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Supplementary Methods 

Stratification 

Assignment of treatment group (1200 mg REGEN-COV or placebo) was stratified by the 

following prior to randomization: 

1. Test results (positive, negative, or undetermined) of a local diagnostic assay for 

SARS-CoV-2 (e.g., molecular assay such as RT-PCR for SARS-CoV-2 or a 

SARS-CoV-2 antigen test) from appropriate samples (e.g., nasopharyngeal, 

oropharyngeal, nasal, or saliva) 

2. Age: 

• ≥12 and <18 years 

• ≥18 and <50 years 

• ≥50 years 
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Inclusion and Exclusion Criteria 

Inclusion criteria 

A participant must meet the following criteria to be eligible for inclusion in the study: 

1. Adult participants 18 years of age (irrespective of weight) and above at the 

signing of informed consent or adolescent participants ≥12 to <18 years of age, 

or pediatric participants <12 years of age at the signing of the assent 

(parent/guardian sign the informed consent) 

2. Asymptomatic household contact with exposure to an individual with a diagnosis 

of SARS-CoV-2 infection (index case). To be included in the study, participants 

must be randomized within 96 hours of collection of the index cases’ positive 

SARS-COV-2 diagnostic test sample 

3. Participant anticipates living in the same household with the index case until 

study day 29 

4. Is judged by the investigator to be in good health based on medical history and 

physical examination at screening/baseline, including participants who are 

healthy or have a chronic, stable medical condition 

5. Willing and able to comply with study visits and study-related 

procedures/assessments 

6. Provide informed consent signed by study participant or legally acceptable 

representative 

 

Exclusion criteria 
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A participant who meets any of the following criteria will be excluded from the study: 

1. Participant-reported history of prior positive SARS-CoV-2 RT-PCR test or 

positive SARS CoV-2 serology test at any time before the screening 

2. Participant has lived with individuals who have had previous SARS-CoV-2 

infection or currently lives with individuals who have SARS-CoV-2 infection, with 

the exception of the index case(s), the first individual(s) known to be infected in 

the household 

3. Active respiratory or non-respiratory symptoms consistent with COVID-19 

4. History of respiratory illness with sign/symptoms of SARS-CoV-2 infection, in the 

opinion of the investigator, within the prior 6 months to screening 

5. Nursing home resident 

6. Any physical examination findings, and/or history of any illness, concomitant 

medications or recent live vaccines that, in the opinion of the study investigator, 

might confound the results of the study or pose an additional risk to the 

participant by their participation in the study 

7. Current hospitalization or was hospitalized (i.e., >24 hours) for any reason within 

30 days of the screening visit 

8. Has a history of significant multiple and/or severe allergies (e.g., latex gloves), or 

has had an anaphylactic reaction to prescription or non-prescription drugs or 

food. This is to avoid possible confounding of the safety analysis and not due to 

any presumed increased risk of these individuals to a reaction to the 

investigational product 
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9. Treatment with another investigational agent in the last 30 days or within five 

half-lives of the investigational drug, whichever is longer, prior to the screening 

visit 

10. Received an investigational or approved SARS-CoV-2 vaccine 

11. Received investigational or approved passive antibodies for SARS-CoV-2 

infection prophylaxis (e.g., convalescent plasma or sera, monoclonal antibodies, 

hyperimmune globulin) 

12. Use of hydroxychloroquine/chloroquine for prophylaxis/treatment of SARS-CoV-2 

or anti-SARS-viral agents,* e.g., remdesivir, within 60 days of screening 

*Hydroxychloroquine/chloroquine for other uses, e.g.,, for use in autoimmune diseases, is allowed 

