
Adverse events reported during the study 

 

Table 1. Summary of adverse events (Safety population) 

Adverse Events 

GROUP A 

(RoseFit) 

(N=35) 

n (%) 

GROUP B 

(Placebo) 

(N=35) 

n (%) 

Overall 

(N=70) 

n (%) 

Total Number of AEs Reported 06 09 15 

Subjects Reporting at least one AEs 03 (8.6%) 04 (11.4%) 07 (10%) 

Total Number of SAEs Reported 00 00 00 

Subjects Reporting Serious AEs 00 00 00 

Subjects Reporting drug-related AEs 00 00 00 

Subjects Reporting AEs leading to early 

discontinuation 
00 02 (5.7%) 02 (2.8%) 

Number of Deaths 00 00 00 

 

 

Table 2. Details of AEs experienced by the subjects (Safety population)  

Adverse Events Term 

GROUP A 

(RoseFit) 

(N=35) 

n (%) 

GROUP B 

(Placebo) 

(N=35) 

n (%) 

Overall 

(N=70) 

n (%) 

Subjects with atleast one AE 03 (8.6%) 04 (11.4%) 07 (10%) 

 

  Headache 03 (8.6) 01 (2.8) 04 (5.7) 

  Stomach ache 00 02 (5.7) 02(2.8) 

  Viral fever 02 (5.7) 00 02 (2.8) 

  Cold 01 (2.8) 01(2.8) 02 (2.8) 

  Sore throat 00 01 (2.8) 01 (1.4) 

  Fever 00 01 (2.8) 01 (1.4) 

  Bloating 00 01 (2.8) 01 (1.4) 

  Heart burn 00 01 (2.8) 01 (1.4) 

  Body Ache 00 01 (2.8) 01 (1.4) 

 

 

 

 

 

 


