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Patient Status Descriptor Score 

Uninfected No clinical or virological evidence of 

infection 

0 

Ambulatory No limitation of activities 1 

  Limitation of activities 2 

Hospitalised 

Mild Disease 

Hospitalised, no oxygen therapy 3 

  Oxygen by mask or nasal prongs 4 

Hospitalised 

Severe Disease 

Non-invasive ventilation or high flow 

oxygen 

5 

  Intubation and mechanical ventialltion 6 

  Ventillation +additional organ support- 

pressors, RRT, ECMO 

7 

Dead Death 8 
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Scientific Title of Study:  
Phase 3, Randomized, Double-blind, Placebo control trial of Efficacy, Safety and 
Tolerability of Antiviral drug Umifenovir vs Standard care of therapy in non-
severe COVID-19 patients. 
 
Abbreviated Title: Efficacy and safety study of antiviral Umifenovir therapy in 
non-severe COVID-19 patients. 
 

Protocol No.: CDRI-CLINICAL2/2020 

Version 2 dated 4th June, 2020 

The Universal Trial Number (UTN) : U1111-1251-8421 
Product: Umifenovir (Arbidol), an antiviral agent 

 
Indication: 
COVID-19 

 
Clinical Phase: Phase 3 

Clinical Trial Site:  Dept. of Meidicine, King George Medical University, Lucknow, 
RML Institute of Medical Sciences, Lucknow, Era’s Lucknow Medical College & 
Hospital, Lucknow 
 
  
Sponsor: CSIR-Central Drug Research Institute, Sector 10, Jankipuram 
Extension, Sitapur Road, Lucknow 226031 
 

Date of Final Protocol: 4th June, 2020 

This protocol is the confidential property of CSIR-Central Drug Research 
Institute and is intended solely for the guidance of this clinical investigation. 
This protocol may not be disclosed to parties not associated with the clinical 
investigation or used for any other purpose without the prior written consent of 
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LIST OF ABBREVIATIONS AND DEFINITIONS 
 
Abbreviation     Explanation 
 
AE     Adverse Event 
ALP     Alkaline phosphatase 
ALT     Alanine aminotransferase 
AST     Aspartate aminotransferase 
AUC                                                   Area under the plasma concentration-time curve 
AUC0-t     Area under the plasma concentration-time curve from 
                                                               Time zero to time t 
AUC0-∞                                                Area under the plasma concentration-time curve from 
                                                           Time zero to infinity 
† b.i.d     bis in die = twice daily 
CDC     Centre for Disease Control and Prevention 
CK     creatine phosphokinase 
Cmax                                              Maximum (peak) plasma drug concentration 
CRF     Case Report Form 
COCSS     COVID-19 objective clinical severity score 
DSMB     Data Safety and Monitoring Board 
ECG     Electrocardiogram 
GCP     Good Clinical Practice 
GGT     gamma glutamyl transpeptidase 
Hb     Haemoglobin 
Hct     Haematocrit 
HDL-C     High Density Lipoprotein –cholesterol 
HPLC     High performance liquid chromatography 
ICH     International Conference of Harmonisation 
IEC     Independent Ethics Committee 
IRB     Independent Review Board 
LCMS     Liquid chromatography linked mass spectrometry 
LDH     Lactate dehydrogenase 
LDL-C     Low Density Lipoprotein -cholesterol 
MS     Mass spectrometry 
MCH     Mean corpuscular haemoglobin 
MCHC     Mean corpuscular haemoglobin concentration 
MCV     Mean corpuscular volume 
ml     milliliter 
IEC     Institutional Ethics Committee 
RBC     Red Blood Cells 
SAE     Serious Adverse Event 
SEM     Standard error of the mean 
Tmax      Time to reach maximum (peak) plasma concentration 
t½      Elimination half-life 
WBC     White blood cells 
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1. Background and Introduction: 

 

Unmet Need: The emergence of SARS-CoV-2 infection, also known as a 2019- nCoV 

disease (COVID-19), is continuously increasing. The SARS-CoV-2 infection causes a 

spectrum of respiratory illness, from asymptomatic to fatal pneumonia.1 The WHO has 

declared it as pandemic. There is no approved therapy for corona virus disease. There 

is unmet medical need for newer therapies to reduce morbidity and mortality. 

Innovation vis a vis existing therapeutic option: 

Currently hydroxychloroquine & lopinavir/ritonavir are used as experimental therapies. 

However, its effectiveness remains controversial.2,3 Recently Ministry of Health 

government of India has issued guidline for treatment of COVID-19 in which 

hydroxychloroquin with Azithromycin has been mentioned as potential therapy for 

COVID-19.4 The different classes of antivirals under evaluation include 3CL protein 

inhibitors (Ribavirin, Lopinavir/Ritonavir), RNA synthesis inhibitors (Remdesivir, 

Tenofovir Disoproxil Fumarate/TDF and 3TC), neuraminidase inhibitors (Tamiflu and 

Peramivir ) and other small molecule drugs which target the ability of SARS-CoV-2 to 

interact with host cells (ACE2 inhibitors).5 However, the potential drug target and 

mechanism of several candidate drugs remains elusive and warrants further 

investigattions.  

Umifenovir (also known as Arbidol) is another antiviral agent that has been 

approved in China and Russia for treating influenza, SARS, and Lassa viruses.6,7 A 

limited number of case reports showed that patients with COVID-19 successfully 

recovered after receiving lopinavir/ritonavir and Umifenovir treatment,8,9 however, it is 

difficult to prove whether they were cured by the antiviral agent or just a natural course 

of COVID-19.5 Hence further investigation is needed to prove efficacy and safety. 

Risk vs Benefit to the patient:  The drug Umifenovir is in the market for influenza 

since years showing its excellent safety profile on human beings. Recently, Xia 

reported that combination therapy with lopinavir/ritonavir and Umifenovir may likely be 

preferred in a retrospective study with a small sample size.10 To date, clinical evidence 
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on Umifenovir therapy in patients with COVID-19 is not known. There is no data on 

Indian patients. Herein, we aim to conduct phase 3 study to find the proof of efficacy of 

Umifenovir vs standard care of therapy in managing non-severe patients with COVID-

19.  

 

Preclincal experience 
 

Umifenovir also known as Arbidol has been marketed for 20 years in Russia and has 

been used since 2006 in China for the prophylaxis and treatment of human pulmonary 

diseases caused by influenza A and B viruses and other human pathogenic respiratory 

viruses. 

 1. Overview of Umifenovir: history, initial clinical studies in Russia and China, toxicity 

Umifenovir or ethyl-6-bromo-4-[(dimethylamino)methyl]-5-hydroxy-1-methyl-2 

[(phenylthio)methyl]-indole-3-carboxylate hydrochloride monohydrate, is a small indole 

derivative.  

 

Umifenovir has been shown to display antiviral in vitro and/or in vivo activity against a 

number of enveloped or non-enveloped RNA or DNA viruses, including influenza 

viruses A, B and C, respiratory syncytial virus, SARS-CoV, adenovirus, parainfluenza 

type 5, poliovirus 1, rhinovirus 14, coxsackievirus B5, hantaan virus, Chikungunya 

virus, HBV and HCV.  

Umifenovir broad-spectrum antiviral activity suggests that the molecule acts on 

common critical step(s) of virus-cell interactions. Evidence indicates that ARB directly 

exerts a virucidal effect, and can then be considered as a direct-acting antiviral (DAA). 

Most studies also report an effect of ARB on one or several stages of the viral life 

cycle, such as cell entry (attachment, internalization) and replication. ARB could 
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therefore also act as a host-targeting agent (HTA). The following figure explains the 

actions of drug.11 

 

Fig. 1. Broad-spectrum activity of ARB and its molecular mechanisms of action at the 
cellular level. The different steps of the viral life cycle inhibited by ARB are indicated in 
blue boxes. Potential effect of ARB on other viruses or families of viruses are 
mentioned in orange. Blue arrows and text indicate the consequences of ARB on 
cellular pathways and virions. For clarity and regarding current knowledge about the 
molecular mechanisms of ARB, we only show the clathrin-dependent endocytosis 
pathway. MW, membranous web, ER, endoplasmic reticulum. 
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In view of the in vitro and in vivo data, it is concluded that umifenovir (srbidol) has the ability 

to elicit protective broad-spectrum antiviral activity against a number of respiratory viruses. 

Umifenovir may play a significant role in medical countermeasures against respiratory virus 

infections. All the details are given below.12 

Table 1. Cytotoxicities of arbidol and ribavirin 
Compound Cell line=CC50(mg=ml)a 

MDCK HEp-2 HEL 
Arbidol 69.4 ± 8.5 85.4 ± 6.6 72.5 ± 3.2 
Ribavirin 232.4 ± 11.6 256.6 ±10.2 189.3 ± 6.8 
a Mean±S.D. values are shown from three independent experiments. CC50 is the cytotoxic 
concentration required to reduce the number of viable cells by 50% 
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The anti-influenza virus drug, arbidol is an efficient inhibitor of SARS-CoV-2 in 
vitro13 (Wang et al. Cell Discovery (2020) 6:28) 
In this study, six currently available and licensed anti-influenza drugs were evaluated 

against SARS-CoV-2. The drugs include arbidol, baloxavir, laninamivir, oseltamivir, 

peramivir, and zanamivir. The cytotoxicity of the compounds in African green monkey 

kidney cells, Vero E6 (ATCC-1586) was measured by a standard cell counting kit-8 

(CCK8) assay. Then, the cells were infected with SARS-CoV-2 at a multiplicity of 

infection (MOI) of 0.05 in the presence of either compound or dimethyl sulfoxide 

(DMSO) control. The dose–response curves were determined by quantification of viral 

RNA copy numbers in the supernatant of infected cell at 48 h post infection (p.i.). As 

demonstrated in Fig. 1a, arbidol efficiently inhibited virus infection in vitro. The 50% 

maximal effective concentration (EC50) and the 50% cytotoxic concentration (CC50) of 

arbidol was 4.11 (3.55–4.73) and 31.79 (29.89–33.81) μM, respectively, and the 

selectivity index (SI = CC50/EC50) was 7.73.  

 

Fig.2 Comparative antiviral efficacy of anti-influenza drugs and the mode of actions of 

arbidol against SARS-CoV-2 infection in vitro. 
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a. Antiviral activities of the drugs. The antiviral efficacy was evaluated in Vero E6 cells 

by qRT-PCR analysis of virus yield at 48 h p.i. Data represent the mean ± standard 

deviation (SD) from two independent repeats. b, c Time-of-addition experiment of 

arbidol. Three experimental groups (Full-time, Entry, and Post-entry) were set up as 

described in the Supplementary Methods. At 16 h p.i., virus yield in the cell supernatant 

was quantified by qRTPCR 

(b), and the expression of NP in infected cells was analyzed by western blots (c). The 

values below the blot represent the relative band intensity (NP/GAPDH) normalized to 

that of the DMSO group. d Impact of arbidol on SARS-CoV-2 binding. Vero E6 cells 

were treated with arbidol (10 μM) or DMSO for 1 h prior to infection with SARS-CoV-2 

at 4 °C for 1 h. The supernatant (unbound virions) and the cells containing bound 

virions (bound virions) were collected for quantification of viral RNA copies by qRT-

PCR. e, f Effect of arbidol on intracellular trafficking of SARS-CoV-2. The colocalization 

of virions with EEs or LEs was analyzed by immunofluorescence assays as described 

in the Supplementary Methods. e The portion of virions that co-localized with EEs or 

ELs in each group (n > 150 cells) was quantified by Image J. f Representative confocal 

microscopic images of virions (red) and LAMP1+ ELs (green) in each group. The nuclei 

(blue) were stained with Hoechst 33258 dye. White arrows: virions co-localized with 

ELs; bars: 10 μm. For (b) and (e), statistical analysis was performed using a one-way 

analysis of variance (ANOVA) with GraphPad Prism. For (d), statistical analysis was 

performed and calculated by unpaired two-tailed t test. *P < 0.05; ***P < 0.001; ns, not 

significant. 
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Regulatory pharmacology, toxicology and pharmacokinetics 
Pharmacokinetics14 

Arbidol is a broad-spectrum antiviral drug that is used clinically to treat influenza. In this 

study, the pharmacokinetics, metabolism, and excretion of arbidol were investigated in 

healthy male Chinese volunteers after a single oral administration of 200 mg of arbidol 

hydrochloride. A total of 33 arbidol metabolites were identified in human plasma, urine, 

and feces. The principal biotransformation pathways included sulfoxidation, 

dimethylamine N-demethylation, glucuronidation, and sulfate conjugation. The major 

drug-related component in the plasma was sulfinylarbidol (M6-1), followed by 

unmetabolized arbidol, N-demethylsulfinylarbidol (M5), and sulfonylarbidol (M8). The 

exposures of M5, M6-1, and M8, as determined by the metabolite-to-parent area under 

the plasma concentration-time curve from 0 to t (AUC0-t) ratio, were 0.9ı0 .3, 

11.5ı 3.6, and 0.5ı0 .2, respectively. 

In human urine, glucuronide and sulfate conjugates were detected as the major 

metabolites, accounting for 6.3% of the dose excreted within 0 to 96 h after drug 

administration. The fecal specimens mainly contained the unchanged arbidol, 

accounting for 32.4% of the dose. Microsomal incubation experiments demonstrated 

that the liver and intestines were the major organs that metabolize arbidol in humans. 

CYP3A4 was the major isoform involved in arbidol metabolism, whereas the other 

P450s and flavin-containing monooxygenases (FMOs) played minor roles. These 

results indicated possible drug interactions between arbidol and CYP3A4 inhibitors and 

inducers. Further investigations are needed to understand the importance of M6-1 in 

the efficacy and safety of arbidol, because of its high plasma exposure and long 

elimination half-life (25.0 h). 