13. Member of the clinical site study team and/or immediate family 

14. Exclusion criterion #14 excluding sexually active men who are unwilling to use 

the following forms of medically acceptable birth control during the study drug 

follow-up period and for 8 months after single dose of study drug was removed 

since enrollment was expanded to include all women in protocol amendment 4 

15. Exclusion criterion #15 excluding pregnant or breastfeeding women was 

removed since enrollment was expanded to all women in protocol amendment 4 

16. Exclusion criterion #16 excluding women of childbearing potential (WOCBP)* and 

girls at or beyond menarche (≥12 to <18 years of age) who were unwilling to 

practice highly effective contraception prior to the initial dose/start of the first 

treatment, during the study, and for at least 8 months after the last dose was 

removed since enrollment was expanded to all women in protocol amendment 4 
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*WOCBP are defined as women who are fertile following menarche until becoming 

postmenopausal, unless permanently sterile. Permanent sterilization methods include 

hysterectomy, bilateral salpingectomy, and bilateral oophorectomy 
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Strict-Term, Broad-Term, and CDC Definitions of COVID-19 Signs and Symptoms 

Strict-Term 

Fever (≥38°C) PLUS ≥1 respiratory symptom (sore throat, cough, or shortness of 

breath) 

OR 

Two respiratory symptoms (sore throat, cough, or shortness of breath) 

OR 

One respiratory symptom (sore throat, cough, or shortness of breath) PLUS ≥2 non-

respiratory symptoms (chills, nausea, vomiting, diarrhea, headache, conjunctivitis, 

myalgia, arthralgia, loss of taste or smell, fatigue, or general malaise) 

 

Broad-Term 

Fever ≥38°C 

The signs and symptoms below: 

1. Feverish 

2. Sore throat 

3. Cough 

4. Shortness of breath/difficulty breathing (nasal flaring*) 

5. Chills 
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6. Nausea 

7. Vomiting 

8. Diarrhea 

9. Headache 

10. Red or watery eyes (conjunctivitis) 

11. Body aches such as muscle pain or joint pain (myalgia, arthralgia) 

12. Loss of taste/smell 

13. Fatigue (fatigue or general malaise or lethargy*) 

14. Loss of appetite or poor eating/feeding 

15. Confusion 

16. Dizziness 

17. Pressure/tightness in chest 

18. Chest pain 

19. Stomach ache (abdominal pain*) 

20. Rash 

21. Sneezing 

22. Runny nose 

23. Sputum/phlegm 

24. Other 

*Signs and symptoms observed in pediatric participants 
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CDC Definition 

At least two of the following symptoms: fever (measured or subjective), chills, rigors, 

myalgia, headache, sore throat, nausea or vomiting, diarrhea, fatigue, congestion, or 

runny nose  

OR 

Any one of the following symptoms: cough, shortness of breath, difficulty breathing, new 

olfactory disorder, or new taste disorder 

OR 

Severe respiratory illness with at least one of the following, clinical or radiographic 

evidence of pneumonia, or acute respiratory distress syndrome. 

  



24 

Trial Oversight 

Regeneron designed the trial in collaboration with CoVPN and NIAID, and gathered the 

data with the trial investigators. Regeneron analyzed the data. The investigators, site 

personnel, CoVPN/NIAID, and Regeneron were blinded to treatment-group 

assignments. A Data and Safety Monitoring Board convened by the National Institutes 

of Health evaluated safety data to make recommendations for trial modification and/or 

termination. 

The trial was conducted in accordance with the principles of the Declaration of Helsinki, 

the International Council for Harmonisation Good Clinical Practice guidelines, and all 

applicable regulatory requirements. The central or local institutional review board or 

ethics committee at each study center oversaw trial conduct and documentation. All 

participants provided written informed consent before participating in the trial. 
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Additional Statistical Methods 

Analyses for Key Secondary Efficacy Endpoints 

For the key secondary efficacy endpoints, the binary endpoints of proportion of 

participants were analyzed using the logistic regression similar to the primary efficacy 

endpoint. The continuous endpoints for duration of events were analyzed by Van 

Elteren test stratified by region (US vs. ex-US) and age (≥12 to <50 years vs. ≥50 

years). The endpoint of proportion of participants with index case linkage to REGEN-

COV treatment in study COV-2067 was analyzed by Fisher exact test. 

