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 New Criteria    Revision of Existing Criteria 
 

Executive Summary   
 

Purpose: 

The purpose of this monograph is to provide a review of new therapy to 
determine whether the reviewed drug should be made available on an open 
access basis to prescribers, require a clinical edit or require prior authorization 
for use.  

  
 
Dosage Forms: 
 
 
Manufacturer: 

 
Veklury is available as a single-dose vial containing 100 mg of remdesivir for 
intravenous injection.  
 
Manufactured by: Gilead Sciences, Inc., Foster City, CA 94404.  

 
 

 

Summary of 
Findings: 

The efficacy of Veklury was demonstrated in three studies enrolling 1,313 
hospitalized patients with COVID-19. Patients were randomized to receive 
Veklury 200 mg intravenously on Day 1, followed by a 100 mg once-daily 
maintenance dose via intravenous infusion for 5 to 10 days. In study 1, the 
primary measure of efficacy was the time to recovery. Patients who received 
Veklury had a mean recovery time of 10 days, compared to 15 days in the 
placebo group (p<0.001). In studies 2 and 3, the primary measure of efficacy 
was clinical status on Day 14 assessed on a 7-point ordinal scale based on 
severity of COVID. Study 2 assessed patients with severe COVID, and 
showed receiving a 5-day course of Veklury had similar clinical status at day 
14 than those who received a 10-day course.  Study 3 assessed patients with 
moderate COVID, and showed the odds of improvement were higher in the 5-
day Veklury group when compared to the standard of care (p=0.017). Overall 
29-day mortality in study 1 was 11% for the Veklury group vs 15% for the 
placebo group. Mortality in studies 2 and 3 were similar in all study groups.  

 
 

 

Status 
Recommendation: 

 Clinical Edit 
 Open Access 

 PA Required 
 PDL 

   
Type of PA 
Criteria: 

 Appropriate Indications 
 No PA Required 

 Non-Preferred 
 Preferred 
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Purpose 
The purpose of this monograph is to provide a review of new therapy to determine whether the 
reviewed drug should be considered a prior authorization drug, a clinical edit drug or an open 
access drug. While prescription expenditures are increasing at double-digit rates, payers are 
evaluating ways to control these costs by influencing prescriber behavior and guide appropriate 
medication usage. This review will assist in the achievement of qualitative and economic goals 
related to health care resource utilization. Restricting the use of certain medications can reduce 
costs by requiring documentation of appropriate indications for use, and where appropriate, 
encourage the use of less expensive agents within a drug class. 
 

Introduction (1,2) 
Corona virus disease 2019 (COVID-19) is an infectious disease caused by a new coronavirus 
(SARS-CoV-2). As of January 7, 2021, there have been a total of 21,259,997 cases of COVID-19 
in the United States; 359,849 of those cases have ended in death. COVID-19 affects all people 
differently, from mild to severe symptoms. COVID-19 is spread through respiratory droplets from 
an infected person with an incubation period of up to 14 days. People who have an underlying 
medication condition such as cardiovascular disease, diabetes, chronic respiratory disease and 
cancer are more likely to develop a serious illness. Symptoms include fever, chills, cough, 
shortness of breath or difficulty breathing, fatigue, new loss of taste or smell, headache, muscle 
and body aches, nausea, vomiting and diarrhea.  
 

Dosage Form (3) 

Veklury is available as a single-dose vial containing 100 mg of remdesivir for intravenous injection. 
 

Manufacturer (3) 
Manufactured by: Gilead Sciences, Inc., Foster City, CA 94404. 
 

Indication(s) (3) 

Veklury is indicated for adults and pediatric patients (12 years of age and older and weighing at 
least 40 kg) for treatment of coronavirus disease 2019 (COVID-19) requiring hospitalization.  
                   

Clinical Efficacy (3-7) (mechanism of action/pharmacology, comparative 

efficacy)  
Veklury is an antiviral, SARS-CoV-2 RNA-dependent RNA polymerase (RdRp) inhibitor, which is 
essential for viral replication. Veklury is an adenosine nucleotide prodrug that is metabolized to the 
pharmacologically active nucleoside triphosphate metabolite after being distributed into cells. 
Remdesivir triphosphate acts as an adenosine triphosphate analog and competes for incorporation 
into RNA chains by the SARS-CoV-2-RdRp, resulting in delayed chain termination during viral 
RNA replication. Remdesivir triphosphate can also inhibit viral RNA synthesis due to incorporation 
into the viral RNA template.  
 