Fig 2 Pharmacokinetic parameters of arbidol and its three major metabolites in plasma 

of four healthy male subjects after a single oral administration of 200 mg of arbidol 

hydrochloride 
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Adapted from Antimicrobial Agents and Chemotherapy April 2013 Volume 57 Number 4 p. 
1743–1755. 
 
Pharmacokinetics of single and multiple oral doses of arbidol in healthy Chinese 
volunteers. 16 

Background: Arbidol is licensed in Russia and China for prophylaxis and treatment of 

influenza A and B. This study was to assess the pharmacokinetics of single and 

multiple doses of arbidol in healthy Chinese volunteers. Methods: This was a single-

center, open-label, two-phase study conducted in 12 subjects. In singledose phase, 

subjects were randomized to receive single doses of 0.2, 0.4 and 0.8 g of arbidol in a 

crossover design with a 7-day washout period between administration. In the multiple-

dose phase, subjects received 0.2 g 3 times a day for 7 days. Serial blood samples 

were collected at predefined time points. Plasma concentrations were determined with 

a validated HPLC method. Safety assessments were conducted throughout the study. 

Results: After administration of single doses of 0.2, 0.4 and 0.8 g, geometric mean 

estimates for arbidol Cmax were 0.70, 1.24, and 2.16 mg/l and the mean of AUClast 

were 3.27, 5.81 and 12.72 mg×h/l, respectively. The AUClast and Cmax showed dose 

proportionality. After administration of multiple doses, the mean of Cmax,ss of arbidol 

was 0.41 mg/l and the mean accumulation ratio is ~ 1.12. Compared with single-dose 

phase, arbidol exhibited lower Cmax and prolonged plasma concentration profiles. 

Conclusions: In healthy Chinese subjects, single dosing of arbidol resulted in linear 

plasma pharmacokinetics. Arbidol exhibited little accumulation with repeated 
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administration. Compared with single doses, multiple oral doses showed somewhat 

different pharmacokinetics and tissue distribution patterns. Sex did not appear to affect 

the pharmacokinetic properties of arbidol. 

 

Toxicity 
Toxicity of the preparation of "arbidol" with v/zh introduction to the male rats  shows 

following results.  

LD50 = of 5200 В± 350 mg/kg 

LD16 = of 3800 В± 250 mg/kg 

LD84 = of 7100 В± 400 mg/kg 

 

Repeat Dose Toxicity Studies:  

It is established that the application of preparation of "arbidol"  ( Umifenovir) in rats at 

doses 50 and 500 mg/kg for a period of 130 days does not lead to lethality and 

development of the irreversible pathologic changes (T.A. Of gus'kova. Toxicology of 

medicines. M., "Russian doctor", 2003, s. 103). 

 

Embryotoxicity Studies: 

Study of the embryotoxic action of the preparation Of "arbidol" on the white low breed 

rats with the introduction at doses 50 and 500 mg/kg from the 1st through the 19th the 

days of the pregnancy 

 

Saftey Pharmacology: Umifenovir is found safe in safety pharmacology studies and 

do not have negative effect of cardiovascular, respiratory, and central nervous system 

(source L China drug magazine 2006 14 , available at www.Arbidol.com). The abstract 

is given below 

Arbidol Objective: To evaluate the effects on the central nervous system, 

cardiovascular system and respiratory effects. Methods : Observation ig given Arbidol 

hydrochloride (10,50 and 250 mg · kg-1) in mice generally, loss of righting reflex, 

spontaneous activity, sensory and memory, sleep-induced; Observation ig given 

http://www.arbidol.com/
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Arbidol hydrochloride (10, 30 and 90 mg · kg-1) changes in the temperature of rabbits; 

Observation ig given Arbidol hydrochloride (20 and 80 mg · kg-1) in anesthetized dogs 

breathing frequency and amplitude. systolic and diastolic blood pressure, heart rate 

and rhythm, a QRS ECG T-wave, PR interval, and ST segment affected. 

Results : ig mice Arbidol hydrochloride (250 mg kg), a synergistic effect of sodium 

pentobarbital-induced sleep. The remaining parameters were not significantly affected. 

CONCLUSION : Arbidol effects on the central nervous system. no effect on the 

cardiovascular and respiratory systems. 

 

Clinical Experience;  
 
Two faviurable clinical study results are published for use of Umifenovir in CoVID-19. 

The other clinical trials are ongoing. The results published by Deng Li and Xia showed 

that Umifenovir treatment when combined with Lopinavir/Ritonavir (LPV/r)  is beneficial 

and shows 75% patient responded to Umifenovir , LPV/r  combination therapy as 

compared to 35% LPV/r  monotherapy on day seven. 10 

The another study by Z. Zhu et al concluded that Arbidol monotherapy is superior to 

lopinavir/ritonavir in treating COVID-19.15 

The study was also performed comparing effects of Favipiravir versus Arbidol for 

COVID-19 in 240 patients by Chen et al. 16 The study showed that there is no 

difference in clinical recovery rate at day 7 between two groups.  

 

The abstracts are given below 

 

i) Arbidol combined with LPV/r versus LPV/r alone against Corona Virus Disease 
2019: A retrospective cohort study. 
BACKGROUND: 

Corona Virus Disease 2019 (COVID-19) due to the 2019 novel coronavirus (SARS-

CoV-2) emerged in Wuhan city and rapidly spread throughout China. We aimed to 

compare arbidol and lopinavir/ritonavir(LPV/r) treatment for patients with COVID-19 
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with LPV/r only. 

METHODS: 

In this retrospective cohort study, we included adults (age≥18years) with laboratory-

confirmed COVID-19 without Invasive ventilation, diagnosed between Jan 17, 2020, 

and Feb 13, 2020. Patients, diagnosed after Jan 17, 2020, were given oral arbidol and 

LPV/r in the combination group and oral LPV/r only in the monotherapy group for 5-21 

days. The primary endpoint was a negative conversion rate of coronavirus from the 

date of COVID-19 diagnosis(day7, day14), and assessed whether the pneumonia was 

progressing or improving by chest CT (day7). 

RESULTS: 

We analyzed 16 patients who received oral arbidol and LPV/r in the combination group 

and 17 who oral LPV/r only in the monotherapy group, and both initiated after 

diagnosis. Baseline clinical, laboratory, and chest CT characteristics were similar 

between groups. The SARS-CoV-2 could not be detected for 12(75%) of 16 patients' 

nasopharyngeal specimens in the combination group after seven days, compared with 

6 (35%) of 17 in the monotherapy group (p < 0·05). After 14 days, 15 (94%) of 16 and 

9 (52·9%) of 17, respectively, SARS-CoV-2 could not be detected (p < 0·05). The 

chest CT scans were improving for 11(69%) of 16 patients in the combination group 

after seven days, compared with 5(29%) of 17 in the monotherapy group (p < 0·05). 

CONCLUSION: 

In patients with COVID-19, the apparent favorable clinical response with arbidol and 

LPV/r supports further LPV/r only. 

(Deng L, Li C, Zeng Q, Liu X, Li X, Zhang H, Hong Z, Xia J, Arbidol combined with 

LPV/r versus LPV/r alone against Corona Virus Disease 2019: A retrospective cohort 

study. J Infect. 2020 Mar 11. pii: S0163-4453(20)30113-4. doi: 

10.1016/j.jinf.2020.03.002.) 

 
ii) Arbidol monotherapy is superior to lopinavir/ritonavir in treating COVID-19 
Lopinavir/ritonavir and arbidol have been previously used to treat acute respiratory 

syndrome- coron- avirus 2 (SARS-CoV-2) replication in clinical practice; nevertheless, 
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their effectiveness remains controver- sial. In this study, we evaluated the antiviral 

effects and safety of lopinavir/ritonavir and arbidol in pa- tients with the 2019-nCoV 

disease (COVID-19). Fifty patients with laboratory-confirmed COVID-19 were divided 

into two groups: including lopinavir/ritonavir group (34 cases) and arbidol group (16 

cases). Lopinavir/ritonavir group received 400 mg/100mg of Lopinavir/ritonavir, twice a 

day for a week, while the arbidol group was given 0.2 g arbidol, three times a day. Data 

from these patients were retrospec- tively analyzed. The cycle threshold values of open 

reading frame 1ab and nucleocapsid genes by RT- PCR assay were monitored during 

antiviral therapy. None of the patients developed severe pneumonia or ARDS. There 

was no difference in fever duration between the two groups ( P = 0.61). On day 14 

after the admission, no viral load was detected in arbidol group, but the viral load was 

found in 15(44.1%) patients treated with lopinavir/ritonavir. Patients in the arbidol group 

had a shorter duration of positive RNA test compared to those in the lopinavir/ritonavir 

group ( P < 0.01). Moreover, no apparent side effects were found in both groups. In 

conclusion, our data indicate that arbidol monotherapy may be superior to 

lopinavir/ritonavir in treating COVID-19. 

(Z. Zhu, Z. Lu and T. Xu et al., Arbidol monotherapy is superior to lopinavir/ritonavir in 

treating COVID-19, Journal ofInfection, https://doi.org/10.1016/j.jinf.2020.03.060) 

 

Favipiravir versus Arbidol for COVID-19: A Randomized Clinical Trial 
Abstract 

Background : No clinically proven effective antiviral strategy exists for the epidemic 

Coronavirus Disease 2019 (COVID-19). 

Methods: We conducted a prospective, randomized, controlled, open-label multicenter 

trial involving adult patients with COVID-19. Patients were randomly assigned in a 1:1 

ratio to receive conventional therapy plus Umifenovir (Arbidol) (200mg*3/day) or 

Favipiravir (1600mg*2/first day followed by 600mg*2/day) for 10 days. The primary 

outcome was clinical recovery rate of Day 7. Latency to relief for pyrexia and cough, 

the rate of auxiliary oxygen therapy (AOT) or noninvasive mechanical ventilation (NMV) 

were the secondary outcomes. Safety data were collected for 17 days. 

https://doi.org/10.1016/j.jinf.2020.03.060
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Results: 240 enrolled COVID-19 patients underwent randomization; 120 patients were 

assigned to receive Favipiravir (116 assessed), and 120 to receive Arbidol (120 

assessed). Clinical recovery rate of Day 7 does not significantly differ between 

Favipiravir group (71/116) and Arbidol group (62/120) (P=0.1396, difference of 

recovery rate: 0.0954; 95% CI: -0.0305 to 0.2213). Favipiravir led to shorter latencies 

to relief for both pyrexia (difference: 1.70 days, P<0.0001) and cough (difference: 1.75 

days, P<0.0001). No difference was observed of AOT or NMV rate (both P>0.05). The 

most frequently observed Favipiravir-associated adverse event was raised serum uric 

acid (16/116, OR: 5.52, P=0.0014). 

Conclusions: Among patients with COVID-19, Favipiravir, compared to Arbidol, did not 

significantly improve the clinically recovery rate at Day 7. Favipiravir significantly 

improved the latency to relief for pyrexia and cough. Adverse effects caused Favipiravir 

are mild and manageable. This trial is registered with Chictr.org.cn 

(ChiCTR2000030254). 
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2. Study Rationale:  
 
Umifenovir is another antiviral agent that has been approved in China and Russia for 

treating influenza, SARS, and Lassa viruses.6,7 A limited number of case reports 

showed that patients with COVID-19 successfully recovered after receiving 

lopinavir/ritonavir and Umifenovir treatment 8,9 ; however, it is difficult to prove whether 

they were cured by the antiviral agent or just a natural course of COVID-19.5 Recently, 

Xia reported that combination therapy with lopinavir/ritonavir and Umifenovir may likely 

be preferred in a retrospective study with a small sample size.10 To date, clinical 

evidence on Umifenovir therapy on Indian patients with COVID-19 is not known. 

Herein, we aim to conduct phase 3 study to find the efficacy of Umifenovir vs standard 

care of therapy in managing non-severe patients with COVID-19. 

 

Dosages in study will be Umifenovir 800mg twice daily for 14 days + standard care of 

therapy. As per the pharmacokinetic study,17 the drug Umifenovir 800mg achives 

sufficient concentration to inhibit the the virus SARS-COV2. The drug has half life of 

about 12-16 hours so can be administered twice daily.    

The standard care of therapy is as per the hospital protocol and as per Ministry of 

Health, Govt. of India COVID-19 treatment guidelines adopted by trial centre. 
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3. Study Objectives: 
To assess the efficacy, safety and tolerability of Umifenovir in corona virus disease 

(COVID-19) patients.  

 

 Primary outcome measures 

• Time from randomization to nasopharyngeal swab negativity by two RT-PCR 

tests, for SARS-Cov-2 antigens, taken 24 hours apart. 

•        For moderate patients, the end point will be time to improvement by one category 

from randomisation on the eight-category ordinal scale defined by WHO19 & average 

change in the ordinal scale from baseline. 

 

Secondary outcome measures 

• Time from randomization to clinical recovery or deterioration, assessed at 0, 7, 

14, 21 and 28 days, on eight-category ordinal scale defined by WHO19 consisting of the 

following categories:  

Patient Status Descriptor Score 

Uninfected No clinical or virological 

evidence of infection 

0 

Ambulatory No limitation of activities 1 

 Limitation of activities 2 

Hospitalised 

Mild Disease 

Hospitalised, no oxygen 

therapy 

3 

 Oxygen by mask or nasal 

prongs 

4 

Hospitalised 

Severe Disease 

Non-invasive ventilation or 

high flow oxygen 

5 

 Intubation and mechanical 

ventialltion 

6 

 Ventillation +additional 7 
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organ support- pressors, 

RRT, ECMO 

Dead Death 8 

 

 • Proportion of patients to clinical recovery or deterioration, assessed at 0, 7, 14, 

21 and 28 days, on eight-category ordinal scale defined by WHO19 consisting of the 

following categories:  

• Proportion of patients hospitalized with Severe Covid-19 pnemonia (with 

respiratory rate ≥30/minute and/or SpO2 < 90% in room air) or ARDS or Septic 

shockas per Ministry of health, Govt of India guidelines. 

