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Introduction

• Sotrovimab 500 mg IV significantly reduces the risk of all-cause hospitalization or death by 79% in patients 

with mild to moderate COVID-19 who are at high risk of progression1,2

• Sotrovimab targets a highly conserved epitope in the SARS-CoV-2 spike protein

‒ Potent neutralizing activity against wild-type and variant SARS-CoV-2, including Delta (B.1.617.2) and 

Omicron (B.1.1.529)3

• Sotrovimab administered intramuscularly can meet a significant unmet medical need

‒ More convenient method of administration may increase access to care

‒ Requires less infrastructure compared to IV infusion

‒ Potential to be made available in most clinical settings, patient homes, and retail pharmacies

• The data presented are representative of a data cut-off (DCO) of October 28, 2021; the trial is ongoing

1. Gupta A, et al. Early COVID-19 treatment with SARS-CoV-2 neutralizing antibody sotrovimab. N Engl J Med. 2021;385:1941-1950.

2. Gupta A, et al. Effect of the neutralizing SARS-CoV-2 antibody sotrovimab in preventing progression of COVID-19: a randomized clinical trial. medRxiv.

2021:2021.11.03.21265533. doi:10.1101/2021.11.03.21265533.

3. Cathcart AL, et al. The dual function monoclonal antibodies VIR-7831 and VIR-7832 demonstrate potent in vitro and in vivo activity against SARS-CoV-2. bioRxiv.

2021:2021.03.09.434607. doi:10.1101/2021.03.09.434607.



Study Design
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Sotrovimab 500 mg IV

Sotrovimab 500 mg IM

Sotrovimab 250 mg IM

Screening Day 1 

(dosing)

Day 29 

(primary 

endpoint)

Week 36

(end of 

follow-up)

Patient population:

• COVID-19+ with symptoms ≤7 days

• Age ≥12 years and at high risk of 

progression

– ≥55 years old

– Diabetes, obesity, CKD, sickle-cell 

disease, congenital heart disease, 

neurodevelopmental disorders, chronic 

lung disease, immunosuppression or 

chronic liver disease

Primary endpoint, Day 29: Hospitalization >24 hours for acute management of illness or death, due to any cause

Non-inferiority study with a 3.5% NI margin on absolute scale (per feedback from the FDA)

Enrollment occurred from June to August 2021, coinciding with a surge of the Delta variant 

*Ongoing safety review led to early discontinuation of the 250 mg IM arm due to an increased rate of hospitalizations compared with the 500 mg arms.



Participant Disposition (as of October 2021)

Safety population: All participants who are randomized and exposed to study intervention.

Intent-to-treat (ITT) population: All randomized participants minus participants who were fully vaccinated, immunocompetent, and enrolled prior to the FDA request to exclude these participants from the trial.

Primary efficacy population: A subset of the ITT population, excluding any participants with key I/E criteria violations.

Completed (n=0, 0%)

Died (n=2, <1%)

Ongoing (n=376, 95%)

Withdrawn (n=16, 4%)

- Lost to follow-up (n=3)

- Physician decision (n=1)

- Withdrawal by participant (n=9)

- Other (n=3)

Patients screened (N=1039)

Patients randomized (N=982)

Passed screening but not randomized (n=1)

Screen failure (n=56)

- Did not meet inclusion/exclusion criteria (n=51)

- Lost to follow-up (n=1)

- Physician decision (n=1)

- Withdrawal by participant (n=4)

Sotrovimab 500 mg IM 

(N=394)

Sotrovimab 500 mg IV 

(N=394)
Sotrovimab 250 mg IM 

(N=194)

Completed (n=0, 0%)

Died (n=0, 0%)

Ongoing (n=383, 97%)

Withdrawn (n=11, 3%)

- Lost to follow-up (n=2)

- Physician decision (n=0)

- Withdrawal by participant (n=8)

- Other (n=1)

ITT population (N=382) Safety population (N=393)

1° efficacy population 

(N=378)

ITT population (N=379) Safety population (N=387)

1° efficacy population 

(N=376)



Baseline Characteristics 
Sotrovimab 500 mg IV

(N=382)

Sotrovimab 500 mg IM 

(N=379)

Female (at birth), n (%) 221 (58) 189 (50)

Age (years), median (min, max) 51 (15, 90) 52 (18, 92)

≥65 years, n (%) 97 (25) 95 (25)

Hispanic or Latino, n (%) 314 (82) 321 (85)

Race (White), n (%) 362 (95) 355 (94)

Race (Black or African American), n (%) 16 (4) 17 (4)

Risk factors for COVID-19 progression, n (%)

Obesity (BMI ≥30 kg/m2) 239 (63) 235 (62)

Age ≥55 years 161 (42) 165 (44)

Chronic lung disease 60 (16) 69 (18)

Diabetes 49 (13) 46 (12)

Participants with ≥2 risk factors 113 (30) 123 (32)

Symptom duration >5 days, n (%) 54 (14) 44 (12)

Immunocompromised, n (%) 11 (3) 12 (3)

Day 29 analysis DCO: October 28, 2021.