Missing Data Imputation 

Participants with missing central lab RT-qPCR test results were considered as 

symptomatic infections if any symptoms occurred within 14 days of a positive SARS-

CoV-2 test from a local lab.  

For viral load endpoints, if nasopharyngeal swab viral load data is missing for a visit, it is 

not imputed regardless of symptoms. Only non-missing available nasopharyngeal swab 

viral load data are used for the analysis for viral load endpoints. Only participants with at 

least one post-baseline viral load data in nasopharyngeal swab samples are included in 

the analysis.  
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Pharmacokinetic Analysis Methods 

Bioanalytical Methods 

The human serum concentrations of REGN10933 (casirivimab) and REGN10987 

(imdevimab) were measured using validated immunoassays which employ streptavidin 

microplates from Meso Scale Discovery (MSD, Gaithersburg, MD, USA). The methods 

utilized two anti-idiotypic monoclonal antibodies, each specific for either REGN10933 or 

REGN10987, as the capture antibodies. Captured REGN10933 and REGN10987 were 

detected using two different, non-competing anti-idiotypic monoclonal antibodies, each 

also specific for either REGN10933 or REGN10987. The bioanalytical methods 

specifically quantitated the levels of each anti-SARS-CoV-2 spike monoclonal antibody 

separately, with no interference from the other antibody. The assay has a lower limit of 

quantification of 0.156 mg/L for each analyte in the undiluted serum sample. 

Pharmacokinetic Methods 

The pharmacokinetic (PK) analysis population included all participants who received 

any study drug (safety population) and who had at least one non-missing result 

following the first dose of study drug. Participants were analyzed based on actual 

treatment received. For the sentinel group of Part A, 12 participants were included in the 

PK analysis set. For the safety group of Part A, 89 participants were included in the PK 

analysis set. Overall, the PK analysis set is comprised of 101 participants. 

Blood samples for measurement of casirivimab and imdevimab concentrations in 

serum were collected from the first 30 participants randomized to 1200 mg SC or 

placebo (sentinel group, subset 1) at predose and on Days 2, 4, 8, 15, 22, 29, 57, 85, 
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113, 141, 169, 197, and 225. Blood samples for drug concentration also were collected 

in the 31st to 400th participants randomized to 1200 mg or placebo (safety group, subset 

2) at predose and on Days 29, 57, 113, 169, and 225. 

From the above drug concentration sampling schedule, PK parameters were 

determined by non-compartmental methods (Gibaldi 1982) using Phoenix WinNonlin 

(Certara Corporation). Area under the curve in serum from day 0 to 28 (AUC0-28) was 

determined using the log-linear trapezoidal rule and actual sample collection times. 

Area under the curve from time zero extrapolated to infinite time (AUCinf) was 

determined as area under the curve through the last measurable concentration (Clast) + 

Clast/λz, where λz is the slope of the terminal phase of the concentration–time curve. Cmax 

was determined as the maximum observed concentration in serum and tmax was the 

time of maximal concentration in serum. The observed half-life (t1/2) was estimated 

using actual times. 
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Supplementary Results 

Initial Descriptive Assessment  

As this phase 3 trial was conducted without any prior phase 2 prevention data, an initial 

descriptive assessment (without formal testing) of the first 554 participants in Part A was 

conducted to verify the assumptions made during study planning, estimate the sample 

size, and inform the phase 3 analysis plans (as detailed in the statistical analysis plan). 