• Adverse events in two groups. 
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4. Study Design: 
 
 Study Type:  Interventional (Clinical Trial) 

 Actual Enrollment: Total 132. (Two arm study, 66 patients in each arm) 

 Allocation:  Computerised Randomization. Sequentially numbered, 

opaque, sealed envelopes (SNOSE) 

 Intervention Model: Parallel Assignment 

 Masking:   Double-blinded placebo controlled 

 Primary Purpose: Treatment 

 No. of centres  Three. Multicentric study  

 Duration of study: Subject will be observed upto 28 dyas  

 Type of study/Title:  Phase 3, Randomized, Double-blind, Placebo control trial of 

Efficacy, Safety and Tolerability of Antiviral drug Umifenovir vs Standard care of 

therapy in non-severe COVID-19 patients. 

 

a) The study will be conducted at King George Medical University, Lucknow, ERAs 

Medical College, Lucknow and Ram Manohar Lohia hospital Lucknow. 
b) Allocation to treatment will be according to a predetermined random order. 

Randomization of Umifenovir or placebo will take place for each group separately. The 

randomization list will be generated using computer program of randomization and will 

be stritificaly randomized to have sufficient number of patients of asymptomatic, mild 

and moderate patients. The allocation concealment will be maintained using opaque 

envelopes.   
 
Arms and Interventions 
 

 Arm 1: Umifenovir 800mg twice daily for 14 days + standard care of therapy. 

 Arm 2: Standard care of therapy 

 The standard care of therapy is as per the hospital protocol and as per Ministry of 

Health, Govt. of India COVID-19 treament guidelines adopted by trial centre.  
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 Flow Chart of Phase 3 Study 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

Screening 
/Randomisation 

Placebo 
+ 

Standard of care  

Umifenovir  
800mg twice daily for 14 days  

+ 
Standard of care  
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5. Study population: 
   The patients visiting OPD/IPD of King George Medical University, Lucknow, Era 

Medical college Lucknow & Ram manohar Lohia hospital Lucknow will be recruited 

from the study. The number of participants will be 66 in each arm. Total 132 patients. 
Number of subjects: 66 patients in each arm (132 patients in total) 

The sample size of the present study is based on primary outcome measure i.e. 

nasopharyngeal swab negativity by RT-PCR test. Sample size estimation is based on 

assumption that the average time (duration) of discharge of patient in SOC group be 

13± 2.5 days. For any patient to be discharged in lesser time than 11.7 days we require 

sample size to be calculated by  

    Ƞ =  2.( Z α/2  +  Z β )2 σ2 / ( x1 - x2 )2 

Where Z α/2  = 1.96 level of significance,  Z β = 0.842  power of test= 80%, x1 = 11.7 

days, x2 = 13 days, (x1 - x2) = 1.3, σ  = 2.5 days, x1 - x2 the minimum time difference 

which can be significant. 

Ƞ  = 2× (1.96 + 0.842)2 × 2.52 /1.32   

     =  2 × (2.802) × 6.25/1.69 

     = 58.1 = 58 

It gives Ƞ = 58, With 10% margin of dropouts the required sample size would be 

n = 58 + 10% of 58 = 64 

Since the randomization sequence shall move in blocks of 6, a sample size of 66 has 

been finalized to represent each arm appropriately. 
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6.      Subject Eligibility: 
 
The participants will be recruited in the study by physical and laboratory examination. 
• Inclusion Criteria: 
o Asymptomatic persons aged 18-75 years (inclusive), at the time of signing the 

Informed Consent Form (ICF), WITH Nasopharyngeal swab positivity in RT-PCR tests 

for SARS-Cov-2 antigens detected during screening of contacts or sentinel surveillance 

shall be defined as asymptomatic cases. The aymptomatic individuals are persons 

without COVID -19 symptoms as defined in Ministry of Health & Family welfare, Govt. 

of India guidelines. 

 
o Case categories according to severity as per Ministry of health & Family welfare, 

Govt of India guidelines: 

• Uncomplicated illness: Patients with uncomplicated upper respiratory tract viral 

infection may have non-specific symptoms such as fever, cough, expectoration, 

shortness of breath, myalgia, fatigue, sore throat, nasal congestion, diarrhea, loss of 

taste WITH Nasopharyngeal swab positivity in RT-PCR tests for SARS-Cov-2 antigens. 

• Mild pneumonia WITH Nasopharyngeal swab positivity in RT-PCR tests for 

SARS-Cov-2 antigens. 

• Moderate pneumonia WITH Nasopharyngeal swab positivity in RT-PCR tests 

Moderate disease is considered as Pneumonia with no signs of severe disease. Adults 

with presence of clinical features of dyspnea and or hypoxia, fever, cough, including 

SpO2 <94% (range 90-94%) on room air, Respiratory Rate more or equal to 24 per 

minute. 

 

o Additional Inclusion Criteria  

a) For mild cases:  The interval between symptoms onset (or day of contact with 

a COVID-19 for asymptomatic patients detected during surveillance) and 

randomization is no more than 7 days. 



 
 

CONFIDENTIAL Page 39 
 

b) For moderate cases: The interval between symptoms onset (or day of contact 

with a COVID-19 for asymptomatic patients detected during surveillance) and 

randomization is no more than 12 days.  

o Eligible subjects of child-bearing age (male or female) must agree to take 

effective contraceptive measures (including hormonal contraception, barrier methods 

or abstinence) with his/her partner during the study period. 

o Not participating in any other interventional drug clinical studies before 

completion of the present study. 

 
• Exclusion Criteria: 

 Severe COVID-19, as defined in Ministry of Health, Govt of India guidelines. 

Adolescent or adult: fever or suspected respiratory infection, plus one of the 

following; respiratory rate >30 breaths/min, severe respiratory distress, SpO2 <90% 

on room air, Cases of Acute respiratory distress syndrome (ARDS). 

 Sepsis, Septic shock as defined in MOH&FW guidelines. The cases as need for 

invasive or non-invasive ventilator support, ECMO or shock requiring vasopressor 

support. Inability to intake or tolerate oral medications. 

o Known allergy or hypersensitivity to Umifenovir 

o Possibility of the subject being transferred to a non-study hospital within 72h 

o Pregnant or lactating women 

o Severe liver disease: underlying liver cirrhosis or alanine aminotransferase 

(ALT)/aspartate aminotransferase (AST) elevated over 5 times the ULN; 

o Known severe renal impairment [creatinine clearance (CcCl) <30 mL/min] or 

having received continuous renal replacement therapy, hemodialysis or peritoneal 

dialysis. 

O     Known disease or comorbid condition like asthma, diabetes with second-and third-

line medicines, insulin as defined in WHO guidance document.18 

O The disease or condition which may affect the study as decided by physician. 
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5. Study Assessments:  
 

 Patients attending the fever clinic, or those admitted to the trial/isolation unit of 

Department of Infectious Diseases, King George’s Medical University, Lucknow, 

Era’s medical College, Lucknow, Ram manohar Lohia institute of medical Sciences, 

Lucknow and detected positive shall be enrolled in the trial.  

 The nasopharyngeal swabs shall be collected on days 0, 5, 7, 9, 11, 13, 15, 17, 19, 

21 and 28. 

 The severity of COVID-19 shall be assessed as per Minsitry of health, Govt. of India 

guidelines; those with mild to moderate disease shall be screened further while 

those with severe disease shall be excluded. 

 Cases categorized as asymptomatic shall be constituted by positive contacts of the 

COVID-19 positive patients or those detected through sentinel surveillance or 

screening, but showing no COVID-19 related symptoms. 

 The bioanalytical facilities at CSIR-Central Drug Research Institute, Lucknow and 

Department of Microbiology, KGMU and respective clinical trial sites shall be used 

to perform all the assessments. 

 Complete blood count, liver function tests, renal function tests with electrolytes, 

fasting blood sugar, thyroid function test, glycosylated hemoglobin, urine 

examination, electrocardiogram, coagulation profile, and chest X-Ray shall be done 

in all cases. CECT (Chest) shall be done, as required. The frequency of each 

investigation has been detailed in Table 1.  
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Table 1: Timings of assessment of various parameters during the trial period 
 

Parameters Timings of various assessments (days) 
Study Stage 0 3 5 7 14 21 28 
Informed Consent 
Form x       
Demographics x       Physical 
Examination x x x x x x x 

Review of Inclusion/ 
exclusion criteria x   x x   
CBC x   x x x x 
ESR x   x x x x 
Quantitative CRP x   x x x x 
ABG + (As & when 
required) x   x x   

Serum Ferritin x   x x x x 
Urine Routine x   x x x x 
LFT x   x x x x 
KFT x   x x x x 
Serum Sugar fasting 
PP + as required x       

Glycosylated 
haemoglobin x       

Coagulation profile x   x x  x 
Tri glycerides x   x x  x 
Chest Imaging X-
Ray/CT x   x x x x 

ECG x x x x x x x 
Pregnancy Test x       Trial drug 
Dispensing x   x    

Administration 
Record of Clinical 
treatment scheme 

x x x x x x x 

Adverse Events x x x x x x x 
 
Nasopharyngeal 
Swab 

Day 
5 

Day 
7 

Day 
9 

Day 
11 

Day 
13 

Day 
15 

Day 
17 

Day 
19 

Day 
21 

Day 
28 

 
 
Note: Fever charting, blood pressure monitoring, assessment of hydration, and 
oxygenation shall be done twice a day or as clinically indicated. 
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8. Study Conduct:  

Screening and Informed Consent (Visit 1) 

A screening/baseline will be performed prior to the enrollment into the study. At the 

screening visit, subjects will be approached to obtain written informed consent prior to 

any study specific procedures being performed. The purpose of the study and the 

benefits and risks of the procedures will be explained to the subject and the consent 

process must be documented accordingly in the medical record. Subjects who agree to 

study participation must sign an IRB-approved ICF. Subjects will be informed that their 

participation in this study is voluntary and they may refuse to participate or discontinue 

from the study at any time. Subjects will be given the opportunity to ask the investigator 

questions so that they are adequately informed about the research. A copy of the 

signed informed consent must be provided to the subject and the informed consent 

process will be documented in source documents. If new information becomes 

available that may affect a subject’s decision to continue to take part in the study, this 

information will be discussed with the subject by the investigator. 

The following assessments will be performed prior to the scheduled procedure and the 

results recorded on the appropriate subject CRFs: 

 Verification of eligibility criteria and subject risk per guidelines 

 Demographics (age, gender, height, weight) 

 Surgical and medical history (prior abdominal surgery, GI symptoms) 

 General medical history will be assessed based on the subject’s clinical condition 

Recruitment visit (Day1) 
Patients who are tested positive for COVID-19 and who need further workup for 

laborartory examination will be assessed and enrolled into the the study. Patients who 

were found to be not eligible for the study following signature of the Informed Consent 

Form will be withdrawn from the study. The screening and recruitment may be done in 

same visit if all reports are available.  

The randomization was done as per computer randomization. The randomization will 

be stratified randomization giving sufficiant number of patient in subgroups like 
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asymptomatic, mild & moderate. The Randomization wiil be done as per the sealed 

envelop received from sponsor. 

Investigational drug Umifenovir/Placebo for seven days at time will be dispensed to 

volunteer to complete the fourteen days therapy. All records will be maintained by 

investigator. 

Study visits: Nasopharyngeal swab will tested after screening and randomization for 

day 5, 7, 9,11,13,15,17,19,21,28.  

Visit for Day 3: Subject will be clinically examined and also will be looked for any 

adverse event as per study procedures. ECG will be done. 

Visit for Day 5: Subject will be clinically examined. The subject will be also assessed 

for hematology and biochemistry and other investigations as per table 1 (page 41). 

ECG will be done. 

Visit for Day 7: Subject will be clinically examined. The subject will be also assessed 

for hematology and biochemistry and other investigations as per table 1 (page 41). 

ECG and X ray will be done. 

Visit for Day 14: Subject will be clinically examined. The subject will be also assessed 

for hematology and biochemistry and other investigations as per table 1 (page 41). 

ECG and X ray will be done. Investigational drug therapy will be discontinued and 

subject will be called for follow up 

Visit for Day 21: (Follow up visit) Subject will be clinically examined. The subject will be 

also assessed for hematology and biochemistry and other investigations as per table 1 

(page 41). ECG and X ray will be done. 

Visit for Day 28: (Follow up visit) Subject will be clinically examined. The subject will be 

also assessed for hematology and biochemistry and other investigations as per table 1 

(page 41). ECG and X ray will be done. 

The subject wil be given standard of care as per hospital procedures. The treatment 

will be decided by physician which will not affect study. The adverse event monitoring 

will be done. Subject will informed that he can approach at any time in case of 

emergency. In emergency or any complications, subject will be admitted and treated. 
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Subject Withdrawals/ Discontinued subjects 
A subject may withdraw for any reason. The Investigator will advise the Sponsor of the 

withdrawal of any subject. The subject who tested negative after treatment will not 

undergo further assessment of testing. He will do visits for clinical examination only 

and will not be considered as dropouts. A subject may be withdrawn in any of the 

following circumstances: 

Serious Adverse Events, Protocol violation; Withdrawal of consent; Termination of the 

study by the Investigator or Sponsor. 

