
 
 
 
 

July 22, 2020 
 
To,       To, 
Dy. General Manager The Manager – Listing,   
Department of Corporate Services,  The National Stock Exchange of India Ltd., 
BSE Ltd.,                                           Plot No. C/1, G Block, 
P. J. Towers, Dalal Street,    Bandra Kurla Complex, 
Fort, Mumbai – 400 001.    Bandra (E), Mumbai – 400 051. 
 
Ref: Scrip Code: 532296                Ref: Scrip Name: GLENMARK 
 
Dear Sir,  
 
Sub: Glenmark Announces Top-Line Results from Phase 3 Clinical Trial of Favipiravir in Patients 
with Mild to Moderate COVID-19 
 
Phase 3 Trial Demonstrates Statistically Significant Faster Time to Clinical Improvement with 
Favipiravir Treatment in Mild to Moderate COVID 19 Patients Compared to Control 

 
With reference to the subject mentioned above, kindly find attached media release which is self-
explanatory.  
 
Request you to kindly take the same on record.  
  
Thanking you, 
 
Yours faithfully, 
For Glenmark Pharmaceuticals Limited 
 
 
 
Harish Kuber  
Company Secretary & Compliance Officer 
 
Encl: as above 
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Press release                                                                                                          For immediate distribution  
  
 

 

Glenmark Announces Top-Line Results From Phase 3 Clinical Trial of 
Favipiravir in Patients with Mild to Moderate COVID-19 

 
 

Phase 3 Trial Demonstrates Statistically Significant Faster Time to Clinical 
Improvement with Favipiravir Treatment in Mild to Moderate COVID 19 Patients 

Compared to Control 
 

 
 
Mumbai, India; July 22, 2020: Glenmark Pharmaceuticals Ltd. – a global research-led pharmaceutical 
company - today announced top-line results from a Phase 3 clinical trial in mild to moderate COVID-19 
patients conducted across seven clinical sites in India. The open-label randomized, multicenter clinical trial, 
conducted in 150 patients, evaluated the efficacy and safety of Favipiravir plus standard supportive care 
(Favipiravir treatment arm), versus standard supportive care alone (control arm), in mild to moderate 
patients, randomized within a 48 hour window of testing RT-PCR positive for COVID-19. 
 
Favipiravir is a broad spectrum oral antiviral drug that selectively inhibits RNA-dependent RNA polymerase 
(RdRp) and the viral replication phase of SARS-CoV-2, and is being studied in multiple ongoing 
international clinical trials.   
 
Patients in the Glenmark Favipiravir clinical trial received Favipiravir tablets 3,600 mg (1,800 mg BID) (Day 
1) + 1,600 mg (800 mg BID) (Day 2 or later) for up to maximum of 14 days, along with standard supportive 
care. Randomization was stratified based on disease severity into mild (90 patients) and moderate (60 
patients).  
 
Results from the Phase 3 trial showed numerical improvements for the primary efficacy endpoint with 28.6% 
faster viral clearance in the overall population as measured by the median time until cessation of oral 
shedding of virus in the Favipiravir treatment arm compared to those in the control arm (Hazard Ratio 1.367 
[95%CI 0.944,1.979]; p=0.129). 
 
 
 
 
 
 



 

           

Key secondary outcome measures for clinical improvement demonstrated the efficacy and benefit of 
Favipiravir treatment arm over the control arm: 

 40% faster achievement of “clinical cure” defined as the physician’s assessment of normalization of 
clinical signs – temperature, oxygen saturation, respiratory rate and cough with a statistically 
significant reduction in median time to clinical cure in the Favipiravir treatment arm (3 days [95%CI 
3.0, 4.0]), compared to the control arm (5 days [95%CI 4.0,6.0]) (HR 1.749 [95% CI 1.096, 2.792]; 
p=0.029).  

 69.8% of patients in the Favipiravir treatment arm achieved clinical cure by Day 4, which was 
statistically significant compared to 44.9% observed in the control arm (p=0.019).  

 Amongst patients who clinically deteriorated and required oxygen support, those receiving 
Favipiravir had a longer median time to first time use of oxygen of 5 days (95%CI 1.0,6.0) versus 2 
days (95% CI 1.0-4.0) in the control arm. 