In 409 out of 554 individuals without current or prior infection (RT-qPCR-

negative/seronegative), REGEN-COV reduced symptomatic infection by 100% (0% 

[0/186] vs. 3.6% [8/223], REGEN-COV vs. placebo, respectively) and overall 

(symptomatic and asymptomatic) infection by 47.9% (5.4% [10/186] vs. 10.3% [23/223], 

REGEN-COV vs. placebo, respectively). REGEN-COV also reduced the total duration 

of transmissibility (9 weeks vs. 44 weeks of infection, and 0 vs. 22 weeks of high viral 

load [>104 copies/mL] in the REGEN-COV and placebo groups, respectively). 
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Impact of Treatment of Index Cases on Household Contacts 

We sought to understand whether treatment of an index case with REGEN-COV would 

impact rates of infection, symptomatic or asymptomatic, in household contacts in this 

study. No apparent differences in infection rates were observed. Among household 

contacts receiving placebo in this study, 23/116 (19.8%) lived with an index case (first 

known household member with SARS-CoV-2 infection) who received REGEN-COV in 

study COV-2067 while 10/51 (19.6%) lived with an index case who received placebo 

(participants were randomized 2:1 REGEN-COV to placebo). Among household 

contacts receiving REGEN-COV in this study, 6/113 (5.3%) and 3/60 (5.0%) resided 

with an index case who received REGEN-COV or placebo, respectively, in study COV-

2067.   
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Supplementary Figures 

Figure S1. Schematic Overview of the Study Design 

 

*Pediatric participants are not included in the presented analysis. Covid-19 denotes coronavirus disease 2019, D day, EAP efficacy assessment period, RT-qPCR 
quantitative reverse transcription polymerase chain reaction, and  SC subcutaneous.  
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Figure S2. Flow Diagram for the Analysis Population 

 

*Excludes the 554 participants from the administrative analysis for efficacy analyses; these particpants were included in the safety analysis population. EAP 
denotes efficacy assessment period, mFAS modified full analysis set, RT-qPCR quantitative reverse transcription polymerase chain reaction, and SC 
subcutaneous. 
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†This is the mFAS-A population. 
‡Seropositive means one or more positive results from an anti-SARS-CoV-2 antibody test; sero-undetermined means there was a borderline positive anti-SARS-
CoV-2 antibody test.  
§Seronegative means no evidence of prior infection (no evidence of anti-SARS-CoV-2 antibodies).  
ǁThis is the seronegative mFAS-A (primary efficacy analysis) population. 
¶One participant was randomized but not treated and therefore did not complete the EAP but was included in the seronegative mFAS-A population. 
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Figure S3. Heatmap of High SARS-CoV-2 Viral Load Infection (>104 Copies/mL) Over Time 

 

*Each row represents an individual participant with SARS-CoV-2 infection.   
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Figure S4. Mean (±SD) Concentrations of Casirivimab (REGN10933) and Imdevimab (REGN10987) in Serum Over 

Time in Adults with Household Contact Exposure to Individuals with SARS-CoV-2 Infection (Part A Sentinel 

Group) 

 

SC denotes subcutaneous, and SD standard deviation.
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Supplementary Tables 

Table S1. Hierarchy Testing Sequence of Key Secondary Efficacy Endpoints 

Sequence Key Secondary Efficacy Endpoint 
1 Proportion of participants with viral load >4 log10 copies/mL in nasopharyngeal swab samples during the EAP 
2 Number of weeks of symptomatic RT-qPCR confirmed SARS-CoV-2 infection (broad-term) during the EAP 
3 Number of weeks of high-viral load >4 log10 copies/mL in nasopharyngeal swab samples during the EAP 
4 Number of weeks of RT-qPCR confirmed SARS-CoV-2 infection (regardless of symptoms) during the EAP 
5 Proportion of participants who have a RT-qPCR confirmed SARS-CoV-2 infection (regardless of symptoms) during the EAP 
6 Proportion of participants in placebo group with a RT-qPCR confirmed SARS-CoV-2 infection during the EAP with an index case 

participating in study COV-2067 (comparison of those whose index cases receive REGEN-COV versus placebo in study COV-
2067) 

EAP denotes efficacy assessment period, and RT-qPCR quantitative reverse transcription polymerase chain reaction.   
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Table S2. Demographics and Baseline Characteristics (Seropositive) 

