
Expertise and experience
Helping you understand Software as a Medical Device



Is my Software a Medical Device?

The first stage is to confirm your product or service is legally 

classified a SaMD. The product must first have a stated intended 

purpose that is medical, as defined by the Medical Directives. It is 

sometimes difficult to determine if your software or part (modules) 

of your software has a medical purpose (borderline purposes). Refer 

to the guidance document (MEDDEV 2.1/6) if you require assistance. 

If your software is an accessory to a medical device, MEDDEV 2.1/6 

states, “if the software is an accessory to a medical device, it is not a 

medical device, but it falls under the MDD 93/42/EEC.”  

If you are unsure regarding classification, please contact our friendly 

experts on 1300 730 134.

The European Commission's guidance MEDDEV 2.1/6 is only 

applicable to standalone software which it defines as:

“Software which is not incorporated in a medical device at the time 

of its placing on the market or its making available.”

As indicated in the MDD, standalone software which has a medical 

purpose is considered to be an active medical device.  Classification 

depends on the risk to the patient and users. To classify your 

software fully you will need to review rules 9, 10, 11 and 12 of Annex 

IX of the MDD and also Annex IX, 2.3: Software which drives a device 

or influences the use of a device, falls automatically in the same 

device class. 

AIMD and IVD Directives

Standalone software shall be classed as an AIMD/ IVD or an 

accessory to an AIMD/ IVD provided that it meets the definition 

contained in the relevant Directive.

The long established three Medical Device Directives: Medical Device 

Directive (MDD), Active Implantable Medical Device Directive (AIMDD) 

and In Vitro Diagnostic Directive (IVDD), effectively encompass 

software embedded within a conventional medical device. This 

would then be classified as part of the product and not require 

separate consideration. 

This document provides information regarding Standalone Software 

as a Medical Device (SaMD). The steps you take to define, classify, 

develop and test your software is critical to both your business 

and patient health when it applies to a medical device. Meeting the 

requirements of the applicable Medical Directive and applying CE 

marking has to take place before the medical device software can be 

placed on the market within Europe.

The Medical Device Directives state:

'For devices which incorporate software or which are 

medical software in themselves, the software must 

be validated according to the State of the Art taking 

into account the principles of development lifecycle, 

risk management, validation and verification.‘

The effects of software on the safety and performance of medical devices has 
continued to grow in significance over the recent years. The assessment of 
medical devices software has raised more questions than answers. Now there 
are clearer definitions and regulatory requirements that must be followed for 
any software that is classified as a medical device. 



Development of Medical Device Software

Software Validation

The Directives require employing "State of the Art" methods of 

software validation, therefore you should stay up to date in the fast 

paced and ever changing software market.

Software developed by others

The internal software that you develop specifically for your device 

may need to comply with the medical device directives, but you also 

need to consider software developed by subcontractors and SOUP 

(software of unknown provenance, including off-the-shelf software).  

Before you start to develop your software, identify the relevant 

directives, standards, and guidance documents recommended 

to develop, maintain, and validate medical software according to 

the State of the Art. The diagram below contains the documents 

you should consider as a starting point. Early consideration of 

the regulatory requirements will reduce the need to rework your 

software later in the development cycle.

It is critical that you're prepared early in the development process to 

develop the basic knowledge necessary to evaluate software lifecycle 

processes and risk management to ensure that they are compliant 

with the medical directives. 

Consider who will use the software, and ensure the user interface is 

suitable for your target operator, different language and knowledge 

should be assumed based on the software being used by a patient 

directly or a clinician. 

medicaldevices.bsigroup.com

Standalone application software 
for remotely collecting patient data 

for clinicians to analyze

      Standalone software used 
    to program and collect data 
from implantable devices

Infusion pump rate setting 
assistance software       .

Picture Archiving
and Communication 

Software  (PACS) 

Image processing    
software 

Apps for phones 
 e.g ECG, ophthalmic 
  assessments

Radiation therapy 
    planning software

BSI 
software
expertise

BSI’s SaMD experience includes:
(SaMD): Standalone Software as a Medical Device
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Three unique reasons include:

Experience and expertise  

You can be rest assured by increased patient safety, thereby reducing your corporate risk.

Focus on service  

BSI offers a premium customized service, giving you a greater level of flexibility as well as predictability.

Market Access  

Our speed-to-market service means your product reviews won't slow down your launch plans, helping you to stay ahead of the 

competition.

Contact Us
BSI Group ANZ Pty Ltd
Suite 2, Level 7, 15 Talavera Road, Macquarie Park NSW 2113
Ph: 1300 730 134 
Email: info.aus@bsigroup.com
Web: bsigroup.com/en-au

Why choose BSI for certification?

Many BSI QMS assessors and client managers are medical device life cycle experts.

Many of our active medical device and IVD instrument assessors and client managers have significant years of experience in auditing medical 

device software for compliance with IEC 62304.

BSI Software Technical Specialists are software life cycle process experts having performed technical visits to client sites and design dossier 

reviews, assessing any medical devices with software for compliance with the medical device directives for CE marking purposes.

Several of BSI’s QMS assessors have TickIT certification (third-party certified through IRCA) and conduct process-based audits taking into 

account ISO/IEC 90003:2004, Software and System Engineering Guidelines for the application of ISO 9001 to computer software.
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