Subjects who voluntarily withdraw are termed dropouts.  

If a. subject is withdrawn due to an Adverse Event, appropriate medical care will be 

provided and the Adverse Event should be followed to resolution. Follow-up 

procedures should be conducted as scheduled. The person can visit at any day in case 

of emergency. 

 
Quality control and Quality assurance 
The principal investigators will maintain quality assurance and quality control systems 

to ensure that the trial is conducted and data generated, recorded and reported in 

compliance with the protocol, Good Clinical Practice guidelines and the applicable 

regulatory requirements. Personal subject data will be kept confidential. Internal and 

external quality control will be carried out for all laboratory tests. Authorized 

representatives of sponsor or a regulatory authority may perform audits or inspections 

at the centre, including source data verification. The purpose of an audit or inspection 

is to systematically and independently examine all study-related activities and 

documents, The investigator will contact sponsor immediately if contacted by a 

regulatory agency about an inspection at the centre. 

 
Archiving 
The principal investigator will arrange for the retention of the subject identification list 

for at least 15 years after completion or discontinuation of the trial. The investigator will 

also retain the subject files and source documents for 10 years. The Central Drug 
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Research Institute will inform the investigator when the documents no longer need to 

be retained. 

 
Confidentiality 
The results of the study and the details of subject/volunteer participation will be kept 

strictly confidential. However, the information regarding the study will be made known 

to the clinical monitor and regulatory authorities. 

 

Data handling and management 
All trial data will be recorded directly on the case record forms supplied by the Central 

Drug Research Institute. Only the investigators and authorized co-workers are 

permitted to make entries in the CRFs. After completion of the CRFs, the investigator 

will scrutinize the CRFs for completeness and accuracy. Statistical analysis will be 

done after all verification and the data has been locked.  

 

Reporting and Publication 
This will be the joint responsibility of the CSIR-Central Drug Research Institute and the 

principal investigators, both of whom will agree upon the final manuscript.  CSIR-

Central Drug Research Institute will send the manuscript for publication. 
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9.       Study Treatment: The volunteers will receive study as drug as per the 
randomaly assigned treatment either in a group. 
 
Arms and Interventions 
•       Arm 1: Umifenovir 800mg twice daily for 14 days + standard care of therapy. 
•       Arm 2: Standard care of therapy 
•       The standard care of therapy is as per the hospital protocol and as per 
Ministry of Health, Govt. of India COVID-19 treatment guidelines adopted by trial 
centre. 
Concomitant Medication: No concomitant medication is allowed apart from standard 

of care and investigational drugs as per the protocol. The physiscian will decide and 

drug which may interfere with the Umifenovir and it should not be allowed. If the 

volunteers need any treatment which may affect study, he will be given treatment 

immediately and sponsor will be consulted for discontinuing volunteer from this study. 

 
Adverse event monitoring and reporting 

Each subject will be carefully monitored for adverse events. This includes clinical and 

laboratory test variables. An assessment will be made of seriousness and intensity. 

Severity of adverse events Common Terminology Criteria for Adverse Events (CTCAE) 

Version 4.0 will be used  

The following classification will be used 

Grade 1 Mild; asymptomatic or mild symptoms; clinical or diagnostic observations only; 

intervention not indicated. 

 Grade 2 Moderate; minimal, local or noninvasive intervention indicated; limiting age-

appropriate instrumental ADL*. 

 Grade 3 Severe or medically significant but not immediately life-threatening; 

hospitalization or prolongation of hospitalization indicated; disabling; limiting self care 

ADL**. 
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 Grade 4 Life-threatening consequences; urgent intervention indicated. 

 Grade 5 Death related to AE. Adverse event documentation 

All adverse events occurring during the trial and follow up period will be fully recorded 

in CRF. Each event will be documented in detail along with start and stop dates, 

intensity, relationship to investigational product, action taken and outcome. 

Reporting of serious adverse events 

All SAEs occurring after randomization will be reported within 24 hours of awareness, 

to the DCGI, CDRI (Sponsor), and ethics committee independent of the relationship of 

the study product. 

Reporting procedures for all SAEs will be followed as per Drugs and Cosmetics (First 

Amendment) Rules,2013,122-DAB, new drug clinical trial rules and application 

amendments there of. Copies of each report and documentation of IEC/IRB notification 

and receipt will be kept in the Site Trial Master File. 

The minimum information required for the initial SAE report is: 

 Identifiable Subject 

 Suspect Medicinal Product 

 Identifiable reporting source and 

 An event or outcome that can be identified as SAE 

All actions taken by the investigator and the outcome of the event will be reported 

immediately. For documentation of the SAEs and, any actions taken, for outcome and 

follow-up reports the SAE report forms will be used. Where applicable, hospital case 

records, and autopsy reports (including verbal autopsy) will be obtained. 

 

Reporting by the Sponsor[CDRI] 

All SAEs after randomization will be reported within 24 hours of awareness, to the 

DCGI and the ethics committee that accorded approval to the study. Reporting 

procedures for all the SAEs will be followed as per Drugs and Cosmetics (First 

Amendment) Rules,2013,122-DAB and applicable amendments thereof. 
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If a previous AE that was not initially deemed reportable is later found to fit the criteria 

for SAE reporting, the study sponsor will submit the SAE in a written report to the DCGI 

per current regulations, using the date of determination the vent has become an SAE 

as the reference date for the reporting deadline. 

 

Reporting by the ethics committee 

Reporting procedures for all the SAEs will be followed as per the Drugs and Cosmetics 

(First Amendment) Rules ,2013,122-DAB and New drug clinical trial rules 2019 

applicable amendments thereof. 

 

Treatment and follow up of Serious Adverse Events 

All SAEs will be followed up until resolution, until the condition stabilizes, until the event 

is otherwise explained, or until the subject is lost to follow-up, whichever is earlier. 

Reports relative to the subsequent course of the SAE noted for any subject must be 

submitted to the sponsor. The sponsor will provide medical management in case of any 

injury to clinical trial subjects in compliance with “Drugs and Cosmetics (First 

Amendment) Rules,2013,122-DAB: compensation in case of injury or death during 

clinical trials” and applicable amendments thereof. 

Dose Modification 

Participants who experience unacceptable AEs attributed to the study product should 

not receive any further doses and should be treated at the investigator’s discretion.  

 
Subject/Volunteer compensation 

The participation of the subject/volunteers is of their own free will. However, for the 

inconvenience of drug administration and blood collections, they will receive 

compensation as per the usual norms of the institution. It has been decided to pay 

appropriate amount as detailed in the patient information sheet. This is based on the 

number of days a person stays in the unit, the number of visits he makes, the number 

of blood samples withdrawn and the inconvenience. This compensation will be entered 

on the subject information sheet and informed consent form and will also be sent to the 
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ethical committee for approval. In the event of SAE, the compensation to the 

participant will be provided as per the rule ”122-DAB-compensation in case of injury or 

death during clinical trials” in notification released by Ministry of Health and Family 

Welfare on 15th  December 2014 of recent amendments in the New drug clinical trial 

rules 2019 or more current information provided by ministry of Health and Family 

Welfare, as applicable. 

 

11. Ethics: 
The study will be initiated after approval from the Drugs Controller General of India and 

the institutional ethics committees of KGMU Lucknow and respective ethics committee 

at each centre in RML hospital lucknow and Era Medical college lucknow. The study 

will be conducted as per GCP guidelines. The study will be enrolled in clinical trial 

registry of India (CTRI) after ethic committee permission and before enrollment of first 

patient. 

 

Informed Consent 
Informed consent will be given freely after the subject has been informed of the nature, 

significance, implications and risks of the trial; and consent is evidenced in writing, 

dated and signed, or otherwise marked, by that person so as to indicate his/her 

consent, prior to the start of the study. The nature of the informed consent will comply 

with the principles that have their origin in the Declaration of Helsinki, the current 

requirements of GCP & ICMR guidelines. 

 

Insurance and Indemnity 
Participants will be insured against any injury caused by the study as per current legal 

requirements. All participants will be informed about the insurance. Medical care for all 

participants will be provided by the Principal Investigator and her team. In the event 

that the participant suffers an injury or dies and that is directly attributable to 

participation in the study, appropriate treatment will be provided and compensation will 

be provided by the CDRI/insurance company in compliance with rule 122-DAB- 
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compensation in case or injury or death during clinical trials”  of the Drugs and 

Cosmetics Rules 1945 and its subsequent amendments. 

12. Study Monitoring and Supervision: 
Each clinical trial participant would be subjected to a detailed history taking, general 

and systemic examination and routine hematological, biochemical investigations and 

ECG recording before the drug administration. After drug administration each subject 

would be examined daily and his personal experiences and findings of clinical 

examination would be recorded on case sheets. A diary card will be provided to the 

participant to fill up the timing of experimental drug administration, breakfast and 

adverse events. All baseline laboratory investigations including ECG for both single 

dose and multiple dose study will be followed as per protocol mentioned above.  

 

13. Investigational Product management:  
Investigational Product(s): The drug Umifenvir will be manufactured in GMP facility and 

will be provided to investigator. All packaging and labelling as well as the production of 

study medication will be in compliance with GMP specifications, and any other or local 

applicable regulations. 

 

Storage: Investigational product will be stored in dry and cool condition. The Sponsor 

and regulatory authorities will be permitted upon request to audit thee supplies, 

storage, dispensing procedures and records provided that the blind of the study is not 

compromised. 

 

Accountability: In accordance with GCP, the Investigational Site will account for all 

supplies of drug Umifenovir and placebo. Details of Receipt, storage, assembly and 

return will be recorded. 

 
14. Data analysis 

For both the single and multiple dose studies, both within and between group 

comparisons will be done. The pre and post treatment biochemical investigations within 
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group will be done by paired students t-test. Between group (active drug versus 

placebo) will be analyzed by unpaired students t-test. The number of patients who 

experience adverse events or drop out will be expressed as percentage of the total. 

Between group analysis (active drug versus placebo) for drop outs and adverse events 

will be done the chi-square test or Fisher's test as appropriate. Multiple comparisons 

will be done using ANOVA followed by post hoc Dunnett’s test. P valued less than 0.05 

will be considered statistically significant.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

CONFIDENTIAL Page 52 
 

 
References: 
1. Chen Y , Liu Q , Guo D . Emerging coronaviruses: genome structure, replication, 

and pathogenesis. J Med Virol 2020; 92 :418–23 . 

2.  [Expert consensus on chloroquine phosphate for the treatment of novel coro- 

navirus pneumonia]. Zhonghua Jie He He Hu Xi Za Zhi 2020; 43 :E019 .  

3. Kim JY . Letter to the Editor: case of the index patient who caused ter- tiary 

transmission of coronavirus disease 2019 in Korea: the application of 

Lopinavir/Ritonavir for the treatment of COVID-19 pneumonia monitored by quantitative 

RT-PCR. J Korean Med Sci 2020; 35 :e88 . 

4. Revised Guidelines on Clinical Management of COVID – 19 dated 31st march 2020. 

Government of India Ministry of Health & Family Welfare Directorate General of Health 

Services (EMR Division) 

5. Naveen Vankadari. Arbidol: A potential antiviral drug for the treatment of SARS-

CoV-2 by blocking the trimerization of viral spike glycoprotein. International Journal of 

Antimicrobial Agents 2020. Available from  https://doi.org/10.1016/j.ijantimicag.2020.105998 

6. Cheng ZJ, Shan J. 2019 Novel coronavirus: where we are and what we know. 

Infection 2020 Available from: https://doi:10.1007/s15010-15020-01401-y  

7. Xu K , Cai H , Shen Y , et al. [Management of corona virus disease-19 (COVID-19): 

the Zhejiang experience]. Zhejiang Da Xue Xue Bao Yi Xue Ban 2020; 49 :01. 

8. Lim J , Jeon S , Shin HY , et al. Case of the index patient who caused tertiary trans- 

mission of COVID-19 Infection in Korea: the application of Lopinavir/Ritonavir for the 

treatment of COVID-19 infected pneumonia monitored by quantitative RT-PCR. J 

Korean Med Sci 2020; 35 :e79.  

9. Wang Z , Chen X , Lu Y , et al. Clinical characteristics and therapeutic proce- dure 

for four cases with 2019 novel coronavirus pneumonia receiving combined Chinese 

and Western medicine treatment. Biosci Trends 2020 Available from: 

https://doi:10.5582/bst.2020.01030. 

10. Deng L, Li C, Zeng Q, Liu X, Li X, Zhang H, Hong Z, Xia J, Arbidol combined with 

LPV/r versus LPV/r alone against Corona Virus Disease 2019: A retrospective cohort 

https://doi.org/10.1016/j.ijantimicag.2020.105998
https://doi:10.5582/bst.2020.01030


 
 

CONFIDENTIAL Page 53 
 

study. J Infect. 2020 Mar 11. pii: S0163-4453(20)30113-4. doi: 

10.1016/j.jinf.2020.03.002. 

11. Julie Blaising, Stephen J. Polyak, Eve-Isabelle Pécheur. Arbidol as a broad-

spectrum antiviral: An update 2014. J Antiviral Research 107 (2014) 84–94. 

http://dx.doi.org/10.1016/j.antiviral.2014.04.006. 

12. Shi L, Xiong H, He J, Deng H, Li Q, Zhong Q, Hou W, Cheng L, Xiao H, Yang Z. 

Antiviral activity of arbidol against influenza A virus, respiratory syncytial virus, 

rhinovirus, coxsackie virus and adenovirus in vitro and in vivo. Arch Virol. 