 Placebo 
(N=222) 

REGEN-COV 1200 mg 
SC 

(N=235) 

Total 
(N=457) 

Age – years    
Mean (range) 41.5 (12–80) 40.6 (12–77) 41.0 (12–80) 
≥50 – no. (%) 72 (32.4) 72 (30.6) 144 (31.5) 

Male sex – no. (%) 108 (48.6) 114 (48.5) 222 (48.6) 
Race – no. (%)    

White 189 (85.1) 179 (76.2) 368 (80.5) 
Black or African American 27 (12.2) 45 (19.1) 72 (15.8) 
Asian 2 (0.9) 7 (3.0) 9 (2.0) 
Native Hawaiian or Pacific Islander 0 1 (0.4) 1 (0.2) 
Other 4 (1.8) 3 (1.3) 7 (1.5) 

Ethnicity — no. (%)    
Hispanic or Latino 150 (67.6) 161 (68.5) 311 (68.1) 
Not Hispanic or Latino 72 (32.4) 74 (31.5) 146 (31.9) 
Other 0 0 0 

Mean weight — kg 82.8±19.58 80.8±18.95 81.8±19.26 
Body-mass index†    

Mean 29.4±6.18 28.7±6.29 29.0±6.24 
>30 – no. (%) 85 (38.3) 88 (37.4) 173 (37.9) 

Participants with any high-risk factor for Covid-19 – no. (%) 63 (28.4) 61 (26.0) 124 (27.1) 
≥65 years of age 18 (8.1) 14 (6.0) 32 (7.0) 
Body-mass index† ≥35 kg/m2 38 (17.1) 35 (14.9) 73 (16.0) 
Chronic kidney disease 2 (0.9) 1 (0.4) 3 (0.7) 
Diabetes 12 (5.4) 13 (5.5) 25 (5.5) 
Immunosuppressive disease 0 2 (0.9) 2 (0.4) 
Receiving immunosuppressive treatment 0 1 (0.4) 1 (0.2) 
≥55 years of age with CVD, hypertension, or COPD 20 (9.0) 19 (8.1) 39 (8.5) 

Total no. of households 213 228 413 
Number of households by size – no. (%)‡    

1 180 (84.5) 195 (85.5) 375 (90.8) 
2 27 (12.7) 27 (11.8) 32 (7.7) 
3 6 (2.8) 6 (2.6) 6 (1.5) 
4 0 0 0 
>4 0 0 0 
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Participants with an index case participating in study COV-
2067– no. (%) 

38 (17.1) 32 (13.6) 70 (15.3) 

*Plus-minus values are means ±SD. BMI denotes body mass index, COPD chronic obstructive pulmonary disease, CVD cardiovascular disease, SC 
subcutaneous, and SD standard deviation. 
†The body-mass index is the weight in kilograms divided by the square of the height in meters. 
‡Household size is calculated by counting the seronegative study participants in Part A. Percentages are based on the number of households as the denominator, 
instead of the number of participants. 
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Table S3. Proportion of Participants Who Have a Symptomatic RT-qPCR-Confirmed SARS-CoV-2 Infection 

(Broad-Term) by Week 

 Placebo 
(N=752) 

REGEN-COV 1200 mg SC 
(N=753) 

Relative Risk Difference 

Week 1 32 (4.3%) 9 (1.2%) 71.9% 
Week 2 13 (1.7%) 0 (0%) 

92.6% Week 3 7 (0.9%) 1 (0.1%) 
Week 4 7 (0.9%) 1 (0.1%) 

RT-qPCR denotes quantitative reverse transcription polymerase chain reaction, and SC subcutaneous. 
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Table S4. Proportion of Participants Who Have a Symptomatic RT-qPCR-Confirmed SARS-CoV-2 Infection by 

Definition 

 Placebo 
(N=752) 

REGEN-COV 1200 mg SC 
(N=753) 

