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Table 3.2: Table of study procedures 

Phase III Trial, 2 Visits, 1 Vaccination, 2 Blood Samples, 2 Telephone Calls,  
180 Days’ Duration per Subject 

Visit/Contact Visit 1 Telephone Call 1 Visit 2 Telephone Call 2 
Trial timelines (days) D0 D08 D30 D180 
Time windows (days) -- +2 days +14 days +14 days 

Informed consent form X    
Inclusion/exclusion criteria X    
Collection of demographic data X    
Urine pregnancy test (if applicable) X    
Medical history X    
Physical examination* X    
Review of temporary contraindications for blood 
sampling†   X  

Randomization/allocation of subject number X    
Blood sampling (BL) 10 milliliter (mL)‡ BL1  BL2  
Vaccination§ X    
Immediate surveillance (30 minutes) X    
DC provided  X    
Telephone call  X**  X†† 
Recording of solicited injection site and systemic 
reactions D0 to D07    

Recording of unsolicited AEs Visit 1 through Visit 2  
DC reviewed and collected   X  
Recording of MAAEs‡‡   After Visit 2 to Telephone Call 2 
Reporting of SAEs To be reported throughout the study period 
Collection of reportable concomitant medications X  X  
MA provided§§   X  
Termination of active phase of trial   X  
Completion of 6-month follow-up    X 

















Sanofi Pasteur SAP Core Body for MET49 
395 – MenACYW conjugate vaccine 
 

Confidential/Proprietary Information 
Page 19 of 39 

Table 4.1: Solicited injection site reactions: terminology, definitions, and intensity scales 

CRF term 
(MedDRA lowest 
level term [LLT]) 

Injection site pain Injection site erythema Injection site swelling  

DC term Pain Redness Swelling 
Definition  

  

Presence of a redness including the 
approximate point of needle entry 

Swelling at or near the injection site 
Swelling or edema is caused by a fluid 
infiltration in tissue or cavity and, depending 
on the space available for the fluid to 
disperse, swelling may be either soft 
(typically) or firm (less typical) to touch and 
thus can be best described by looking at the 
size of the swelling 

Intensity scale* 
 

Grade 1: No interference with activity 
Grade 2: Some interference with activity 
Grade 3: Significant; prevents daily activity 

Grade 1: ≥ 25 to ≤ 50 mm 
Grade 2: ≥ 51 to ≤ 100 mm 
Grade 3: > 100 mm 

Grade 1: ≥ 25 to ≤ 50 mm 
Grade 2: ≥ 51 to ≤ 100 mm 
Grade 3: > 100 mm 

* For the subjective reaction of pain, subjects will record the intensity level (Grade 1, 2, or 3) in the diary card. For the measurable reactions of redness and swelling, they will record 
just the size of the reaction, and the classification as Grade 1, 2, or 3 will be assigned at the time of the statistical analysis 
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