2007;152(8):1447-55. DOI:10.1007/s00705-007-0974-5 

13. Xi Wang, Ruiyuan Cao, Huanyu Zhang, Jia Liu, Mingyue Xu, Hengrui Hu, Yufeng 

Li, Lei Zhao, Wei Li, The anti-influenza virus drug, arbidol is an efficien inhibitor of 

SARS-CoV-2 in vitro. Cell Discovery (2020) 6:28. https://doi.org/10.1038/s41421-020-

0169-8 

14. Pan Deng, Dafang Zhong, Kate Yu, Yifan Zhang, Ting Wang, Xiaoyan Chen. 

Pharmacokinetics, Metabolism, and Excretion of the Antiviral Drug Arbidol in Humans. 

Antimicrobial Agents and Chemotherapy. April 2013 Volume 57 Number 4 p. 1743–

1755. doi:10.1128/AAC.02282-12 

15. Z. Zhu, Z. Lu and T. Xu et al., Arbidol monotherapy is superior to lopinavir/ritonavir 

in treating COVID-19, Journal of Infection, https://doi.org/10.1016/j.jinf.2020.03.060 

16. Chang Chen, Yi Zhang, Jianying Huang, Ping Yin, Zhenshun Cheng, Jianyuan Wu, 

Song Chen, Yongxi Zhang, Bo Chen, Mengxin Lu, Yongwen Luo, Lingao Ju, Jingyi 

Zhang, Xinghuan Wang. Favipiravir versus Arbidol for COVID-19: A Randomized 

Clinical Trial. doi: https://doi.org/10.1101/2020.03.17.20037432 

17. Sun Y, He X, Qiu F, et al. Pharmacokinetics of single and multiple oral doses of 

arbidol in healthy Chinese volunteers. Int J Clin Pharmacol Ther. 2013;51(5):423‐432. 

doi:10.5414/CP201843 

18. WHO Guidelines on second- and third-line medicines and type of insulin for the 

control of blood glucose levels in non-pregnant adults with diabetes mellitus. Available 

at https://www.who.int/publications-detail/guidelines-on-second--and-third-line-

http://dx.doi.org/10.1016/j.antiviral.2014.04.006
https://doi.org/10.1016/j.jinf.2020.03.060
https://www.who.int/publications-detail/guidelines-on-second--and-third-line-medicines-and-type-of-insulin-for-the-control-of-blood-glucose-levels-in-non-pregnant-adults-with-diabetes-mellitus


 
 

CONFIDENTIAL Page 54 
 

medicines-and-type-of-insulin-for-the-control-of-blood-glucose-levels-in-non-pregnant-

adults-with-diabetes-mellitus  

19. WHO R&D Blueprint novel Coronavirus COVID-19 Therapeutic Trial Synopsis  

Accessed on 3.6.2020 available at https://www.who.int/blueprint/priority-diseases/key-

action/COVID19_Treatment_Trial_Design_Master_Protocol_synopsis_Final_18022020

.pdf 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

https://www.who.int/publications-detail/guidelines-on-second--and-third-line-medicines-and-type-of-insulin-for-the-control-of-blood-glucose-levels-in-non-pregnant-adults-with-diabetes-mellitus
https://www.who.int/publications-detail/guidelines-on-second--and-third-line-medicines-and-type-of-insulin-for-the-control-of-blood-glucose-levels-in-non-pregnant-adults-with-diabetes-mellitus


 
 

CONFIDENTIAL Page 55 
 

CONFIDENTIAL 
 

CASE RECORD FORM 
 

Protocol no. CDRI-CLINICAL-2/2020 Version 2 dated 4th June, 2020 
 

The Universal Trial Number (UTN): U1111-1251-8421 
 

Scientific Title of Study:  
Phase 3, Randomized, Double-blind, Placebo control trial of Efficacy, Safety and 
Tolerability of Antiviral drug Umifenovir vs Standard care of therapy in non-
severe COVID-19 patients. 
 
Abbreviated Title: Efficacy and safety study of antiviral Umifenovir therapy in 
non-severe COVID-19 patients. 
 
 

Subject’s Initials:  
 

Case No.: 
 

  
Sponsor 

COUNCIL OF SCIENTIFIC AND INDUSTRIAL RESEARCH-CENTRAL 
DRUG RESEARCH INSTITUTE 

LUCKNOW – 226031 
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STUDY CONTACTS: 
Investigators & Trial Center 
 

Name: 

King George Medical University, Lucknow 
Dr. Virendra Atam  

Dr. D. Himanshu 

Dr. Sudhir Verma 

Era’s Lucknow Medical College & Hospital, Lucknow 
Dr. Mohammad Moonis akbar Faridi 

Dr. Vaibav Shukla 

Dr. Jalees Fatima 

Dr. ZA khan 

Dr. Shirish Bhatnagar 

Dr. Hana Khan  

 

RML Institute of Medical Sciences, Lucknow  
Dr. Vikram Singh 

Dr. A.K. Tripathi 

Dr. Hamant Kumar 

 

 

 

 

 

 

 



 
 

CONFIDENTIAL Page 57 
 

DEMOGRAPHIC CHARACTERISTIC OF THE SUBJECT 
     
1.Date of birth*                               ( DD /   MM  / YY)  Age in years 
 
2. Date of Admission:     3. Date of Discharge 
4.Patient ID (No.)                                                        5. Occupation 
 
Screening Visit     Date/Time 
Participant’s initials :     

Age      Yrs 

Height      cms 

Weight      kg. 

 
ASSESSMENT OF ELIGIBILITY FOR ENROLLMENT 
 

 Inclusion Criteria: Yes/No 

  

o Persons aged 18-75 years (inclusive), at the time of signing the 
Informed Consent Form (ICF), with symptoms of potential COVID-19 
infection, including: fever, cough, shortness of breath, chills, muscle pain, 
new loss of taste or smell, vomiting or diarrhea and/or sore throat WITH 
Nasopharyngeal swab positivity in RT-PCR tests for SARS-Cov-2 antigens, 
shall be defined as symptomatic cases [WHO: Evaluating and Testing 
Persons for Coronavirus Disease 2019 (COVID-19) 
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-criteria.html. 
Accessed on 30th April 2020] 

 

o Asymptomatic persons aged 18-75 years (inclusive), at the time of 
signing the Informed Consent Form (ICF), WITH Nasopharyngeal swab 
positivity in RT-PCR tests for SARS-Cov-2 antigens, detected during 
screening of contacts or sentinel surveillance shall be defined as 
asymptomatic cases. 

 

o Case categories according to severity (As per MOH, Govt of India 
guidlines): 

 

 Asymptomatic  
 Symptomatic  
 Mild  
 Moderate  
o Chest imaging (CT as first option or digital X-ray if CT not possible)  
o The interval between symptoms onset (or day of contact with a 
COVID-19 for asymptomatic patients detected during surveillance) and 

 

https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-criteria.html
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randomization is no more than 12 days; symptoms onset would primarily be 
based on pyrexia, or cough or other related symptoms for patients without 
experiencing pyrexia following onset. 
o Eligible subjects of child-bearing age (male or female) must agree to 
take effective contraceptive measures (including hormonal contraception, 
barrier methods or abstinence) with his/her partner during the study period. 

o  

o Not participating in any other interventional drug clinical studies 
before completion of the present study. 

o  

  
 Exclusion Criteria:   

o Severe COVID-19, as defined in (As per MOH, Govt of India 
guidlines): 

o  

o Known allergy or hypersensitivity to Hesperidin o  
o Possibility of the subject being transferred to a non-study hospital 
within 72h 

o  

o Pregnant or lactating women o  
o Severe liver disease: underlying liver cirrhosis or alanine 
aminotransferase (ALT)/aspartate aminotransferase (AST) elevated over 5 
times the ULN; 

o  

o Known severe renal impairment [creatinine clearance (CcCl) <30 
mL/min] or having received continuous renal replacement therapy, 
hemodialysis or peritoneal dialysis 

o  

o         Known disease or condition which may affect the study as decided by 

physician. 

o  
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2. Systemic examination   

a. General 

b. Cardiovascular system (CVS) 

c. Central nervous system (CNS) 

d. Respiratory system (RS) 

e. Perabdominal examination (PA) 

 Overall -       Suitable for inclusion   Yes/No 
3. Lab Parameters 

a. Haemoglobin     gm% 

b. Total leukocyte count    /cc 

c. Differential count   L     % N      % E     % B     % M       % 

d. Platelet count   /cc 

e. Serum bilirubin   

f. SGOT  IU 

g. SGPT IU 

h. Alkaline phosphatase IU 

i. Serum Creatinine gm% 

j. Blood Urea  gm% 

k. Serum Electrolytes   Na+             K+          

l. Random Blood sugar   gm% 

m. Urine albumin gm% 

n. Blood cells in urine  Present/Absent 

o. Pus cells in urine    Present/Absent 

p. Urine sugar    Present/Absent 

q. Stool for occult blood  Positive/Negative 

r. HIV status    Positive/Negative 

s. Report of chest X-ray  Normal/Abnormal 

t. 12 lead ECG findings  Normal/Abnormal 

   4. Sitting blood pressure reading:   

Pulse and respiration a)           /                  mmHg 
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     b)           /                  mmHg 

  c)           /                  mmHg 

 

Rhythm:    Regular/Irregular 

Pulse Rate:        / min 

Respiratory Rate:  / min 

Volunteer eligible for inclusion    Yes/No 

 

Time of Reporting at the Study Site: 

Date and time of Clinical Examination: 

Date and Time of Drug Administration: 

 

S. No. Date & Time 

1  

2  

3  

4  

5  

6  

7  

8  

9  

10  

11  

12  

13  

14  
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CLINICAL DATA SHEET 
Please tick mark (   ) the appropriate alphabet. 

--------------------------------------------------------------------------------------------------- 
 TIME                          Baseline  Day 3  Day 5, Day 7,  Day 14 Day 28 

--------------------------------------------------------------------------------------------------- 
1. General 

A. Normal 

B. Depressed 

C. Anxious 

D. Excited 

Conjunctive: 

A. Normal 

B. Congested 

C. Lacrimation 

Pupils 

(a) Size 

A. Normal 

B. Dilated 

C. Constricted 

(b) Reaction to light 

A. Normal 

B. Sluggish 

Temperature: 

Pulse-  a. Rate 

    b. Rhythm 

Blood pressure (mm Hg) Systolic/Diastolic 

 

2.  Cardiovascular system 

Complaints 

A. Palpitation / missing of beat 
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B. Vertigo 

C. Any other 

Examination 
3. Respiratory system 

Complaints: 

A. Dyspnea 

B. Respiratory distress 

Auscultation 
4. G.I. System. 

Complaints: 

A. Nausea 

B. Vomiting 

C. Diarrhea 

D. Dryness of mouth  

E. Hyperacidity 

F. Loss of appetite 

G. Flatulence 

H. Pain 

I. Salivation 

Any other    
5. Abdomen 

Palpation; 

a. Liver 

b. Spleen 

c. Glands 

d. Gall bladder 

e. Tenderness 

f. Any other finding 
2. Genito - urinary system 

Complaints: 
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a. Frequency of micturition and amount 

b. Haematuria 

c. Difficulty in micturition 

d. Libido 

e. Retention of urine 

f. Any other 
3. Breast complaints 

a. Tenderness 

b. Any other 
4. Nervous System 

Complaints: 

a. Tingling 

b. Numbness 

c. Motor weakness 

d. Insomnia 

e. Drowsiness 

f. Visual disturbances 

g. Headache 

h. Giddiness 

i. Anxiety 

j. Irritability 

k. Sweating 

l. Confusion or euphoria 

m. Flushing of face 

n. Tinnitus 

o. Misc, like indifference  

     or apathy, muscular  

     twitching or tremors 

 

p. Any other Examination 
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A. Gait 

B. Reflexes 

C. Any other positive finding 

 

5. Skin rash or pruritus 
6. WHO Ordinary Sclae for COVID-19  

 
7. Any other tests done or finding observed 

 

Patient Status Descriptor Score 

Uninfected No clinical or virological 

evidence of infection 

0 

Ambulatory No limitation of activities 1 

 Limitation of activities 2 

Hospitalised 

Mild Disease 

Hospitalised, no oxygen 

therapy 

3 

 Oxygen by mask or nasal 

prongs 

4 

Hospitalised 

Severe Disease 

Non-invasive ventilation or 

high flow oxygen 

5 

 Intubation and mechanical 

ventialltion 

6 

 Ventillation +additional 

organ support- pressors, 

RRT, ECMO 

7 

Dead Death 8 
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LABORATORY DATA SHEET 

---------------------------------------------------------------------------------------------- 
INVESTIGATION               Day 0   3,            7        10,         14 28 

---------------------------------------------------------------------------------------------- 
A. HEMATOLOGY  

1. Hemoglobin (g %) 

2. P.C.V. (%) 

3. TLC (cum/mm) 

4. DLC (%)  

Polymorphs 

Lymphocytes 

Monocytes 

Eosinophils  

5. Corrected ESR (mm) fall 1 st Hr. 

6. RBC Count (/ cu. mm.) 

7. Platelet Count (/ cu.mm) 

8. Platelet aggregation, if studied 

9. Methhaemoglobin 
B. CLINICAL BIOCHEMISTRY  

I. Liver function tests 

(i) S. Bilirubin (mg %) 

(i) Free 

(ii) Conjugated 

(iii) Total  

(ii)      SGOT (I.U./L) 

(i) SGPT (I.U./ L) 

(ii) Alok. Phosphates (KA units/ U/ L) 

(iii) Serum proteins (g %) 

(i) Total serum proteins 

(ii) Albumin (g%) 



 
 

