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Medical Devices grouping categories: 

Family:  

A medical device FAMILY is a collection of medical devices and each medical device FAMILY 

member: 

- Is from the same product owner  

- Is of the same risk classification  

- Has a common intended purpose  

- Has a common design and manufacturing process, and 

- Has variations that are within the scope of the permissible variants  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



SYSTEM:  

A Medical device SYSTEM Comprises of a number of medical devices and/ or accessories that are:  

- From the same product owner  

- Intended to be used in combination to achieve a common intended purpose;  

- Compatible when used as a SYSTEM 

- Sold under a single system name or  the labeling, IFU , brochures or catalogues for each 

constituent component indicates that the constituent component ids intended to be used 

together or for use with the SYSTEM  

Devices registered as part of a system shall only be supplied specifically for use with that SYSTEM. 

Any devices that is meant for supply for use with multiple systems should be registered together 

with each SYSTEMs alternatively, if these devices are compatible for use with one or multiple 

SYSTEMs from different product owners, they can be registered separately.    

 

A product owner of a medical device SYSTEM may incorporate medical device and/or accessories 

from other product owners ( or manufacturer) as a part of their SYSTEM to achieve the intended  

purpose of the device. These medical devices and/ or accessories should be grouped together as a 

SYSTEM, and information on all these devices and/or accessories such as authorization form their 

product owners for registration with the SYSTEM, evidence on use and compatibility with the 

SYSTEM should be submitted  

 

 

 

 

 

 

 

 

 

 

 

 

Reference: https://www.emergobyul.com/sites/default/files/file/sg-gn-12-r1-guidance-grouping-

medical-devices-for-registration.pdf 

Guidance on Grouping of Medical device for product registration, Nov 2017 



 

 

 