 
Additionally, Glenmark’s Favipiravir was well tolerated with no serious adverse events (SAEs) or deaths in 
the Favipiravir treated arm. One SAE occurred in the control arm and resulted in death due to worsening 
clinical disease and acute respiratory distress syndrome (ARDS) attributed to COVID-19 infection. Adverse 
events (AEs) were reported in 26 patients in the favipiravir treatment arm (35.6%) as compared to six patients 
in the control arm (8%) however, most AEs were mild to moderate and none led to drug discontinuation or 
dosing adjustments. The most commonly observed AE was asymptomatic transient increases in uric acid (12 
patients in the Favipiravir treatment arm and zero in the control arm); most resolved on first follow up. 
Gastrointestinal disturbance was minimal and no clinically significant differences were observed between 
the treatment groups.  
 
Glenmark plans to submit the clinical trial data for publication in a peer-reviewed journal in the coming 
weeks and share our findings. 
 
Dr Zarir Udwadia, one of the Principal Investigators of this study, commented: “The results of the 
Indian Favipiravir study are encouraging. The trial was performed with a sense of urgency considering 
the gravity of the pandemic, yet scientific principles were not sacrificed. I have had a chance to 
independently view the initial results and they are encouraging: Patients randomised to Favipiravir 
seemed to have faster clinical cure, and more importantly, faster viral clearance than those randomized 
to the routine care group. I eagerly await the final analysis and results from other ongoing studies from 
across the globe. Till then, I feel we have enough evidence to consider using Favipiravir in symptomatic 
COVID-19 patients who have mild to moderate infection.” 
 
Dr Monika Tandon, Vice President & Head - Clinical Development, Global Specialty/Branded 
Portfolio said: “We are encouraged with the top-line results and these indicate that early treatment with 
favipiravir may improve clinical outcomes for mild to moderate patients and could potentially prevent 
patients from progressing to ARDS and mortality.” 
 
 

 



 

           

 
About Favipiravir / FabiFlu® in India 
 
On June 20th, Glenmark announced that it received manufacturing and marketing approval from India’s drug 
regulator for FabiFlu®, making it the first oral approved medication in India for the treatment of mild to 
moderate COVID-19. The manufacturing and marketing approval was granted as part of an accelerated 
approval process, considering the emergency situation of the COVID-19 outbreak in India. The approval’s 
restricted use entails responsible medication use where every patient must have signed informed consent 
before treatment initiation.  
 
Glenmark has commenced a Post Marketing Surveillance (PMS) study on FabiFlu® to closely monitor the 
efficacy and safety of the drug in 1000 patients that are prescribed with the oral antiviral, as part of an open 
label, multicenter, single arm study. 
 
Glenmark is also conducting another Phase 3 clinical trial in India to evaluate the efficacy of two antiviral 
drugs Favipiravir and Umifenovir as a combination therapy in moderate hospitalized adult COVID-19 
patients.  The combination study, which is called the FAITH trial, is looking to enroll 158 hospitalized 
patients of moderate COVID-19. Early treatment with combination therapy will be evaluated for safety and 
efficacy. 
 
About Favipiravir Globally 
 
Favipiravir has been approved in Japan since 2014 for the treatment of novel or re-emerging influenza virus 
infections. It is a broad-spectrum antiviral with a unique mechanism of action: it is converted into an active 
phosphoribosylated form (Favipiravir-RTP) in cells and recognized as a substrate by viral RNA polymerase, 
thereby inhibiting RNA polymerase activity and viral replication. Favipiravir was granted approval in Russia 
for treatment of COVID-19 in May 2020 and is being prescribed to patients in multiple countries across the 
globe under compassionate use for the treatment of COVID-19 infection. It also is being tested in close to 
20 clinical trials across 3000+ COVID-19 patients globally, including ongoing clinical trials in the US, 
Canada, Japan and Italy.  
 
 

—End— 

 
 
 
 
 
 
 
 
 



 

           

 
 

About Glenmark Pharmaceuticals Ltd 
Glenmark Pharmaceuticals Ltd. (GPL) is a global research-led pharmaceutical company with presence 
across Generics, Specialty and OTC business with operations in over 50 countries. Glenmark’s key therapy 
focus areas globally are respiratory, dermatology and oncology. It is ranked among the top 80 Pharma & 
Biotech companies of the world in terms of revenue (SCRIP 100 Rankings published in the year 2019). For 
more information, visit www.glenmarkpharma.com 
 
For more information:  
Glenmark Media Contacts   

            Udaykumar Murthy 
Senior Manager, Corporate Communications                                      
+91 9960377617 
corpcomm@glenmarkpharma.com  
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