CONFIDENTIAL Page 66 
 

(iii) Globulin (g%) 

 

II. Renal function tests: 

 

i. S. Urea (mg%) 

ii. S. Creatinine (mg%) 

 

III. Lipid profile: 

a. S. Cholesterol (mg%) 

b. S. triglycerides (mg%) 

c. HDL (mg%) 

 

IV. Serum Electrolytes: 

(i) Sodium (mEq./L) 

(ii) Potassium (mEq./L) 

V. Serum Glucose 

Random (mg%) 

  C. Urine 

(i) Reaction 

 

(ii) Albumin 

 

(iii) Sugar 

 

(iv) Microscopic  

 

(v) Any other finding  

 

D. Stool 
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(i) Occult blood 

 

(ii) Microscopic  

 

E. E.C.G. 
 

 Normal/ Abnormal 

 

 (if abnormal give details) 

 

 

F. Any other investigation 
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CLINICAL TRIAL MONITORING 

Date General 

Condition 

Pulse Rate Blood 

Pressure 

ECG(To be 

done on 

Day 0, 

7,14,30) 

Remarks 

0      

1      

2      

3      

44      

5      

6      

7      

8      

9      

10      

11      

12      

13      

14      

15      

30      
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G: Adverse Event: 
  An adverse event is any undesired, noxious or pathological change in a patient 
or subject as indicated by signs, symptoms and / or laboratory changes that occurs in 
association with the use of trial medication whether or not considered drug-related. 
This definition includes intercurrent illness or injuries, exacerbation of pre-existing 
conditions and adverse events occurring as a result of drug withdrawal, abuse or 
overdose. 
Serious adverse events: 
 All serious adverse events will be reported to the monitor in the form give in 
appendix within 24 hours by fax or by telephone. 
 Adverse events will be serious if any of the following apply: 

- Events was fatal, 
- Event was life-threatening, 
- Hospitalization was prolonged, 
- Patient was persistently or significantly disabled / incapacitated, 
- Event was medically significant, 
- Or required intervention to prevent one or other of the previous criteria. 
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Adverse Event Reporting Form 
 

 
 

 
 

 
 

Code Relationship to Drug  
1 None 
2 Remote (unlikely) < 5% chance of being related 
3 Possible > 5% chance, but < 50% chance of 

being related to study drug 
4 Probable > 50% chance of being related to study 

 

 

 

 

 

 

 

 

 

Code Time and date 
of appearance 
of the symptom 

Time and date of 
disappearance of 

the symptom 

Action 
taken / 

treatment 

Relation 
of event 

Relationship 
to drug  
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Informed Consent Document (ICD) 
 

ICD no. CDRI-CLINICAL-ICD-2/2020 Version 1 dated 21st May, 2020 
Protocol no. CDRI-CLINICAL-2/2020 Version 1 dated 21st May, 2020 

The Universal Trial Number (UTN): U1111-1251-8421 
 

Patient Information Sheet   
 

Title: Efficacy and safety study of antiviral drug Umifenovir therapy in non-
severe COVID-19 patients 
 
 You are invited to take part in this drug research study. The information in this 

form is meant to help you decide whether or not to take part. Please feel free to ask if 

you have any queries, concerns or questions. You are being asked to participate in this 

study because you satisfy our eligibility criteria for the study. 

 
1.  What and why of the study? 

 Coronavirus disease 2019 also known as COVID-19 is a disease caused by 

corona virus SARS-CoV-2. It is a current health emergency for humankind that need 

cure in emergent mode. COVID-19 is causing deaths predominantly due to acute 

respiratory distress syndrome (ARDS) and lung failures that have been described in up 

to 20% of COVID-19 cases. The therapies currently available for COVID-19 all have 

limitations. Currently the drug Umifenovir has shown antiviaral activity in laboratory 

against SARS-CoV-2 which is a virus responsible for Coronavirus disease 2019.  The 

drug Umifenovir also known as Arbidol is an antiviral agent  useful for influenza illness. 

The drug is available in countries like Russia, China from years showing its excellent 

safety in Human beings. The Umfenovir drug has been tested in animals and humans 

in large number of experiments for other illness. Its clinical trials on corona virus 

disease are ongoing in other countries. So we wish to test efficacy and safety of drug 

Umifenovir  in corona virus disease on Indian patients. 

We have obtained permission from the Institute’s Ethics Committee and Drug 

Controller General of India for conducting this study. You will be one of the ninety 

participants to take part in the study.  
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2.  What will you be required to do during the study? 

 You will need to undergo complete check-up in our hospital, which will include 

clinical examination, blood tests, ECG, X ray/CT scan and urine test. If we are satisfied 

that you are physically and mentally fit, you will be allowed to participate. 

There are two types of drugs that will be used in the study; they are: 

1. Umifenovir 800mg two times a day for fourteen days along with standard care 

of therapy as per Ministry of Health, Govt of India guidelines. 

2. Placebo (inactive medication which shall not have any therapeutic effect) with 

standard care of therapy including Hydroxychloroquine and Azithromycin 

 During the course of the study, you will need to take only one of the above and 

not all of them.  However, which one of you will be given which of the above drugs will 

be depend only on chance. You will not know which drug is being given to you.  This 

information will be with the person in-charge of the study and will be disclosed only in 

case of an emergency. The Umfenovir drug is an investigational drug for COVID-19 

and there is a possibility of failure of investigational product to provide intended 

therapeutic effect. 

You will need to give a blood (10 cc) and urine sample for checkup. The blood 

will be withdrawn at regular intervals throughout the study as per procedure. You will 

give approximately not more than 150ml of blood in total duration for testing purpose. 

You will be randomized to receive Umiferovin or placebo in addition to standard care of 

treatment. You have to take drug with one glass of water. You will be assessed 

clinically and by laboratory examination on days 1,3,5,7,14,21,28. You will be tested for 

nasopharyngeal swab testing on day 1,5,7,9,11,13,15,17,19,21,28. You may be 

advised to admit in hospital based on your health condition and treating doctor’s 

decision. You will be treated as per hospital procedures by your physician. During the 

study period, you will be monitored so that any problems are detected. You will also be 

required to report to us if you feel anything abnormal.  You will be required to take the 

drugs as instructed to you. You will also be required to follow all our instructions. If we 
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discover that you have violated our instructions, the compensation offered to you may 

be decreased depending on visit performed and you may be withdrawn from the study. 

   

3.  Possible risks to you 
 The drug has been found to be safe in extensive animal and human 

studies done all over world. This is the first time it will be given to corona virus disease 

indian patients; it is likely that it may cause some unexpected side effects to you (or to 

the embryo or foetus, if the you are female or may become pregnant), which are 

currently unforeseeable. However, you will be monitored continuously by experienced 

physicians and will be promptly treated if anything untoward happens. You will not 

have to pay for any treatment that you may have to undergo as a result of participating 

in the study. You or your representative will be notified in a timely manner if significant 

new findings develop during the course of the research which may affect your 

willingness to continue participation, will be provided. 

 

4.  Possible benefits to you 
 You are not expected to get any benefit from participating in this research study. 

However, you will get the benefit of free medical check-up.  

 

5. Possible benefits to other people 

 The results of the research may provide benefits to the society in terms of 

advancement of medical knowledge and/or therapeutic benefit to future patients. 

 If the drug is ultimately successfully marketed, the company responsible for its 

development will also be benefited. 

 

6. The alternatives you have 

 The only alternative you have got is not to participate in this study. Your 

treatment at hospital will not be affected by your decision to not to participate in study. 
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7. Cost to the participant 

You will not be required to pay for the medications, investigations and stay in the 

hospital. Compensation for inconvenience, visits, hospital stay, blood samples: You will 

be paid a nominal compensation for your participation. However, if you leave the study 

in between and without any reason, you will not be entitled to full payment upon your 

level of participation.  

8. Compensation for participation in this study 

Since you will need to spend time and effort to participate in this study, and give 

some blood samples, you will be compensated for all this inconvenience. You will also 

be paid for your traveling expenses.  

This compensation depends on the level of your participation and the number of 

blood samples you are asked to give. The travelling allowance may be given for 

participating in study as per government travelling rules. The total travelling amount will 

not exceed Rs. 1000. Compensation for volunteers taking part in the trial can be based 

on the following revised criteria  

• Per Blood Collection = Rs. 100/- 

• Per Day of Admission = Rs. 2,000/- 

• Per Screening Admission = Rs. 500/ 

• However, if you are found to have concealed some information or do not 

follow our instructions, we may deduct from your compensation amount depending on 

your level of participation what is due to you. 

In case of any adverse event occurring due to the study medications or death, 

King George Medical Univesity, Lucknow will provide complete medical care. The 

volunteer will be insured.  The cost of medical care along with compensation for the 

injury or death will be borne by sponsor.  

 
09. What should you do in case of injury or a medical problem during this 
research study? 
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 Your safety is the prime concern of the research. Even though you may have 

risk of any injury which are currently unforeseeable. If you are injured or have a 

medical problem as a result of being in this study, you should contact one of the people 

listed at the end of the consent form.  

(a) In case of an injury occurring to you during the clinical trial, free medical 

management shall be given as long as required or till such time it is established that 

the injury is not related to the clinical trial, whichever is earlier. 

(b) In the event of a trial related injury or death, the sponsor or his representative or the 

investigator or centre, as the case may be, in accordance with the rule 39, as the case 

may be, shall provide financial compensation for the injury or death. You will be insured 

for your health for this study. You are free to obtain relief as per legal procedures. 

10. Confidentiality of the information obtained from you? 
 You have the right to confidentiality regarding the privacy of your medical 

information (personal details, results of physical examinations, investigations, your 

medical history. By signing this document you will be allowing the research team 

investigators, other study personnel, sponsors, institutional review board and with any 

person or agency required by law like Drug Controller General of India. Your 

information may be kept and used indefinitely by the sponsor. 

 The identity of the drug that you or other participants have received will not be 

revealed to you. You may know it when the research is completed. 

 The results of clinical tests and therapy performed as part of this research may 

be included in your medical record. The information from this study if published in 

scientific journals presented at scientific meetings will not reveal your identity. 

12. How will your decision to not participate in the study affect you? 
 Your decision to not participate in this research study will not affect your your 

relationship with the investigator or the King George medical University, Lucknow.  

13. Can you decide to stop participating in the study once you start? 
 You can stop being in this research study i.e. you have the right to withdraw at 

any time during the course of the study. Your decision to withdraw will not affect your 
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relationship with the investigator or the institute (King George University, Lucknow). It 

will not involve any penalty to you. 

 However, it is advisable that you talk to the research team prior to stopping the 

treatment. You may be advised about how best to stop the treatment safely. If you 

withdraw, you may be asked to undergo some additional tests to which you may/may 

not agree. Though advisable that you give the investigators the reason for withdrawing, 

it is not mandatory. 

14. Can the investigator take you off the study? 
 You may be taken off the study if you don’t follow instructions of the 

investigators or the research team. The investigator may also stop your treatment 

midway if it is in your best interest. 

15. Right to new information 

 If the research team gets any new information during this research study that 

may affect your decision to continue participating in the study, or may raise some 

doubts, you will be informed accordingly by the clinical investigator.   

 

16.  Contact persons (in case of adverse event) 

Name: 

King George Medical University, Lucknow 
1. Dr. Virendra Atam M.D.,  Prof. & Head, Department Medicine, 
King George Medical University, Lucknow 
(Principal Investigator - Clinical Trial Site)  
Email: v_atam@yahoo.com 
Mobile 99839806676, Phone: 0522 225 8880 
 

Dr. D. Himanshu 

Dr. Sudhir Verma 

mailto:v_atam@yahoo.com
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Era’s Lucknow Medical College & Hospital, Lucknow 
Dr. Mohammad Moonis akbar Faridi 

Principal & Chief Medical Superintendent, Era’s Medical College, Lucknow 

Email: drmmafaridi@gmail.com 

Mobile: 8800696442 

Dr. Vaibav Shukla 

Dr. Zalees Fatima 

Dr. ZA khan 

Dr. Shirish Bhatnagar 

Dr. Hana Khan  

 

RML Institute of Medical Sciences, Lucknow  
Dr. Vikram Singh, Department of General Medicine, Dr. Ram Manohar Lohia 

Institute and Medical Sciences Lucknow. 

Mobile 9680005076 

Dr. A.K. Tripathi 

Dr. Hamant Kumar 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

mailto:drmmafaridi@gmail.com
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 INFORMED CONSENT FORM 

 
Study Title:   Efficacy and safety study of antiviral Umifenovir therapy in non-severe 
COVID-19 patients 
 
Study number: CDRI-CLINICAL2/2020 
 
 
Subject’s Initials: _________________ Subject’s Name: __________________ 
 
Date of Birth / Age : _________________ (____) 
Address of the subject 
Qualification 
Occupation: Student/Self-employed/ Service/ Housewife/ Others (Please tick as appropriate) 
Annual income of the subject:  
 
Name of the address of the nominee (s) and his relation to the subject______  
 
(for the purpose of the compensation in case of the trial related deaths.                 Please initial box 
 

(i) I confirm that I have read and understood the information sheet dated ____________ for the above 
study and have had the opportunity to ask questions.   [       ] 
 

(ii) I understand that my participation in the study is voluntary and that I am free to withdraw at any 
time, without giving any reason, without my medical care or legal rights being affected.  [       ] 
 

(iii) I understand that the Sponsor of the clinical trial, others working on the Sponsor’s behalf, the Ethics 
Committee and the regulatory authorities will not need my permission to look at my health records 
both in respect of the current study and any further research that may be conducted in relation to it, 
even if I withdraw from the trial.  I agree to this access.  However, I understand that my identity will 
not be revealed in any information released to third parties or published. [          ]                                   
 

(iv) I agree not to restrict the use of any data or results that arise from this study provided such a use is 
only for scientific purpose(s).                              [        ] 

(v) I agree to take part in the above study.                                                 [        ] 
 
(Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:__________ 
 
Signatory’s Name: ___________________________________________Date____/_____/_____ 
 
Signature of the Investigator: ___________________________________Date____/____/______ 
 
Study Investigator’s Name:_____________________________________ Date ____/____/_____ 
 
Signature of the Witness:______________________________________  Date ____/____/_____ 
 
Name of the Witness:____________________________________________________________ 
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"(Copy of the Patient Information Sheet and duly filled Informed Consent Form shall be handed over to the 
subject or his/her attendant)." 

