCTR2000029761, 

ChiCTR2000029760, 

ChiCTR2000029741, 

ChiCTR2000029740, 

ChiCTR2000029609, 

ChiCTR2000029559, 

ChiCTR2000029542 propose to 

use chloroquine or 

hydroxychloroquine in the 

treatment of COVID-19 ("Chinese 

Clinical Trial Register" (ChiCTR) 

- China 

More 

than 10 

hospitals in 

Wuhan, 

Jingzhou, 

Guangzhou, 

Beijing, 

Shanghai, 

Chongqing, 

and Ningbo 

 

WHO 

Solidarity trial 

(Argentina, 

Bahrain, 

Canada, 

France, Iran, 

Norway, South 

Africa, Spain, 

Switzerland,  

Thailand up to 

now) 

Antiviral Research 

Volume 177, May 

2020, 104762 
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The drug is recommended to be 

included in the next version of the 

Guidelines for the Prevention, 

Diagnosis, and Treatment of 

Pneumonia Caused by COVID-19 

issued by the National Health 

Commission of the People's 

Republic of China for treatment of 

COVID-19 infection in larger 

populations in the future. 

Results from more 

than 100 patients 

have demonstrated 

that chloroquine 

phosphate is 

superior to the 

control treatment in 

inhibiting the 

exacerbation of 

pneumonia, 

improving lung 

imaging findings, 

promoting a virus 

negative 

conversion, and 

shortening the 

disease course 

 

China J. Gao, Z. Tian, X. 

Yang 

Breakthrough: 

chloroquine 

phosphate has shown 

apparent efficacy in 

treatment of 

COVID-19 

associated 

pneumonia in 

clinical studies 

Biosci. Trends 

(2020), 

10.5582/bst.2020.01

047 

 

Hydroxychloroquine  

+ azithromycin 

 French Group confirmed COVID-

19 patients were included in a 

single arm protocol from early 

March to March 16th, to receive 

600mg of hydroxychloroquine 

daily and their viral load in 

nasopharyngeal swabs was tested 

daily in a hospital setting. 

Depending on their clinical 

presentation, azithromycin was 

added to the treatment. Untreated 

patients from another center 

and cases refusing the protocol 

were included as negative controls. 

Presence and absence of 

hydroxychloroquine 

is efficient in 

clearing viral 

nasopharyngeal 

carriage 

of SARS-CoV-2 in 

COVID-19 patients 

in only three to six 

days, in most 

patients 

 Gautret et al. (2020) 

Hydroxychloroquine 

and azithromycin as 

a treatment of 

COVID‐19: results 

of an open‐label non‐

randomized clinical 

trial. International 

Journal of 

Antimicrobial 

Agents – In Press 17 

March 2020 – DOI : 

10.1016/j.ijantimica

g.2020.105949 
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virus at Day6-post inclusion was 

considered the end point. 

Remdesivir 

 

HIV Undergoing clinical trials in China 

and Nebraska as a potential 

treatment for COVID-19 

 

Severe 2019-nCoV  

Remdesivir RCT China-Japan 

Friendship Hospital - Beijing, 

China 

Mild/Moderate 2019-nCoV 

Remdesivir RCT Jin Yin-tan 

Hospital - Wuhan, China 

Adaptive COVID-19 Treatment 

Trial University of Nebraska 

Medical Center - Omaha NE, USA 

 

 

 

 

400 participants 

randomized in a 1:1 

ratio receive 

remdesivir 200 mg 

on day one, 

followed by 

remdesivir 100 mg 

each day until day 5 

or 10, in addition to 

standard of care.  

Second study will 

evaluate the safety 

and efficacy of a 5-

day and a 10-day 

dosing regimen of 

remdesivir 

administered 

intravenously in 

patients with 

moderate 

manifestations 

compared with 

standard of care.  

 

600 participants 

randomized in a 

1:1:1 ratio to 

receive remdesivir 

200 mg on day one, 

followed by 

remdesivir 100 mg 

 US and 

China 

 WHO 

Solidarity 

Trial 

(Argentina, 

Bahrain, 

Canada, 

France, 

Iran, 

Norway, 

South 

Africa, 

Spain, 

Switzerlan

d,  

Thailand 

up to now) 
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in addition to 

standard of care 

each day until day 5 

or 10, compared 

with standard of 

care alone.  

