		


Additional file 3: Any Adverse Reactions Revised (AAR-R)
	Date:                                                                                 Visit No:                                             Participant ID:

	Have you experienced any new symptoms after you received the study drug? 
(The interviewer asks about each symptom in the list below and the frequency). 

	Symptoms
	None
	Mild
	Moderate
	Markedly
	Sparsely occuring
	Recurrent, daily
	Ongoing: Yes/No/ Unknown 
	Associated with study drug:
Yes/No/ Unknown
	SAE/SUSAR


	Comment 

	Body as a whole
	
	
	
	
	
	
	
	
	
	

	Fever
	
	
	
	
	
	
	
	
	
	

	Freezing
	
	
	
	
	
	
	
	
	
	

	Hot flushes
	
	
	
	
	
	
	
	
	
	

	Sweating
	
	
	
	
	
	
	
	
	
	

	Erythema
	
	
	
	
	
	
	
	
	
	

	Itching
	
	
	
	
	
	
	
	
	
	

	Hives
	
	
	
	
	
	
	
	
	
	

	Infection
	
	
	
	
	
	
	
	
	
	

	Fatigue
	
	
	
	
	
	
	
	
	
	

	Headache
	
	
	
	
	
	
	
	
	
	

	Abdominal pain
	
	
	
	
	
	
	
	
	
	

	Backache
	
	
	
	
	
	
	
	
	
	

	Myalgias
	
	
	
	
	
	
	
	
	
	

	Arthralgias
	
	
	
	
	
	
	
	
	
	

	Other pain
	
	
	
	
	
	
	
	
	
	

	Rhinitis
	
	
	
	
	
	
	
	
	
	

	Sinusitis
	
	
	
	
	
	
	
	
	
	

	Pharyngitis
	
	
	
	
	
	
	
	
	
	

	Cough
	
	
	
	
	
	
	
	
	
	

	Asthma
	
	
	
	
	
	
	
	
	
	

	Dyspnoea
	
	
	
	
	
	
	
	
	
	

	Nausea
	
	
	
	
	
	
	
	
	
	

	Vomiting
	
	
	
	
	
	
	
	
	
	

	Diarrhoea
	
	
	
	
	
	
	
	
	
	

	Unsteadiness
	
	
	
	
	
	
	
	
	
	

	Anxiety
	
	
	
	
	
	
	
	
	
	

	Oedema
	
	
	
	
	
	
	
	
	
	

	Angioedema
	
	
	
	
	
	
	
	
	
	

	Other
	
	
	
	
	
	
	
	
	
	