सचूित सहमचत पत्र 

 

सचूित सहमचत पत्र स.ं सीडीआरआई -क्लीचिकल-ससूप२/२०२० ससं्करण २  दिि कं ४ जिू २०२० 

प्रोटोकॉल स.ं सीडीआरआई –क्लीचिकल-२/२०२० ससं्करण २ दिि कं ४ जिू २०२०  

विश्िव्माऩी परीक्षण सखं्य  : यटुीि ११११ -१२५१ -८४२१ 

 

रोगी सिूि  पत्र 

अध्ममन का नाभ: गैय-गंबीय कोविड-१९ योगगमों भें एंटीिामयर दिा उमभपेनोविय थेयेऩी की 
प्रबािकारयता औय सुयऺा का अध्ममन. 

 

आऩको इस दिाई के अभ्मास भें शामभर होने के मरए आभॊत्रित ककमा जा यहा है. इस ऩि भें 
दी हुई जानकायी से आऩको मह तम कयने भें सहामता मभरेगी की आऩको इस अभ्मास भें 
शामभर होना है की नहीॊ।आऩके भन भें कोई बी प्रश्न मा च ॊता हो तो आऩ फेझझझक ऩूछ 
सकते है.  आऩको इस दिाई के अभ्मास भें शामभर होने के मरए आभॊत्रित ककमा जा यहा है, 
क्मोंकक आऩ अध्ममन के मरए हभायी ऩािता भानदॊडों को सॊतुष्ट कयते हैं। 
१) मह अभ्मास क्मा है औय क्मों ककमा जा यहा है

SARS-CoV-2 ,

%
िततभान भें 

भें उऩरब्ध च ककत्सा की सबी सीभाएॉ हैं। िततभान भें दिा उमभपेनोविय ने 
SARS-CoV-2 के झिराप प्रमोगशारा भें एॊटीिामयर गततविचध ददिाई है। SARS-CoV-2 जो 
कक कोयोनािामयस फीभायी 2019 के मरए जजम्भेदाय एक िामयस है। दिा उमभपेनोविय को 
आत्रफतडोर के रूऩ भें बी जाना जाता है, मह एक एॊटीिामयर एजेंट है जो इन्फ्रूएॊजा फीभायी के 
मरए उऩमोगी है। मह दिा रूस,  ीन जैस ेदेशों भें िर्षों से उऩरब्ध है जजसकी भानिों भें अऩनी 
उत्कृष्ट सुयऺा सात्रफत हो  कुी है। दिा उमभपेनोविय का अन्फम फीभायी के मरए फडी सॊख्मा भें 
प्रमोगों भें जानियों औय भनुष्मों भें ऩयीऺण ककमा गमा है। कोयोना िामयस योग ऩय इसके 
नैदातनक ऩयीऺण अन्फम देशों भें  र यहे हैं। इसमरए हभ बायतीम योचगमों ऩय कोयोना िामयस 
योग भें दिा उमभपेनोविय का प्रबािकारयता औय सुयऺा का ऩयीऺण कयना  ाहते हैं। 
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इस अभ्मास के मरए हभने हभाये सॊस्थान की नैततकता समभतत औय बायतीम और्षध 
भहासॊ ारक से अनुभतत प्राप्त की है. अध्ममन भें बाग रेने के मरए आऩ नब्फे स्िमॊसेिकों भें 
से एक होंगे। 
  
२) अध्ममन के दौयान आऩको क्मा कयना होगा? 
आऩको हभाये अस्ऩतार भें ऩूयी जाॊ  कयाने की आिश्मकता होगी, जजसभें शामभर होगा 
नैदातनक शायीरयक ऩयीऺा, यक्त ऩयीऺण, ईसीजी, एक्स ये / सीटी स्कैन औय भूि ऩयीऺण। 
अगय हभ सॊतुष्ट हैं कक आऩ शायीरयक औय भानमसक रूऩ से कपट हैं तबी आऩको  अभ्मास भें  
बाग रेने की अनुभतत होगी 
 
अध्ममन भें दो प्रकाय की दिाओॊ का उऩमोग ककमा जाएगा; िो हैं: 

1. उमभपेनोविय दिाई ८०० मभरीग्राभ ददन भें दो फाय  ौदह ददनों के मरए, च ककत्सा की 
भानक देिबार के साथ। स् िास् ् म औय ऩरयिाय कल् माण भॊिारम के ददशातनदेश अनुसाय 
च ककत्सा की भानक देिबार ककमा जाएगा ।  
2. प्रेसफो (तनजष्िम दिा जजसका कोई उऩ ायात्भक प्रबाि नहीॊ होगा), च ककत्सा की 
भानक देिबार के साथ। स् िास् ् म औय ऩरयिाय कल् माण भॊिारम के ददशातनदेश अनुसाय 
च ककत्सा की भानक देिबार ककमा जाएगा । 

अध्ममन के दौयान, आऩको केिर उमभपेनोविय अथिा प्रेसफो कोई एक रेने की आिश्मकता 
होगी। मह भौका ऩय ही तनबतय कयता है की कौन सी दिा आऩ को दी जा यही है । मह 
जानकायी अध्ममन के प्रबायी व्मजक्त के साथ होगी औय आऩातकार के भाभरे भें ही इसका 
िरुासा ककमा जाएगा। के मरए उमभपेनोविय एक अनुसॊधानात्भक जाॊ  दिा 
है जजसकी प्रबाि विपरता की सॊबािना है। 
 
आऩको  केअऩ के मरए यक्त (10 cc) औय भूि का नभूना देना होगा। प्रकिमा के अनुसाय ऩूये 
अध्ममन भें तनममभत अॊतयार ऩय यक्त तनकारा जाएगा। आऩ ऩयीऺण उदे्दश्म के मरए कुर 
अिचध भें रगबग 150 मभरीरीटय से अचधक यक्त नहीॊ देंगे। आऩको उऩ ाय की भानक 
देिबार के अरािा उमभफोयोविन मा प्रेसफो प्राप्त कयने के मरए िभ यदहत तयीको से शामभर 
ककमा जाएगा। आऩको एक चगरास ऩानी के साथ दिा रेनी होगी। आऩका १, ३,५, 
७,१४,२१,२८ शायीरयक ऩयीऺा
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१,५,७,९,११,१३,१५,१७,१९,२१,२८ नाक  गरे का स्िाफ ऩयीऺण

अध्ममन अिचध के दौयान, 
आऩ ऩय नजय यिी जाएगी ताकक कोई बी सभस्मा हो तो हभें ऩता  रे । अगय आऩ बी कुछ 
असाभान्फम भहसूस कयते हैं तो हभें फतामे।  
 

आऩको तनदेश के अनुसाय दिा रेने की आिश्मकता होगी। आऩको हभाये सबी तनदेशों का ऩारन 
कयना बी आिश्मक होगा। अगय हभें ऩता  रता है कक आऩने हभाये तनदेशों का उल्रॊघन ककमा 
है, तो आऩके द्िाया ददए गए भुआिजे को अध्ममन भें बागीदायी का स्तय आधाय ऩय कभ 
ककमा जा सकता है औय आऩको अध्ममन से हटा ददमा जा सकता है। हाराॊकक, अध्ममन अिचध 
के दौयान अध्ममन से सॊफॊचधत  ोटों के राब तबी बी प्राप्त कय सकते है.   
 
३) आऩके मरए संबि जोखिभ 
इस दिा को सी डी आय आई भें ककमे गए व्माऩक ऩशु अध्ममनों भें सुयक्षऺत ऩामा गमा है. 
 कुी मह ऩहरी फाय कोविड-१९ भनुष्म को दी जाएगी, मह सॊबािना है कक इस दिाई से कुछ 
अप्रत्मामशत दषु्प्रबाि हो सकते है. मदद आऩ गबतिती भदहरा हैं मा हो सकती हैं तो दिाई स े
कुछ अप्रत्मामशत दषु्प्रबाि  आऩको मा भ्रूण को हो सकते है. इसमरए गबतिती भदहराओॊ को 
अध्ममन की अनुभतत नहीॊ है. हाराॊकक, अनुबिी च ककत्सकों द्िाया आऩकी रगाताय तनगयानी 
की जाएगी औय अगय कुछ बी अमोग्म होता है तो तत्कार इराज बी ककमे जामेंगे. आऩको 
ककसी बी ऐसे उऩ ाय के मरए बुगतान नहीॊ कयना होगा जजसे आऩको बाग रेने के 
ऩरयणाभस्िरूऩ गुज़यना ऩड सकता है. 
आऩ ककसी बी सभम अध्ममन से फाहय तनकरने के मरए स्ितॊि हैं।  ऩय उससे ऩहरे  
अन्फिेर्षक को  ऩूित सू ना देनी  ादहए मा देना उच त होगा ।  
४) आऩके मरए संबि राब 
इस शोध अध्ममन भें बाग रेने से आऩको कोई राब प्राप्त होने की उम्भीद नहीॊ है। 
हाराॊकक, आऩको तन्शुल्क च ककत्सा जाॊ  का राब मभरेगा.  
 
५) अन्म रोगों को संबावित राब 
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शोध के ऩरयणाभ के सभाज को राब प्रदान कय सकते हैं जैसे की इससे च ककत्सीम राब की 
उन्फनतत हो सकती है मा कपय बविष्म के योचगमों को उऩ ाय देने भें इस च ककत्सा ऻान का 
पामदा हो सकता है। मदद दिा अॊतत् सपरताऩूितक विऩणन (फाजाय भें फे ीॊ) की जाती है, तो 
उसके मरए जजम्भेदाय कॊ ऩनी विकास बी  होगा। 
 
६) आऩके ऩास उऩरब्ध विकल्ऩ  
इस अध्ममन भें बाग नहीॊ रेना ही आऩके ऩास एकभाि उऩरब्ध विकल्ऩ है. 
 
७) प्रततबागी को रागत 
आऩको दिाओॊ, जाॊ  के मरए, अस्ऩतार यहने के मरए कोई बुगतान कयना नहीॊ होगा।  आऩको 
होने िारी असुविधा, मािा, अस्ऩतार के यहन,े यक्त के नभून,े आऩकी बागीदायी के मरए जैसे 
ददमा गमा है िैस ेभुआिजे का बुगतान ककमा जाएगा.रेककन, अगय जाॊ कतातओॊ का पैसरा है 
की आऩको अध्ममन से फाहय कयना है तो,  आऩको जो कुछ बी बुगतान मभरेगा िो आऩकी 
बागीदायी का स्तय ऩय तनबतय कयेगा। 
 
८)   इस अध्ममन भें बागीदायी के मरए भुआिजा 
 ूॊकक आऩको इस अध्ममन भें बाग रेने के मरए सभम औय प्रमास ि त कयने की औय कुछ 
यक्त के नभूने देने बी आिश्मकता होगी,आऩको इस असुविधा के मरए भुआिजा ददमा जाएगा। 
आऩके मािा के ि ों के मरए बी बुगतान ककमा जाएगा। मह भुआिज़ा आऩकी बागीदायी के 
स्तय औय यक्त के नभनूों की सॊख्मा ऩय तनबतय कयता है.  
अध्ममन भें बाग रेने िारे स्िमॊसेिकों के मरए भुआिजा रगबग ु. 5,400 औय तनम्नमरझित 
सॊशोचधत भानदॊडों के आधाय ऩय होगा 

• प्रतत यक्त सॊग्रह = ु। १०० / - 
• प्रिेश के प्रतत ददन = ु। २०००/ - 
• प्रतत स्िीतनॊग प्रिेश = ु। ५०० /-  