Actemra 

(tocilizumab) 

injection 

U.S. 

FDA 

2010 for 

rheumat

oid 

arthritis 

Can now be used to treat serious 

coronavirus patients with lung 

damage, China’s National Health 

Commission said in its updated 

treatment guidelines for COVID-

19 

 Results had 

been observed 

in 14 serious 

and critically 

ill patients 

treated with 

existing 

meds—

including for 

arthritis—at a 

hospital 

affiliated with 

the University 

of Science and 

Technology of 

China (USTC). 

According to 

Chinese 

Clinical Trial 

Registry, 

investigators 

aim to enroll 

188 patients, 

with half on 

Actemra. 

 

Combination 

 

HIV  (1) lopinavir 400 

mg/ritonavir 100 

China  
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Lopinavir + ritonavir 

 

AbbVie’s fixed-dose 

HIV drug Kaletra 

(Aluvia), a 

combination of 

antivirals lopinavir 

and ritonavir, is also 

recommended 

mg orally twice 

daily, plus (2) 

ribavirin 2.4 g orally 

as a loading dose 

followed by 1.2 g 

orally every 12 

hours. Duration of 

treatment up to 10 

days. Case study: 

ribavirin 600mg 2x 

day and lopinavir + 

ritonavir 1000mg 1x 

day 

 

 

Summarised by CBBR 
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Therapies for confirmed COVID-19 in some European countries – 19 March 2020 



7 

 

CDC recommendations for management of patients 
 

Clinical Presentation 

 Limited to hospitalized patients with pneumonia.  

 Incubation period is estimated at 4 days (interquartile range: 2 to 7 days). Some studies have 

estimated a wider range for the incubation period; data for human infection with other 

coronaviruses (e.g. MERS-CoV, SARS-CoV) suggest that the incubation period may range from 

2-14 days.  

 Frequently reported signs and symptoms of patients admitted to the hospital include fever (77–

98%), cough (46%–82%), myalgia or fatigue (11–52%), and shortness of breath (3-31%) at illness 

onset.  

 In China, among 1,099 hospitalized COVID-19 patients, fever was present in 44% at hospital 

admission, and developed in 89% during hospitalization. Other less commonly reported respiratory 

symptoms include sore throat, headache, cough with sputum production and/or hemoptysis. Some 

patients have experienced gastrointestinal symptoms such as diarrhea and nausea prior to 

developing fever and lower respiratory tract signs and symptoms.  

 The fever course among patients with COVID-19 is not fully understood; it may be prolonged and 

intermittent. A limited number of reports describe identification of asymptomatic or subclinical 

infection on the basis of detection of SARS-CoV-2 RNA or live virus from throat swab specimens 

of contacts of confirmed patients. 

 Among more than 44,000 confirmed cases of COVID-19 in China as of Feb 11, 2020, most 

occurred among patients aged 30–69 years (77.8%), and approximately 19% were severely 

or critically ill.  

 Case-fatality proportion among cases aged ≥60 years was: 60-69 years: 3.6%; 70-79 years: 8%; 

≥80 years: 14.8%. Patients who reported no underlying medical conditions had an overall case 

fatality of 0.9%, but case fatality was higher for patients with comorbidities: 10.5% for those with 

cardiovascular disease, 7% for diabetes, and 6% each for chronic respiratory disease, hypertension, 

and cancer. Case fatality for patients who developed respiratory failure, septic shock, or multiple 

organ dysfunction was 49%.  

 

Of confirmed COVID-19 patients in China as of Feb 11, 2020, only 2.1% were aged <20 years, and no 

deaths were reported among those <10 years of age. From limited published reports, signs and symptoms 

among children with COVID-19 may be more mild than adults, with most pediatric patients presenting with 

fever, cough, congestion, and rhinorrhea, and one report of primarily gastrointestinal symptoms (vomiting 

and diarrhea)]. Prolonged detection of SARS-CoV RNA has been reported in respiratory specimens (up to 

22 days after illness onset) and stool specimens (at least 30 days after illness onset). Severe complications 

of acute respiratory distress syndrome and septic shock were reported in a 13-month old with COVID-19 

in China. 
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