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1. PARTICIPANT FLOW 
 

 

 
 
 
 
 
 
 
 
 
 

 
 
 
    

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ASSESSED FOR 
ELIGIBILITY 

(n=1090) 

ENROLLMENT 

ALLOCATION 

FOLLOW-UP 

ELIGIBLE 
(n=141) 

NOT CONSENTED 
(n=139) 

 
Reason for no consent: 

• Refusal (n=21) 
• Discharge planned for <48hrs (n=95) 

• Other (n=23) 

 

 

NOT ELIGIBLE 
(n=949) 

 
Reason for exclusion: 

• Covid test >14 days (n=19) 
• Receiving O2 Therapy (n=261) 

• Incapacity to consent (n=265) 

• Immunocompromised / Suppressed (n=78) 

• Haemoglobinopathies (n=5) 

• Vaccine (n=4) 

• Cardiac disease (n=41) 

• Liver Dysfunction (n=5) 

• Anaemia (n=36) 

• Another CTIMP (n=2) 

• Ongoing Dialysis (n=7) 

• Uncontrolled DM (n=14) 

• Compliance (n=19) 

• Other (n=135) 
 

COMPLETED FOLLOW-UP 
(n=2) 

RECEIVED INTERVENTION 
(n=2) 

CONSENTED 
(n=2) 
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2. BASELINE CHARACTERISTICS 
 

As the trial only recruited 2 participants to Appendix 3, baseline characteristics have been provided for 
each participant rather than as a range. 
 

VARIABLE  

Age 65/78 

Gender 1F/1M 

Ethnicity White British (n=2) 

Smoking Status Ex-smoker (n=2) 

BMI 21/25.4 

Reason for admission  Fall resulting in compression fracture 
Fall resulting in head injury but no LOC 

SARS CoV2 DETAILS 

Number of days from positive test to 
intervention 

3/9 

SARS CoV2 SYMPTOMS 

Fever n=1 

Cough n=2 

Wheeze n=0 

Dyspnoea n=2 

Loss of taste/smell n=0 

Sore throat n=2 

Headache n=0 

Diarrhea n=1 

Nausea/vomiting n=2 

Malaise/fatigue n=2 

Myalgia (muscle pain) n=1 

Arthralgia (joint pain) n=2 

Other n=0 
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Past Medical History 
 

 
 
Where other co-morbidity has been indicated, the following table shows the description: 
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Baseline Physical Assessment 
 

  
Baseline Abnormalities - General 

Baseline Abnormalities - Abdominal 

Baseline Abnormalities - Neurological 

Baseline Abnormalities – All categories 



DEFINE - Evaluating therapies for COVID 19 

Protocol Appendix 3: Allogeneic SARS-CoV-2 VSTs 
ISRCTN: ISRCTN14212905 
EudraCT: 2020-002230-32 

Page 5 of 10 

 

3. OUTCOME DATA 
 
The primary outcome for Appendix 3 of the Define CTIMP was safety, and this was assessed a number of 
ways (see table below).   

 
 
 
 
Summary safety detail can be found in the tables below.  However, as only 2 participants were recruited, 
no conclusions can be made using these results, and the research team have made no attempt to do so. 
 
 
 
  

Objectives Endpoints 

Primary 

To evaluate the safety of SARS-CoV-2 
VSTs as add-on therapy to SoC in 
patients with COVID-19. 

Safety will be assessed using: 
 

• Haematological and biochemical safety laboratory 
investigations 

• Directed cardio-respiratory physical examination 
• Vital signs (blood pressure / heart rate / respiratory rate, 

temperature)  
• Adverse events 

 
*No daily electrocardiogram (ECG) readings required for this appendix (only 
required at screening) 
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Clinically significant blood results (haematology and biochemistry safety) 

 
 

Directed cardio-respiratory physical exam day 1 to 7 (post infusion) - Respiratory 

 

Abnormal entries were the result of crepitations being heard during the daily cardio-respiratory assessment.   
 
No cardiovascular abnormalities were reported post infusion Day 1-7.  
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4. ADVERSE EVENTS 
 
No infusion reactions were reported during the trial. 
 
Table below details the adverse event reported during the trial, with summary details below. 

 
 
Summary of adverse event data 
24 events reported for 2 participants. 
No event was assessed as meeting criteria for SAE 
2 of the 24 had severity assessed as moderate, all others were assessed as mild 
Only 1 event was assessed as being possibly related to the intervention, and was unexpected. 
4 of the 24 events were ongoing at the end of the trial. 

Event 
Number 

Adverse Event SAE Severity Causality Expectedness Outcome 
(at end of 

trial) 

1 HYPOTENSION NO Moderate 
Possibly 
related 

Unexpected Resolved 

2 TACHYCARDIA NO Mild Unrelated N/A Resolved 

3 HYPOXIA NO Mild Unrelated N/A Resolved 

4 
INTERMITTENT OVERNIGHT 
CONFUSION 

NO Mild Unrelated N/A Resolved 

5 PRODUCTIVE COUGH NO Mild Unrelated N/A Resolved 

6 OXYGEN SATURATION REDUCED NO Mild Unrelated N/A Resolved 

7 ABNORMAL LIVER FUNCTION TESTS NO Mild Unrelated N/A Resolved 

8 URINARY TRACT INFECTION NO Mild Unrelated N/A Resolved 

9 
HOSPITAL ACQUIRED CHEST 
INFECTION REQUIRING ANTIBIOTICS 

NO Mild Unrelated N/A Resolved 

10 RAISED TROPONIN NO Mild Unrelated N/A Ongoing 

11 LOW MOOD NO Mild Unrelated N/A Ongoing 

13 LOW POTASSIUM (=3.1mmol/L) NO Mild Unrelated N/A Resolved 

14 
INFECTION OF UNKNOWN SOURCE - 
POSITIVE BLOOD CULTURES 

NO Moderate Unrelated N/A Resolved 

15 LOW WHITE CELL COUNT NO Mild Unrelated N/A Resolved 

16 HOSPITAL ACQUIRED PNEUMONIA NO Mild Unrelated N/A Resolved 

17 HYPOKALAEMIA NO Mild Unrelated N/A Resolved 

18 DEHYDRATION NO Mild Unrelated N/A Resolved 

19 VOMITING NO Mild Unrelated N/A Resolved 

20 SKIN IRRITATION (BACK) NO Mild Unrelated N/A Resolved 

21 BILATERAL LOWER LEG OEDEMA NO Mild Unrelated N/A Ongoing 

22 PRURITIS (BACK) NO Mild Unrelated N/A Ongoing 

23 HYPOTENSION NO Mild Unrelated N/A Resolved 

24 LOW ALBUMIN NO Mild Unrelated N/A Ongoing 
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5. APPENDIX 1 – FINAL FUNDER REPORT 
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