Broad-term symptomatic infection*   
n/N (%) 59/752 (7.8) 11/753 (1.5) 
Relative risk reduction - 81.4% 
Odds ratio (95% CI)† - 0.17 (0.09, 0.33) 
P-value† - <0.0001 

CDC definition of symptomatic infection   
n/N (%) 46/752 (6.1) 6/753 (0.8) 
Relative risk reduction - 87.0% 
Odds ratio (95% CI)† - 0.12 (0.05, 0.29) 
P-value† - <0.0001 

Strict-term symptomatic infection   
n/N (%) 22/752 (2.9) 2/753 (0.3) 
Relative risk reduction - 90.9% 
Odds ratio (95% CI)† - 0.09 (0.02, 0.37) 
P-value† - 0.0010 

*Primary end point. CDC denotes Centers for Disease Control and Prevention, CI confidence interval, RT-qPCR quantitative reverse transcription polymerase 
chain reaction, and SC subcutaneous. 
†Based on logistic regression model adjusted by region (US vs. ex-US) and age group (12 to <50 vs. ≥50 years). 
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Table S5. Proportion of Participants Who Have a Symptomatic RT-qPCR-Confirmed SARS-CoV-2 Infection 

(Broad-Term) by Baseline Serology Status 

 Placebo REGEN-COV 
1200 mg SC 

Seronegative*   
n/N (%) 59/752 (7.8) 11/753 (1.5) 
Relative risk reduction - 81.4% 
Odds ratio (95% CI)† - 0.17 (0.09, 0.33) 
P-value - <0.0001 

Seropositive   
n/N (%) 5/222 (2.3) 1/235 (0.4) 
Relative risk reduction - 81.1% 
Odds ratio (95% CI)† - 0.19 (0.02, 1.68) 
P-value - 0.1369 

Seronegative, seropositive, and sero–undetermined    
n/N (%) 66/1021 (6.5) 12/1046 (1.1) 
Relative risk reduction - 82.3% 
Odds ratio (95% CI)† - 0.17 (0.09, 0.31) 
P-value - <0.0001 

*Primary end point. CI denotes confidence interval, RT-qPCR quantitative reverse transcription polymerase chain reaction, and SC subcutaneous. 
†Based on the logistic regression model adjusted by region (US vs. ex-US) and age group (12 to <50 vs. ≥50 years). 
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Table S6. Proportion of Participants with SARS-CoV-2 Infection by Viral Load Category 

 Placebo 
(N=749) 

REGEN-COV 1200 mg SC 
(N=745) 

qPCR >103 copies/mL   
n/N (%) 92/749 (12.3) 28/745 (3.8) 
Relative risk reduction - 69.4% 
Odds ratio (95% CI)* - 0.28 (0.18, 0.43) 

qPCR >104 copies/mL   
n/N (%) 85/749 (11.3) 12/745 (1.6) 
Relative risk reduction - 85.8% 
Odds ratio (95% CI)* - 0.13 (0.07, 0.24) 

qPCR >105 copies/mL   
n/N (%) 78/749 (10.4) 5/745 (0.7) 
Relative risk reduction - 93.6% 
Odds ratio (95% CI)* - 0.06 (0.02, 0.14) 

*Based on logistic regression model adjusted by region (US vs. ex-US) and age group (12 to <50 vs. ≥50 years). qPCR denotes quantitative polymerase chain 
reaction, and SC subcutaneous. 
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Table S7. Summary of Secondary Viral Load Endpoints Among Participants With a Positive RT-qPCR 

(Seronegative) 

Endpoint 
Placebo 
(N=107) 

REGEN-COV 1200 mg SC 
(N=36) 

Time-weighted average of viral load (log10 copies/mL) from the first positive SARS-
CoV-2 RT-qPCR until the second weekly visit after the first positive test*   

n 98 33 
Mean (SD) 3.79 (1.88)  1.34 (0.93)  
LS mean difference (SE) vs. placebo [95% CI]† - -2.48 (0.34) [-3.16 to -1.81] 

