
everything you need to know about

SOFTWARE VALIDATION  
FOR MEDICAL DEVICE  
MANUFACTURING COMPANIES



Consider how technology like telemedicine, AI-enabled 
medical devices, and electronic medical records were 
once innovations of the future. These systems are 
so widely adopted today that they are more of a 
necessity than a competitive advantage.

Medical device manufacturers are under 
tremendous pressure to stay innovative, but 
strict regulatory oversight often gets in the 
way of taking products to market quickly. 
With compliance initiatives harder and harder 
to reach on their own, MedTech companies 
need to go digital–not to gain a competitive 
advantage, but to even compete at all. 

Like most sectors, the life sciences industries face new  
challenges in a global market rife with competition. These  
challenges range in difficulty and stem from changing  
consumer behavior, accelerated technologies, and  
increased digitization within healthcare environments. 
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The European Union’s new Medical Devices Regulation 
(MDR), for example, is the long-awaited strengthening of 
the medical device regulatory framework and governs 
device manufacturing and distribution. The MDR de-
mands more stringent product safety and performance 
assessments while expanding the types of devices 
it regulates and how they’re tracked throughout the 
supply chain.

Similar to the MDR, India’s Central Drugs Standard Con-
trol Organization (CDSCO) recently extended regulatory 
oversight to new devices that now require registration as 
medical devices. MedTech companies face other regula-
tory challenges involving compliance with GDPR while EU 
regulators increase enforcement through substantial fines.  

TO CONTINUE THRIVING WORLDWIDE,  
MEDICAL DEVICE MANUFACTURERS NEED  

TO NOT ONLY UNDERSTAND BUT COMPLY 
WITH ALL REGULATIONS, WHILE PAYING  

SPECIAL ATTENTION TO UPDATED  
DIRECTIVES ALONG THE WAY. WORLDWIDE  

REGULATORY SCRUTINY
Life science companies are well aware of the extraordinary 
number of evolving regulations and governing bodies 
they must comply with to safeguard against defects. 
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Until recently, medical device manufacturers 
were mainly concerned with 21 CFR Part 820, 
which helps to ensure the safety of medical 
devices developed in the U.S. However, with 
regulations finally catching up with science and 
technology, medical device manufacturers need 
to know 21 CFR Part 11.  

21 CFR Part 11 outlines the standards developed by the 
FDA on electronic records and electronic signatures. Medi-
cal device manufacturers, drug-makers, biotech companies, 
food and beverage manufacturers, and others have clear 
rules for creating fully compliant electronic signatures and 
electronic records, including instructions for treating both 
the same as paper and handwritten signatures. 

WHAT IS 21 CFR PART 11?

Some of the most critical FDA regula-
tions for medical device manufacturers 
is found in Title 21 of the Code of Federal 
Regulations (21 CFR).
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WHY DOES IT MATTER  
FOR MEDTECH? 

Conditioned by digitization, patients, providers, and 
regulators expect electronic medical records and sig-

nature processing to happen instantly and seamlessly. 
Traditional methods require a paper trail, time to get all 

parties signed, and are typically more challenging to 
ensure compliance. 

With Part 11, not only is regulation catching up with 
technology, but this regulation makes it easier to 

demonstrate compliance and paves the way to elimi-
nate time-consuming processes. 

Since MedTech will need compliant electronic signa-
tures and medical records, they will require solution 

audits, software validations, and a method for securely 
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The FDA outlines validation requirements for software used in medical device development and manufacturing that 
ensure your FDA-regulated medical device company’s systems have been properly installed, meet user requirements, and 
work according to their intended purpose. 

Put simply, the software validation proves that a system does what it is supposed to do. 

Interestingly, the FDA offers only recommendations for companies to validate their software applications. Instead, it ex-
pects organizations to create their own validation process, including evidence and explanations of methods used.  

An important note: third-party software validation falls on the medical device manufacturer, not the developing company. 

What is Software Validation?