अध्ममन दिाओॊ के कायण होने िारी ककसी प्रततकूर घटना के भाभरे भें, आऩ को हभाये 
सॊस्थान भें तन: शुल्क उऩ ाय प्रदान ककमा जामेगा  औय इसभें शामभर ककसी बी रागत का 
प्रामोजक द्िाया िहन ककमा जाएगा। 
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९) मह शोध अध्ममन कोई चोट मा एक गचककत्सा सभस्मा के भाभरे भें आऩको क्मा कयना 
चाहहए ? 
आऩकी सुयऺा अनुसॊधान की भुख्म उदे्दश्म है. मदद इस अध्ममन भें होने के ऩरयणाभस्िरूऩ आऩ 
घामर हो गए मा आऩको कोई सभस्मा हो तो आऩको उन रोगों भें से एक से सॊऩकत  कयना 
 ादहए जो सहभतत पाभत के अॊत भें सू ीफद्ध हैं । मा उनके िहाॊ अस्ऩतार भें जा सकते है. 
(a) च ककत्सीमऩयीऺण प्रततबागी को होनेिारी ककसी बी ऩयीऺणसॊफॊधी  ोट की जस्थतत भें, 
प्रततबागी के मरए जफ तक आिश्मक हो, तफ तक तन: शुल्क च ककत्सा प्रफॊधन ददमा जाएगा मा 
मह स्थावऩत ककमा जानेतक कक  ोट नैदातनक ऩयीऺण से सॊफॊचधत नहीॊ है, जो बी ऩहरे हो। 
(b) च ककत्सीम ऩयीऺण से सॊफॊचधत ककसी  ोट मा भतृ्मु की जस्थतत भें, भे. प्रामोजक, मा उनके 
प्रतततनचध मा अन्फिेर्षक मा कें द्र, जैसा बी भाभरा हो याष्रीम तनमाभक प्राचधकयण की रागू 
ददशातनदेशों मा तनमभ ३९ अनुसाय वित्तीम भुआिजा प्रदान कयेगा. आऩ इस अध्ममन के मरए 
अऩने स्िास््म के मरए फीमभत होंगे। इस के अरािा आऩ अऩने कानूनी अचधकायों के हकदाय 
होंगे।  
११) आऩके द्िाया प्राप्त की गई जानकायी की गोऩनीमता -  
आऩको अऩनी च ककत्सा की जानकायी (व्मजक्तगत विियण, शायीरयक ऩयीऺाओॊ के ऩरयणाभ, 
जाॊ , आऩकी च ककत्सा का इततहास) के फाये भें गोऩनीमता का अचधकाय है. 
इस दस्तािेज़ ऩय हस्ताऺय कयके आऩ अनुसॊधान दर को अनुभतत दे देंगे की मह  जानकायी  
जाॊ कतातओॊ, अन्फम अध्ममन कमभतमों, प्रामोजकों, सॊस्थागत सभीऺा फोडत औय बायत के ड्रग 
कॊ रोरय जनयर की तयह विचध द्िाया आिश्मक व्मजक्त मा एजेंसी  को जुयत ऩडने ऩय मह 
जानकायी भुहैमा कयेंगे। प्रामोजक द्िाया तुम्हायी जानकायी को अतनजश् त कार तक यिा जा 
सकता है. इस शोध के बाग के रूऩ भें ककए गए नैदातनक ऩयीऺणों औय च ककत्सा के ऩरयणाभ 
आऩके भेडडकर रयकॉडत भें शामभर ककमे जा सकते है. मदद इस अध्ममन से मभरी जानकायी 
िैऻातनक फैठकों भें प्रस्तुत की जाती है मा कपय िैऻातनक ऩत्रिकाओॊ भें  प्रकामशत होती है तो 
उसभे आऩकी ऩह ान प्रकट नहीॊ होगी। 
 
१२) अध्ममन भें बाग न रेने के मरए आऩका पैसरा आऩको ककस प्रकाय प्रबावित कयेगा? 
इस शोध अध्ममन भें बाग न रेने का आऩका तनणतम आऩके जाॊ कतात मा ककॊ ग जॉजत भेडडकर 
विश्िविद्मारम के साथ अऩने सॊफॊधो को प्रबावित नहीॊ कयेगा.  
 
१३) क्मा आऩ शुरू कयन ेके फाद अध्ममन भें बाग रेने से भना कय सकते हैं? 
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आऩ इस शोध अध्ममन भें शामभर होने से भना कय सकते हैं. इस शोध अध्ममन भें बाग न 
रेने का आऩका तनणतम आऩके जाॊ कतात मा ककॊ ग जॉजत भेडडकर विश्िविद्मारम अस्ऩतार के 
साथ अऩने सॊफॊधो  को  प्रबावित नहीॊ कयेगा. हाराॊकक, आऩ उऩ ाय योकने से ऩहरे अनुसॊधान 
टीभ से फात कयें क्मूॊकक आऩको मह सराह दी जा सकती है कक उऩ ाय को सुयक्षऺत रूऩ से 
कैसे योका जामे।   
सहभतत िाऩस रेन ेके मरए, आऩको कुछ अततरयक्त ऩयीऺणों से गुजयना कहा जा सकता है, 
जजसके मरए सहभत हो ऐसे जुयी नहीॊ।   हाराॊकक मह अतनिामत नहीॊ है ऩय आऩको सराह दी 
जाती है कक आऩ जाॊ कतातओॊ को सहभतत िाऩस रेने का कायण फतामे। 
१४) क्मा अन्िेषक आऩको इस  अभ्मास से फाहय कय सकता है? 
अगय आऩ अनुसन्फधान दर के ददए हुए तनदेशों का ऩारन नहीॊ कयते है तो आऩको अभ्मास से 
फाहय  ककमा जा सकता है.अगय अन्फिेर्षक को रगता है की आऩका इस अभ्मास भें न होना ही 
आऩको दहत भें है तबी बी आऩको इस फाहय ककमा जा  सकता है. 
१५)नई जानकायी का अगधकाय  
आऩ को ककसी बी नई जानकायी के फाये भें अन्फिेर्षक द्िाया फतामा जाएगा जो इस अध्ममन भें 
आऩ को शामभर होने की अनुभतत देने का अऩका पैसरा फदर सकता है. 
 
१६) अगधक जानकायी के मरए संऩकक  कयें: 
इस अध्ममन की  जानकायी ऩढ़ने के मरए आऩने जो सभम ददमा उसके मरए धन्फमिाद  
इससे ऩहरे कक आऩ इस दस्तािेज़ ऩय हस्ताऺय कयें, आऩ को जो बी सभाज भें नहीॊ आमा उस 
फायेभे सिार ऩूछ सकते है. अध्ममन स्टाप अध्ममन के ऩहरे, दौयान औय फाद के सिारों के 
जिाफ जरूय देगा। 
मदद आऩके इस अध्ममन के फाये भें, मा मह कैसे  रामा जा यहा है, दिा के दषु्प्रबाि मा 
अनुसॊधान से सॊफॊचधत फीभायी मा  ोट के फायेभे प्रश्न हैं तो आऩ नी  े ददए गए अध्ममन 
डॉक्टय से सॊऩकत  कय सकते हैं। 
 

 
अध्ममन डॉक्टय: 
ककॊ ग जॉजत भेडडकर मूतनिमसतटी, रिनऊ 
1. डॉ। िीयेंद्र आतभ एभ.डी., प्रो औय हेड, डडऩाटतभेंट भेडडमसन, 
ककॊ ग जॉजत भेडडकर मूतनिमसतटी, रिनऊ 



 
 

CONFIDENTIAL Page 85 
 

(प्रधान अन्फिेर्षक - नैदातनक ऩयीऺण साइट) 
ईभेर: v_atam@yahoo.com 
भोफाइर 99839806676, पोन: 0522 225 8880 
डॉ। डी। दहभाॊश ु
डॉ। सुधीय िभात 
एया का रिनऊ भेडडकर कॉरेज एॊड हॉजस्ऩटर, रिनऊ 
डॉ। भोहम्भद भूतनस अकफय पयीदी 
वप्रॊमसऩर औय भुख्म च ककत्सा अधीऺक, एया के भेडडकर कॉरेज, रिनऊ 
ईभेर: drmmafaridi@gmail.com 
भोफाइर: 8800696442 
डॉ। िैबि शुक्रा 
डॉ। ज़रीस पाततभा 
डॉ। जेडए िान 
डॉ। मशयीर्ष बटनागय 
डॉ। हाना िान 
 
आयएभएर इॊस्टीट्मूट ऑप भेडडकर साइॊसेज, रिनऊ 
डॉ। वििभ मसॊह, साभान्फम च ककत्सा विबाग, डॉ। याभ भनोहय रोदहमा सॊस्थान औय 
च ककत्सा विऻान रिनऊ। 
भोफाइर 9680005076 
डॉ। ए.के. त्रिऩाठी 
डॉ। हाभॊत कुभाय 
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महद आऩके प्रश्नों का जिाफ आऩको संतोषजनक रूऩ से मभरा है तबी इस ऩय हस्ताऺय कयें. 
 
सूगचत सहभतत पाभक 
संक्षऺप्त शीषकक अध्ममन का नाभ: गैय-गॊबीय कोविड-१९ योचगमों भें एॊटीिामयर दिा उमभपेनोविय 
थेयेऩी की प्रबािकारयता औय सुयऺा का अध्ममन. 

 
प्रोटोकॉर संख्मा: सीडीआयआई –क्रीतनकर-२/२०२० संस्कयण 1 हदनांक 11 भई 2020 
प्रततबागी रघुहस्ताऺय: __________    प्रततबागी का नाभ: _______________ 
प्रततबागी आईडी: _______________ जन्भततगथ:  _______________ 
 
प्रततबागी का विियण: 
ऩता: 
__________________________________________________________________ 
_____________________________________________ 

शैऺझणक मोग्मता: ________________________ 
व्मिसाम: छाि / तनजी व्मिसाम / नौकयी / गदृहणी / अन्फम (कृऩमा उऩमुक्त के रूऩ भें 
च जननत कयें) 
िावर्षतक आम: ________________________________ 
भनोनीत व्मक्क्त (नॉमभनी) नाभ औयउम्भीदिाय का ऩता -ऩयीऺण संफंधी भतृ्मु के भाभरे भें: 
_______________________________________________ 

  कृऩमा केिर 

फॉक्सभें 

रघुहस्ताऺयकयें 

(I) भैंने इस अध्ममन के फाये भें अचधसचू त सॊविदा दस्तािेज भें दी जानकायी को 
ऩढ़ा है 

[           ] 
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 _______________________________________________ 

प्रततबागी से सॊफॊध: ____________________________ 
 

________________________
_______ 
अध्ममन भें बाग रेने िारे व्मक्क्त 
का नाभ 

_______________________
__ 
अध्ममन के प्रततबागगमों 
हस्ताऺय / अगंूठे का तनशान 

___________
___ 
तायीि 

 
________________________
__________ 
कानूनी प्रतततनगध का नाभ 

 
_______________________
__ 
कानूनी प्रतततनगध के  
हस्ताऺय /अगंूठे का तनशान_ 
_______________________ 
अध्ममन भें शामभर व्मक्क्त के 
साथ रयश्ता 

 
___________
___ 
तायीि 

   

(II) भझुे इस अध्ममन के प्रकृतत, उद्देश्म, अिचध औय ऩयीऺण के तनकट बविष्म के 
प्रबाि औय जोझिभ का विियण प्राप्त हुआ है औय भझुे क्मा कयना होगा इसकी 
जानकायी प्राप्त हुई है । भेये साये  सिारों का उत्तय सॊतोर्षजनक रूऩ से ककमा 
गमा है। 

[           ] 
 

(III) भैं सभझता हूॊ कक ऩयीऺण भें भेयी बागीदायी स्िजैछछक है औय भैं ककसी बी 
सभम जुभातना मा राब के नकुसान के त्रफना ककसी बी सभम बाग रेने से 
इनकाय कय सकता हूॊ मा कपय ऩयीऺण से सम्भतत िाऩस रे सकता हूॊ. 

[           ] 
 

(IV) भैं आगे मह सभझता हूॊ कक जो जानकायी उस अध्ममन के दौयान उऩरब्ध हो 
सकती है जो बाग रेने की भेयी इछछा को प्रबावित कय सकती है, भझुे सचू त 
ककमा जाएगा। 

[           ] 
 

(V) सॊस्थागत नतैतकता समभतत के अचधकारय अध्ममन भें  एकत्रित जानकायी 
सत्मावऩत कयने के मरए भेये भेडडकर रयकॉडत की जाॊ  सकत ेहैं। इस दस्तािजे़ 
ऩय हस्ताऺय कयके, भैं अऩने अमबरेिों की सभीऺा के मरए अनभुतत देता हूॊ। 

[             ] 

(VI) भैं सभझता हूॊ कक भेयी ऩह ान ककसी बी रयऩोटत मा प्रकाशन भें प्रकट नहीॊ होगी। [             ] 
(VII) भैं उऩयोक्त अध्ममन भें बाग रेने के मरए सहभत हूॊ। [             ] 
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________________________
_________ 
तनष्ऩऺ गिाह का नाभ 

_______________________
_ 
तनष्ऩऺ गिाह के  
हस्ताऺय 
 

___________
___ 
तायीि 

 
________________________
__________ 
सहभतत रेन ेिारे व्मक्क्त का  
नाभ 

 
_______________________
__ 
सहभतत रेन ेिारे व्मक्क्त के  
हस्ताऺय 
 

 
___________
___ 
तायीि 

"(योगी सू ना ऩि की प्रततमरवऩ औय विचधित बये हुए सूच त सहभतत पॉभत को अध्ममन के 
प्रततबाचगमों मा उसके ऩरय य को सौंऩ ददमा जाएगा।) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

CONFIDENTIAL Page 89 
 

CURICUULAM VITAE OF INVESTIGATORS 

 

Dr. Tapas Kundu, Director CSIR-CDRI 

 



 
 

CONFIDENTIAL Page 90 
 

 



 
 

CONFIDENTIAL Page 91 
 

 



 
 

CONFIDENTIAL Page 92 
 

 



 
 

CONFIDENTIAL Page 93 
 

 



 
 

CONFIDENTIAL Page 94 
 

 



 
 

CONFIDENTIAL Page 95 
 

Medical Council Registration certificate 

Dr. Virendra Atam, KGMU Lucknow 

 



 
 

CONFIDENTIAL Page 96 
  



 
 

CONFIDENTIAL Page 97 
  



 
 

CONFIDENTIAL Page 98 
 RESUME 



 
 

CONFIDENTIAL Page 99 
 

 

 

 

 

 

 

 

 

 



 
 

CONFIDENTIAL Page 100 
 

 



 
 

CONFIDENTIAL Page 101 
 

 



 
 

CONFIDENTIAL Page 102 
 

 
 



 
 

CONFIDENTIAL Page 103 
 

Name             :  Dr. Vivek Vidyadhar Bhosale 
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