Time-weighted average of viral load (log10 copies/mL) from the first positive SARS-
CoV-2 RT-qPCR until the third weekly visit after the first positive test*   

n 98 33 
Mean (SD) 3.07 (1.65) 0.99 (0.63)  
LS mean difference (SE) vs. placebo [95% CI]† - -2.12 (0.30) [-2.71 to -1.54] 

Maximum SARS-CoV-2 RT-qPCR viral load (log10 copies/mL) among individuals with 
≥1 positive RT-qPCR*   

n 107 36 
Mean (SD) 6.41 (2.20) 3.99 (1.26) 
LS mean difference (SE) vs. placebo [95% CI]† - -2.43 (0.39) [-3.20 to -1.66] 

SARS-CoV-2 RT-qPCR viral load (log10 copies/mL) corresponding to the onset of first 
positive RT-qPCR*   

n 104 36 
Mean (SD) 6.39 (2.149) 3.96 (1.28) 
LS mean difference (SE) vs. placebo [95% CI]† - -2.44 (0.38) [-3.19 to -1.69] 

Area under the curve in viral load (log10 copies/mL∙day) from the first positive SARS-
CoV-2 RT-qPCR until the first confirmed negative test*ǂ   

n 81 33 
Mean (SD) 65.98 (47.69) 19.70 (14.83) 
LS mean difference (SE) vs. placebo [95% CI]† - -47.68 (8.65) [-64.82 to -30.53] 

*In nasopharyngeal swab samples, that has an onset/during the efficacy assessment period. LS denotes least-squares, RT-qPCR quantitative reverse 
transcription polymerase chain reaction, SC subcutaneous, SD standard deviation, and SE standard error. 
†Least-squares mean and standard error taken from the analysis of variance method with the fixed categorical effects of treatment group, age group (≥12 to <50 
vs. ≤50 years), and region (US vs. ex-US). 
ǂFor these endpoints, data collection on viral load is ongoing in the follow-up period.  
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Table S8. Overview of Treatment-Emergent Adverse Events 

no. (%) 

Placebo 
(N=1306) 

REGEN-COV 1200 mg SC 
(N=1311) 

Overall Non-Covid-19 Overall Non-Covid-19 
Number of TEAEs 709 481 556 483 
Number of grade ≥3 TEAEs  25 19 21 21 
Number of serious TEAEs 17 11 14 14 
Number of AESIs 0 0 0 0 
Number of TEAEs resulting in study drug being withdrawn  0 0 0 0 
Number of TEAEs resulting in death  2 2 2 2 
Participants with at least one TEAE 379 (29.0) 215 (16.5) 265 (20.2) 210 (16.0) 
Participants with at least one grade ≥3 TEAE  22 (1.7) 17 (1.3) 11 (0.8) 11 (0.8) 
Participants with at least one serious TEAE 15 (1.1) 10 (0.8) 10 (0.8) 10 (0.8) 
Participants with at least one AESI 0 0 0 0 
Participants with at least one TEAE resulting in study drug being 
withdrawn  

0 0 0 0 

Participants with at least one TEAE resulting in death  2 (0.2) 2 (0.2) 2 (0.2) 2 (0.2) 
AESI denotes adverse event of special interest, SC subcutaneous, and TEAE treatment-emergent adverse event. 
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Table S9. Serious Adverse Events 

System Organ Class 
Preferred Term – no. of participants (%) 

Placebo 
(N=1306) 

REGEN-COV 1200 mg SC 
(N=1311) 

Participants with at least one serious TEAE 15 (1.1) 10 (0.8) 
Infections and infestations  9 (0.7) 4 (0.3) 

Gastroenteritis  0 1 (<0.1) 
Pneumonia  1 (<0.1) 1 (<0.1) 
Sepsis  0 1 (<0.1) 
Soft tissue infection  0 1 (<0.1) 
Appendicitis  1 (<0.1) 0 
Covid-19  4 (0.3) 0 
Covid-19 pneumonia  2 (0.2) 0 
Scrotal abscess  1 (<0.1) 0 
Urinary tract infection  1 (<0.1) 0 