Primary Efficacy Endpoint 
Hospitalization >24 hours or death through Day 29, due to any cause

In the 250 mg IM group, 10/183 (5.5%) of participants were hospitalized >24 hours through Day 29.
Day 29 analysis DCO: October 28, 2021.

Sotrovimab 500 mg IV

(N=382)

Sotrovimab 500 mg IM 

(N=379)

Key inclusion/exclusion criteria violations,* n (%) 4 (1) 3 (<1)

Progression status, n (%)

n 378 376

Hospitalized >24 hours and/or death 5 (1.3) 10 (2.7)

Hospitalized >24 hours 5 (1.3) 10 (2.7)

Death 0 2 (0.5)

Alive and not hospitalized >24 hours 365 (96.6) 356 (94.7)

Missing† 8 (2.1) 10 (2.7)

Sotrovimab 500 mg IM vs 500 mg IV: 

Hospitalization >24 hours and/or death

Risk difference (%)‡ 1.07

95% CI (–1.25, 3.39)

*Fully vaccinated, immunocompetent participants who were randomized in violation of amendment 2 (IV, n=4; IM, n=1) and 2 participants in the IM arm who did not have a positive SARS-CoV-2 result.
†Missing progression status = participants who were randomized but not dosed (n=6) or withdrew prior to Day 29 (n=12) and had not had a progression event.
‡Analysis performed using binomial regression model with identity link function and with treatment (500 mg IV, 500 mg IM), age (<65, ≥65 years), and sex (male, female) as covariates.



Adverse Events and 
Disease-related Events

Day 29 analysis DCO: October 28, 2021.

Sotrovimab 500 mg IV

(N=393)

Sotrovimab 500 mg IM

(N=387)

Any AE, n (%) 30 (8) 28 (7)

Related to study treatment 7 (2) 4 (1)

Any infusion/injection-related reaction,* n (%) 2 (<1) 1 (<1)

Any grade 3-4 AE, n (%) 5 (1) 4 (1)

Any serious AE, n (%) 3 (<1) 4 (1)

Related to study treatment 0 0

Fatal 0 0

Any disease-related event,† n (%) 16 (4) 13 (3)

Fatal‡ 0 2 (<1)

*Infusion/injection-related reactions were defined as an AE with preferred terms of pyrexia, chills, dizziness, dyspnea, pruritis, rash, and infusion-related reaction within 24 hours of study drug 

administration.
†Disease-related events are events related to expected progression, signs, or symptoms of COVID-19, unless more severe than expected.
‡One 44-year-old participant with BMI 69 kg/m2 and hypertension experienced shortness of breath on Day 2; hospitalized in ICU and received BIPAP O2 support, subsequently died on Day 12.

One 82-year-old participant with BMI 31 kg/m2 and hypertension experienced COVID-19 pneumonia on Day 12; hospitalized in ICU on IMV. Condition deteriorated; no resuscitation due to DNR

in place and died on Day 22.



Injection-site Reactions
Participants received 2 × 4 mL injections of sotrovimab in the dorsogluteal muscle*

Day 29 analysis DCO: October 28, 2021.
*Higher concentration formulation of sotrovimab is in development.

• With the exception of a single grade 3 event (tenderness), all other injection-site reactions were grade 1 or 2

• All solicited injection-site reactions were of limited duration 

Solicited event

worst case post-baseline 

sotrovimab 500 mg IM (N=387)

Toxicity grade

1 2 3 4

Pain 30 (8) 3 (<1) 0 0

Tenderness 24 (6) 4 (1) 1 (<1) 0

Erythema/redness 0 1 (<1) 0 0

Induration/swelling 5 (1) 1 (<1) 0 0



Conclusions

• The primary endpoint was met: treatment with sotrovimab 500 mg IM was non-inferior to sotrovimab 

500 mg IV

‒ Adjusted risk difference: 1.07% (95% CI: –1.25%, 3.39%), with the upper limit of the CI lower than 

the pre-specified non-inferiority margin of 3.5%

• Sotrovimab 500 mg administered as 2 × 4 mL injections in bilateral dorsogluteal muscles was well 

tolerated

• The safety profile of sotrovimab 500 mg continues to be favorable, with a low rate of adverse events and 

rare infusion-related reactions

• The ability to administer sotrovimab via intramuscular administration is anticipated to allow increased 

access for patients in need of urgent treatment
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