Page 2 of 2

COMMENTS AND SUGGESTIONS 
TITLE: TECHNICAL SPECIFICATION FOR PREQUALIFICATION OF BLOOD PRESSURE MEASUREMENT DEVICES (BPMD)
	Name (first name/last name):  

Affiliation: 

Country: 

Email: 


	SECTIONS/PAGE AND LINE NO.
	ORIGINAL TEXT
	COMMENT
	SUGGESTED AMENDMENT
	INTERNAL USE ONLY
[BLANK]

	GENERAL COMMENT

	

	

	SECTION 1 –ADMINISTRATIVE

	
	
	
	
	

	
	
	
	
	

	SECTION 2 – SUBMISSION CONTEXT

	
	
	
	
	

	
	
	
	
	

	TABLE 1: MEDICAL DEVICE TECHNICAL SPECIFICATION

	
	
	
	
	

	
	
	
	
	

	SECTION 3 – NON-CLINICAL EVIDENCE

	
	
	
	
	

	
	
	
	
	

	SECTION 4 – CLINICAL EVIDENCE

	
	
	
	
	

	
	
	
	
	

	TABLE 2: REQUIREMENTS FOR VARIOUS PARAMETERS OF THE UNIVERSAL VALIDATION STANDARD;  

BASED ON ISO 81060-2:2018 

	
	
	
	
	

	
	
	
	
	

	SECTION 5 – LABELLING AND PROMOTIONAL MATERIAL

	
	
	
	
	

	
	
	
	
	

	SECTION 6A –QUALITY MANAGEMENT SYSTEM PROCEDURES

	
	
	
	
	

	
	
	
	
	

	SECTION 6B – QUALITY MANAGEMENT SYSTEM DEVICE SPECIFIC INFORMATION

	
	
	
	
	

	
	
	
	
	

	OTHER COMMENTS

	

	