Cardiac disorders  1 (<0.1) 1 (<0.1) 
Acute myocardial infarction  0 1 (<0.1) 
Cardiac failure congestive  0 1 (<0.1) 
Cardiac arrest  1 (<0.1) 0 

Gastrointestinal disorders  1 (<0.1) 1 (<0.1) 
Abdominal pain upper  0 1 (<0.1) 
Abdominal pain  1 (<0.1) 0 

General disorders and administration-site conditions  0 1 (<0.1) 
Sudden death  0 1 (<0.1) 

Hepatobiliary disorders  0 1 (<0.1) 
Cholecystitis acute  0 1 (<0.1) 

Injury, poisoning, and procedural complications  1 (<0.1) 1 (<0.1) 
Ankle fracture  0 1 (<0.1) 
Foot fracture  0 1 (<0.1) 
Tibia fracture  0 1 (<0.1) 
Gunshot wound  1 (<0.1) 0 

Neoplasms benign, malignant and unspecified (incl. cysts and polyps)  1 (<0.1) 1 (<0.1) 
Cervix carcinoma recurrent  0 1 (<0.1) 
Breast cancer  1 (<0.1) 0 

Respiratory, thoracic, and mediastinal disorders  0 1 (<0.1) 
Respiratory failure  0 1 (<0.1) 

Psychiatric disorders  2 (0.2) 0 
Mania  1 (<0.1) 0 
Suicidal ideation  1 (<0.1) 0 
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Vascular disorders  1 (<0.1) 0 
Essential hypertension  1 (<0.1) 0 

SC denotes subcutaneous, and TEAE treatment-emergent adverse event. 
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Table S10. Deaths 

System Organ Class 
Preferred Term, no. of participants (%) 

Placebo 
(N=1306) 

REGEN-COV 1200 mg SC 
(N=1311) 

Participants with at least one TEAE leading to death 2 (0.2) 2 (0.2) 
Cardiac disorders  1 (<0.1) 1 (<0.1) 

Cardiac failure congestive  0 1 (<0.1) 
Cardiac arrest  1 (<0.1) 0 

General disorders and administration-site conditions  0 1 (<0.1) 
Sudden death  0 1 (<0.1) 

Injury, poisoning, and procedural complications  1 (<0.1) 0 
Gunshot wound  1 (<0.1) 0 

SC denotes subcutaneous, and TEAE treatment-emergent adverse event. 

  



47 

Table S11. Summary of PK Parameters for Casirivimab and Imdevimab After a Single 1200 mg SC Dose of 

REGEN-COV* in Part A Participants 

PK Parameter† Casirivimab 
(REGN10933) 

Imdevimab 
(REGN10987) 

Cmax (mg/L) 58.5 (24.5) [11] 55.2 (25.0) [11] 
tmax (day) ‡ 8.0 (4.0, 87.0) [11] 7.0 (4.0, 15.0) [11] 
AUC0-28 (mg●day/L) 1099 (406) [11] 990 (409) [11] 
AUCinf (mg●day/L) § 2771 (1549) [10] 2143 (1316) [10] 
C28 (mg/L) ǁ,¶ 30.4 (11.9) [83] 24.6 (9.65) [84] 
Half-life (day) 32.4 (9.48) [10] 27.0 (7.57) [10] 

*1200 mg of REGEN-COV contains 600 mg casirivimab and 600 mg of imdevimab. 
†Mean (SD) [N]. PK denotes pharmacokinetics, SC subcutaneous, and SD standard deviation. 
‡Median (range) [N]. 
§Value reported for participants with %AUCinf extrapolated <20%. 
ǁObserved concentration 28 days after dosing, i.e., on Day 29, as defined in the protocol. 
¶Value represents participants in the sentinel and safety groups. 
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