Pharmacokinetics: 

Protein Binding 88 – 93% 

Metabolism Metabolic pathways- CES1 (80%), cathepsin A (10%), CYP3A (10%) 

Excretion Urine: 10% (remdesivir), 49% (GS-441524), 2.9% (GS704277) 
Feces: 0.5% (GS-441524) 

Half-life 1 hour (remdesivir), 27 hours (GS-441524), 1.3 hours (GS-704277) 
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Clinical Trials Experience 
NIAID ACTT-1 Study in Subjects with Mild/Moderate and Severe COVID-19 

STUDY 1 DESIGN Randomized, double-blind, placebo-controlled clinical trial (n=1062) 

INCLUSION 
CRITERIA 

 Admitted to a hospital with symptoms suggestive of COVID-19 
infection. 

 Subject (or legally authorized representative) provides informed 
consent prior to initiation of any study procedures. 

 Subject (or legally authorized representative) understands and 
agrees to comply with planned study procedures. 

 Male or non-pregnant female adult ≥18 years of age at time of 
enrollment. 

 Has laboratory-confirmed SARS-CoV-2 infection as determined 
by polymerase chain reaction (PCR) or other commercial or 
public health assay in any specimen, as documented by either of 
the following: 
o PCR positive in sample collected <72 hours prior to 

randomization 
o PCR positive in sample collected ≥72 hours prior to 

randomization, documented inability to obtain a repeat 
sample (e.g. due to lack of testing supplies, limited testing 
capacity, results taking >24 hours, etc.) AND progressive 
disease suggestive of ongoing SARS-CoV-2 infection. 

 Illness of any duration, and at least one of the following: 
o Radiographic infiltrates by imaging (chest x-ray, CT scan, 

etc.) 
o SpO2 ≤94% on room air 
o Requiring supplemental oxygen 
o Requiring mechanical ventilation. 

 Women of childbearing potential must agree to either abstinence 
or use at least one primary form of contraception not including 
hormonal contraception from the time of screening through Day 
29. 

 Agrees to not participate in another clinical trial for the treatment 
of COVID-19 or SARS-CoV-2 through Day 29. 

EXCLUSION 
CRITERIA 

 Alanine Transaminase (ALT) or Aspartate Transaminase (AST) 
>5 times the upper limit of normal. 

 Estimated glomerular filtration rate (eGFR) <30 ml/min (including 
patients receiving hemodialysis or hemofiltration). 

 Pregnancy or breast feeding. 

 Anticipated discharge from the hospital or transfer to another 
hospital which is not a study site within 72 hours. 

 Allergy to any study medication. 

TREATMENT 
REGIMEN 

Patients were randomized to receive Veklury (n= 541) 200 mg 
intravenously on Day 1, followed by a 100 mg once-daily maintenance 
dose via intravenous infusion while hospitalized, or placebo (n=521) 
for up to a 10 days total course.  

RESULTS The primary outcome measure was the time to recovery (hospitalized 
and no longer requiring supplemental oxygen, not hospitalized with 
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limitation on activities and/or supplemental home oxygen, or not 
hospitalized and no limitations on activities) within 29 days after 
randomization. Patients who received Veklury had a mean recovery 
time of 10 days, compared to 15 days in the placebo group (recovery 
rate ratio 1.29 [95% CI, 1.12 to 1.49], p<0.001). Overall, 29-day mortality 
was 11% for the Veklury group vs 15% for the placebo group.  

SAFETY Discussed in the Adverse Effects section below. 

 

GS-US-540-5773 in Subjects with Severe COVID-19 

STUDY 2 DESIGN Randomized, open-label, multicenter clinical trial (n=397) 

INCLUSION 
CRITERIA 

 Willing and able to provide written informed consent, or with a 
legal representative who can provide informed consent, or 
enrolled under International Conference on Harmonization (ICH) 
E6(R2) 4.8.15 emergency use provisions as deemed necessary 
by the investigator (age ≥18), or willing and able to provide 
assent (age ≥12 to <18, where locally and nationally approved) 
prior to performing study procedures 

 Aged ≥18 years (at all sites), or aged ≥12 and <18 years of age 
weighing ≥40 kg (where permitted according to local law and 
approved nationally and by the relevant institutional review board 
(IRB) or independent ethics committee (IEC)) 

 Severe Acute Respiratory Syndrome Coronavirus (SARS-CoV)-2 
infection confirmed by polymerase chain reaction (PCR) test ≤4 
days before randomization 

 Currently hospitalized 

 Peripheral capillary oxygen saturation (SpO2) ≤94% or requiring 
supplemental oxygen at screening 

EXCLUSION 
CRITERIA 

 Participation in any other clinical trial of an experimental 
treatment for COVID-19 

 Concurrent treatment with other agents with actual or possible 
direct acting antiviral activity against SARS-CoV-2 is prohibited 
<24 hours prior to study drug dosing 

 Evidence of multiorgan failure 

 Mechanically ventilated [including veno-venous (V-V) 
extracorporeal membrane oxygenation (ECMO)] ≥5 days, or any 
duration of veno-arterial (V-A) ECMO. 