Software used as a compo-
nent, part, or accessory of a 
medical device

Software that is itself a 
medical device (e.g., blood 
establishment software)

Software used in the produc-
tion of a device (e.g., pro-
grammable logic controllers 
in manufacturing equipment)

Software used in implemen-
tation of the device man-
ufacturer’s quality system 
(e.g., software that records 
and maintains the device 
history record)

PER THE FDA, THIS GUIDANCE PERTAINS TO:
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High standards and strict regulations make  
technology decisions in the life sciences industry 
more challenging. 

With no one-size-fits-all approach for all medical device  
manufacturers, the assortment of technologies used, both 
hardware and software combinations, makes the difference  
in how quickly you push lifesaving drugs and technology  
to market.

WHY IS A TECH STACK SO  
IMPORTANT FOR YOUR COMPANY?

BUT IS IT COMPLIANT? 
MedTech companies need confidence in how their  
technologies securely protect vital, business-critical 
data that helps them grow while remaining compliant. 
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Steps to Ensure Compliance when Selecting Software for Growth
The practical approach to ensuring compliance while focusing on scalability, affordability, and cost is a plan. 

DEVELOP A  
VALIDATION PLAN

A software validation plan ensures 
your application adheres to predefined 
business requirements and meets in-
tended uses and expectations. Using 
a risk-based approach, develop a com-
plete list of software requirements, 
including various device scenarios 
and user circumstances. 

Initial validation plans must answer 
three fundamental questions: Who, 
What, Where. Your software vali-
dation plan should identify what 
needs to be validated and explain 
the system in detail. Include how it’s 
installed on particular operating sys-
tems, define the process flow and be 
sure to include both the most critical 
aspects and features and any poten-
tial limitations of the device. 

CREATE AND USE  
STANDARD OPERATING  
PROCEDURES (SOPs)

Because it outlines objectives, scope, 
responsibilities, and goals, developing 
SOPs is crucial in the software valida-
tion process.  

Before validating a software  
application, review and document 
its processes and include a set  
of instructions for end-users. 

The SOP should include detailed vali-
dation protocol, physical access con-
trols, document controls, and change  
control methodologies.

DOCUMENTED TRAINING  
ON SOPs

Regulated companies need to stay 
ready for inspections and audits.

In addition to understanding how 
to get the full range of technology 
benefits, employee SOP training 
explains how to properly use the 
device according to industry  
best practices and the software  
validation process. 

Upon completing 21 CFR Part 11 SOP 
training, be sure to get signed confir-
mation that all staff understand the 
handling of electronic records and 
electronic signatures. 
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THE RIGHT TECHNOLOGY 
FOR THE GREATEST IMPACT 
Pharmaceutical and life sciences are among the 
most heavily regulated industries in the world. Hav-
ing the right technology on your side not only saves 
you time staying up to date on changing regulatory 
landscapes but also increases a device’s chances 
of surviving and thriving in a competitive market.

To keep technology gaps from limiting your new 
medical device, choose the Enterprise Resource 
Planning (ERP) system MedTech manufacturers 
recognize for powerful cloud capabilities and  
meeting stringent FDA statutes.

NetSuite helps get your device through the 
whole FDA-regulated process successfully and 
fully compliant with all the federal and inter-
national regulations. By addressing the critical 
requirements of 21 CFR Part 11 and offering crucial 
operational support, NetSuite guides and simplifies 
regulatory compliance for medical device manu-
facturers. 
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ABOUT GREEN BUSINESS SYSTEMS
Green Business Systems specializes in Oracle NetSuite ERP, 
CRM and eCommerce implementation and optimization. As industry 
experts for the rapidly expanding Life Sciences industries, GBS helps 
MedTech manufacturers navigate complex regulatory landscape while 
streamlining medical device safety and global compliance.

Contact one of our Life Science technology experts for a demo.

WE CREATE SIMPLE  
AND EFFECTIVE  
SOLUTIONS TO COMPLEX 
BUSINESS CHALLENGES.

https://www.erpbygbs.com/contact-us/

