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US FDA Software Precertification Program: Regulatory Framework for Conducting the Pilot
Program within Current Authorities

O Software as a Medical Device (SaMD)

O Software in a medical device (SiMD)

O  Software that could be considered accessories to hardware medical devices.
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Software:

computer system

Type of Software
Application software
System software
Firmware

Programing software
Driver software
Freeware

Shareware

Open source software
Closed source software
Utility software
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1. computer programs, procedures and possibly associated
documentation and data pertaining to the operation of a

2. all or part of the programs, procedures, rules, and associated
documentation of an information processing system

3. program or set of programs used to run a computer
(ISO/IEC/IEEE24765: 2017 Systems and software engineering — Vocabulary

Examples (source: Coderus)

MS Office, SQL Server, Access, Google Sheets, Media Player, ERP, Zoom...
Windows, MacQS, Linux, IOS, Android...

Basic Input Output System (BIOS)...

GitHub, GitLab, Android Studio, Visual Studio Code, Notepad++...
Graphic cards, Network cards, Mouse and keyboard...

Dropbox, OneDrive, Mozilla Firefox, Google Chrome, Zoom...
WinZip...

Linux OS...

Skype...

Windows Task Manager, Anti-virus software...
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Software as a Medical Device (SaMD):

Application of Quality Management System
IMDRF/SaMD WG/N23 FINAL: 2015

1. An organizational structure that provides leadership, accountability, and governance with
adequate resources to assure the safety, effectiveness, and performance of SaMD;

2. Aset of SaMD lifecycle support processes that are scalable for the size of the organization
and are applied consistently across all realization and use processes; and

3. Aset of realization and use processes that are scalable for the type of SaMD and the size of
the organization; and that takes into account important elements required for assuring the
safety, effectiveness, and performance of SaMD
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Only to the extent that we have confirmed our insights by measurement can they become certainty.
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