 Alanine Aminotransferase (ALT) or aspartate aminotransferase 
(AST) >5 times the upper limit of normal (ULN) 

 Creatinine clearance <50 mL/min using the Cockcroft-Gault 
formula for participants ≥18 years of age {Cockcroft 1976} and 
Schwartz Formula for participants <18 years of age 

TREATMENT 
REGIMEN 

Patients received Veklury 200 mg on day 1 followed by 100 mg daily 
for 5 days (n=200) or 10 days (n=197) via intravenous infusion.  

RESULTS The primary outcome measured was clinical status on Day 14 assessed 
on a 7-point ordinal scale consisting of categories: 1) death; 2) 
hospitalized, receiving invasive mechanical ventilation or ECMO; 3) 
hospitalized, receiving noninvasive ventilation or high-flow oxygen 
devices; 4) hospitalized, requiring low-flow supplemental oxygen; 5) 
hospitalized, not requiring supplemental oxygen but receiving ongoing 
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medical care; 6) hospitalized, requiring neither supplemental oxygen nor 
ongoing medical care; 7) not hospitalized. Patients receiving a 5-day 
course of Veklury had similar clinical status at day 14 than those who 
received a 10-day course (odds ratio for improvement 0.75 [95% CI, 
0.51 to 1.12]). There were no statistically significant differences in 
recovery rates or mortality rates in the 5-day vs. 10-day groups.   

SAFETY Discussed in the Adverse Effects section below. 

 

Study GS-US-540-5774 in Subjects with Moderate COVID-19 

STUDY 3 DESIGN Randomized, open-label, multicenter clinical trial (n=594).  

INCLUSION 
CRITERIA 

 Willing and able to provide written informed consent prior to 
performing study procedures (participants ≥18 years of age) or 
assent (participants ≥12 and <18 years of age) prior to 
performing study procedures. For participants ≥12 and <18 years 
of age, a parent or legal guardian willing and able to provide 
written informed consent prior to performing study procedures 

 Severe Acute Respiratory Syndrome Coronavirus (SARS-CoV)-2 
infection confirmed by polymerase chain reaction (PCR) test ≤4 
days before randomization 

 Currently hospitalized and requiring medical care for COVID-19 

 Peripheral capillary oxygen saturation (SpO2) >94% on room air 
at screening 

 Radiographic evidence of pulmonary infiltrates 

EXCLUSION 
CRITERIA 

 Participation in any other clinical trial of an experimental 
treatment for COVID-19 

 Concurrent treatment or planned concurrent treatment with other 
agents with actual or possible direct acting antiviral activity 
against SARS-CoV-2 

 Requiring mechanical ventilation at screening 

 Alanine Aminotransferase (ALT) or aspartate aminotransferase 
(AST) >5 times the upper limit of normal (ULN) 

 Creatinine clearance <50 mL/min using the Cockcroft-Gault 
formula for participants ≥18 years of age {Cockcroft 1976} and 
Schwartz Formula for participants <18 years of age 

TREATMENT 
REGIMEN 

Patients received Veklury 200 mg on day 1, and 100 mg once daily for 
5 days (n=191), Veklury 200 mg on day 1, and 100 mg once daily for 
10 days (n=193) via intravenous infusion or standard of care (n=200).  

RESULTS The primary outcome measured was clinical status on Day 14 assessed 
on a 7-point ordinal scale consisting of categories: 1) death; 2) 
hospitalized, receiving invasive mechanical ventilation or ECMO; 3) 
hospitalized, receiving noninvasive ventilation or high-flow oxygen 
devices; 4) hospitalized, requiring low-flow supplemental oxygen; 5) 
hospitalized, not requiring supplemental oxygen but receiving ongoing 
medical care; 6) hospitalized, requiring neither supplemental oxygen nor 
ongoing medical care; 7) not hospitalized. The odds of improvement in 
the ordinal scale were higher in the 5-day Veklury group at day 11 when 
compared to the standard of care (odds ratio 1.65 [95% CI, 1.09 to 
2.48], p=0.017). The odds of improvement in the clinical status with the 
10-day Veklury group at day 11 compared to the standard of care group 
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was not statistically significant (odds ratio 1.31 [95% CI, 0.88 to 1.95]). 
All-cause mortality across both groups were similar.  

