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Confidential 1 

Subject ID MCN 

US3912024  

Preferred Terms:  Multiple organ dysfunction syndrome, Respiratory 

failure, Thrombocytopenia 

Treatment Assignment: mRNA-1273 

Relationship Not Related 

Baseline SARS-CoV-2 Negative 

 

 

A 72 year old male participant with history of Crohn’s disease, partial colectomy and 

short bowel syndrome developed thrombocytopenia on Day 67 post Dose 1 and 

multiple organ dysfunction syndrome and respiratory failure on Day 84 post Dose 1. 

Concomitant medications included diclofenac.  He received two doses of mRNA-

1273.  On Day 64 (37 days after dose 2), the subject experienced obstructing 

nephrolithiasis. Three days later, the patient went to the emergency room for left flank 

pain. Upon arrival his platelets were low and was hospitalized with thrombocytopenia 

and acute kidney failure secondary to obstructing nephrolithiasis. He was diagnosed 

with a left renal stone, which required placement of a renal stent. He was treated with 

transfusions. While hospitalized, the subject experienced a perforated duodenal ulcer 

and anemia. On Day 84, the subject went into acute hypoxic respiratory failure, was 

intubated and moved to the intensive care unit. He had multisystem organ failure and 

though his platelets had improved with transfusions, the subject never recovered, and 

he bled out. The subject’s family decided to discontinue any life-saving measures and 

he was taken off of the ventilator. The participant died on Day 86 (59 days from last 

dose). The cause of death was reported as thrombocytopenia, acute hypoxic 

respiratory failure and multisystem organ failure.  The event was considered not 

related. 
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Confidential 2 

 

Subject ID MCN 

US3032204  

Preferred Terms:  COVID-19 

Treatment Assignment: Placebo 

Relationship Not Related 

Baseline SARS-CoV-2 Negative 

 

 

A 54 year old male participant with history of type 1 diabetes and 

hypercholesterolemia experienced COVID-19 on Day 87 post Dose 1. The participant 

received two doses of mRNA-1273.  One month and 27 days from the last dose the 

participant experienced COVID-19 with a positive SARS-CoV-2 real-time reverse 

transcription polymerase chain reaction nasopharyngeal swab. He intermittently 

experienced mild to severe chills, cough, shortness of breath, difficulty breathing, 

fatigue, muscle aches, body aches, headache, nausea, vomiting, and diarrhea. He 

denied loss of taste, loss of smell, nasal congestion, runny nose, or sore throat. 

Subjects oxygen saturation ranged from 87-93% for approximately 3 days.  Treatment 

included azithromycin, methylprednisolone, ondansetron, acetylsalicylic acid and 

respiratory salbutamol. The participant died on Day 94. The cause of death was 

reported as COVID-19. The event was considered not related. 
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Confidential 3 

 

Subject ID MCN 

US3322199  

Preferred Terms:  Myocardial infarction 

Treatment Assignment: Placebo 

Relationship Not Related 

Baseline SARS-CoV-2 Negative 

 

A 64 year old male participant with history  of arrhythmia (supraventricular 

tachycardia), left bundle branch block, hypercholesterolemia, hypertension and pre-

diabetes experienced myocardial infarction on Day 75 post Dose 1.  The participant 

received two doses of mRNA-1273.  The subject died on Day 75. The cause of death 

was reported as fatal myocardial infarction, no further information was provided. The 

event was considered not related. 
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Confidential 4 

Subject ID MCN 

US3472001  

Preferred Terms:  Death (NOS) 

Treatment Assignment: mRNA-1273 

Relationship Not Related 

Baseline SARS-CoV-2 Negative 

 

 

A 70 year old male participant with history of hyperlipdemia, morbid obesity, 

hypertension, Wolff-Parkinson-White Syndrome, atrial fibrillation, left ventricular 

hypertrophy, mild aortic stenosis and obstructive sleep apnea experienced death 

(NOS) on Day 88 post Dose 1. Concomitant medications include apibaxan, 

atorvastatin, hydrochlorothiazide/losartan potassium, and metoprolol.  The participant 

received two doses of mRNA-1273.  

On Study Day 88 the participant was found dead on the bathroom floor. The cause of 

death was not yet determined. The event was considered not related. 
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Confidential 5 

Subject ID MCN 

US3832237  

Preferred Terms:  Death (NOS) 

Treatment Assignment: Placebo 

Relationship Not Related 

Baseline SARS-CoV-2 Negative 

 

A 50 year old male participant with history of anxiety and hypertension experienced 

death (NOS) on Day 81 post Dose 1. Concomitant medications included sertraline, 

losartan, metoprolol and clonidine.  The participant received two doses of mRNA-

1273.  The participant’s wife notified the clinic that he was found deceased  

 on Study Day 81. According to the subject’s wife, he had struggled in the past 

with severe alcohol addiction, mental health issues, and suicidal tendencies.  The 

cause of death was listed as pending at the time of this report. The event was 

considered not related 
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