SAFETY Discussed in the Adverse Effects section below. 

 

Contraindications (3,4) 

 Veklury is contraindicated in patients with a history of clinically significant hypersensitivity 
reactions to Veklury or any components of the product. 
 

Warnings and Precautions (3,4) 

 Hypersensitivity including infusion-related and anaphylactic reactions: Hypersensitivity 
reactions have been observed during and following administration of VEKLURY. Slower 
infusion rates, with a maximum infusion time of up to 120 minutes, can be considered to 
potentially prevent signs and symptoms of hypersensitivity. If signs and symptoms of a 
clinically significant hypersensitivity reaction occur, immediately discontinue 
administration of VEKLURY and initiate appropriate treatment.  

 Increased risk of transaminase elevations: Transaminase elevations have been 
observed in healthy volunteers and have also been reported in patients with COVID-19 
who received VEKLURY.  

 Perform hepatic laboratory testing in all patients before starting VEKLURY and while 
receiving VEKLURY as clinically appropriate. Consider discontinuing VEKLURY if ALT 
levels increase to greater than 10 times the upper limit of normal. Discontinue VEKLURY 
if ALT elevation is accompanied by signs or symptoms of liver inflammation.  

 Risk of reduced antiviral activity when coadministered with chloroquine phosphate or 
hydroxychloroquine sulfate: Coadministration of VEKLURY and chloroquine phosphate 
or hydroxychloroquine sulfate is not recommended based on cell culture data 
demonstrating an antagonistic effect of chloroquine on the intracellular metabolic 
activation and antiviral activity of VEKLURY.  
 

Adverse Effects (3,4) 
 

Most common, ≥5%  (n = 1313) % 

Prolonged prothrombin time  9% 

Nausea 7% 

Alanine aminotransferase increased 6% 

Aspartate aminotransferase increased  6% 

 

Drug Interactions (3,4) 

 Due to antagonism observed in cell culture, concomitant use of Veklury with chloroquine 
phosphate or hydroxychloroquine sulfate is not recommended.  
 

Dosage and Administration (3,4) 

 Recommended dosage in adults and pediatric patients 12 years of age and older and 
weighing at least 40 kg: a single loading dose of Veklury 200 mg on Day 1 followed by 
once-daily maintenance doses 100 mg from Day 2 infused over 30 to 120 minutes.  

 For patients not requiring invasive mechanical ventilation and/or ECMO, the 
recommended total treatment duration is 5 days. If a patient does not demonstrate 
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clinical improvement, treatment may be extended for up to 5 additional days for a total 
treatment duration of up to 10 days. 

 For patients requiring invasive mechanical ventilation and/or ECMO, the recommended 
total treatment duration is 10 days.  

 Administer Veklury via intravenous infusion over 30 to 120 minutes.   

 Renal impairment: Veklury is not recommended in patients with eGFR less than 30 
mL/min.  

Cost   
** Wholesale Acquisition Cost 

 

Conclusion 
Veklury is indicated for the treatment of COVID-19 requiring hospitalization. The efficacy of 
Veklury was demonstrated in three randomized studies enrolling 1,313 hospitalized patients 
with COVID-19. These studies demonstrated that patients randomized to the Veklury group had 
a shorter mean recovery time vs. placebo or standard of care. The most common adverse drug 
reactions in patients taking Veklury (>5%) were prolonged prothrombin time, nausea, ALT 
increased, and AST increased.  
 

Recommendation 
The MO HealthNet Division recommends prior authorization status for this product. 
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Generic Name Brand Name Manufacturer Dose Cost** 

Remdesivir Veklury Gilead Sciences, Inc 200 mg IV on Day1, 

then 100 mg daily 

for 5 to 10 days 

$520 per 100 

mg if not from 

National 

Stockpile 

Bamlanivimab LY-CoV555 Eli Lilly 700 mg IV once $1,250 if not 

from National 

Stockpile 

Casirivimab/ 

Imdevimab 

REGN-COV2 Regeneron 

Pharmaceuticals 

2,400 mg IV once $1500 if not 

from National 

Stockpile 
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