
keeping software validation for 

MEDICAL DEVICE  
MANUFACTURING IN MIND



Time to market and regulatory compliance are especially valid concerns for med-
ical device manufacturers– but well worth the effort. Medical devices, after all, 

offer a lot of opportunities. 

Once considered “disruptive” after its 2018 projection to reach 
$410 billion by 2023, the global medical devices market  

actually struck $504.85 billion by 2020 and is expected to 
reach $629.40 billion in the year 2026 (and $745.0 billion 
by 2030). 

With such fantastic growth comes 
increased regulation. Some de-

vice makers are already straining 
resources to meet business de-
mand, so the FDA implementing 
new regulatory requirements is 
never welcomed news. 

Various company types make up the life sciences industry, each  
with ranging objectives that include competing and growing in a  
demanding environment. And while each organization’s end-product 
may be distinctive, one thing is the same: life science companies face 
many challenges in the pursuit of FDA compliance. 
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ERP FOR MANAGING  
“DISRUPTIONS”

An enterprise resource planning (ERP) system cre-
ates tremendous value for device manufacturing 
businesses because it takes vital processes and 
combines them into one centralized system for a 
new level of precision. From better supply chain 
control and waste reduction to increased automa-
tion, agility, and visibility throughout production, a 
life sciences ERP is how MedTech manufacturers 
become quicker decision-makers and better busi-
ness planners.   

When the primary objectives involve scientific 
breakthroughs and helping people realize a high-
er quality of life, a medical device manufacturer’s 
growth can hinge on a reputation for safe and 
effective equipment.  
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NetSuite is the preferred ERP solution for 
Life Sciences because it evolves within the in-
dustries it supports. 

With NetSuite, medical device manufacturing companies can 
automate FDA compliance processes and put the safest, 
most effective products on the market. 

By delivering the flexibility to thrive in current and  
future industry conditions, NetSuite helps medical  
device manufacturers focus on patients and practitioners 
having access to safe and efficient medical devices.

Companies with the most experience navigating the FDA’s 21 CFR know the best way to  
manage Part 11 compliance is NetSuite ERP for the Life sciences industries. Whether a  

medical device manufacturer is an early-stage startup or an established and growing company, 
NetSuite cost-effectively manages quality and supply chain traceability by following industry 

standards within strictly controlled means to meet the most stringent quality standards. 

NETSUITE ERP SIMPLIFIES 
LIFE SCIENCES COMPLIANCE
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NETSUITE AND 21 CFR PART 11 FOR MEDTECH

Tailored to meet the demands of MedTech business processes,  
NetSuite meets FDA software validation requirements to ensure 
quality standards and compliance, including electronic signature 
and document control. 

Device makers get a real-time view and historical audit trail 
that satisfies 21 CFR Part 11, which dictates electronic 
records and electronic signatures be treated the same as 
paper records and handwritten signatures. 

Let’s look at a few of the critical requirements of  
21 CFR Part 11 and how NetSuite’s features and  
functions go farther than any other ERP in  
addressing them. 
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21 CFR Requirements to NetSuite Capabilities

REQUIREMENT:  
Unique identification and access of all users in the system.

NETSUITE CAPABILITIES:  
Every user who logs into NetSuite has their username, IP ad-
dress, and time stamp recorded. NetSuite offers always-on, 
out-of-the-box audit trail capabilities to help monitor and con-
trol user access, especially in critical data environments like:

 • System notes are time-stamped logs showing various 
record changes made and contain information about who 
made the change, their user role, and other details.

 • Analytics audit trail tracks changes and deletions within 
the scope of saved searches and reports during a set peri-
od showing the change made, who made it, and when the 
change occurred.

 • Login audit trail tracks all logins and login attempts and re-
cords user information, including their role and IP address. 

• Deleted record logs show deleted transaction details with 
associated user information, including who deleted the 
record and when. 

REQUIREMENT:  
User-specific access to a given area within the system de-
fined at a module, program, command, or field level

NETSUITE CAPABILITIES:  
NetSuite defines segregation of duties (SoD) for individual 
users from high-level command to field level using role-based 
permissions. What this means is NetSuite keeps data and 
transactions safe to simplify the path to 21 CFR Part 11 com-
pliance with segregation of duties (SoD) where an individual 
user cannot execute multiple steps in a financial transaction. 

From its standard configuration or using advanced features 
like Suiteflow, NetSuite ERP employs approval routing that 
segregates roles from transaction initiation and data entry 
to transaction approval. MedTech companies can document 
users and functions, including roles and permissions to per-
form their particular job duties.

Over time, staff roles evolve and inaccurate permissions can 
accrue, resulting in unauthorized access and violations. With 
role and permission cleanup, medical device makers can 
avoid SoD violations resulting from employees leaving or 
changing roles, but their login and access remain. 



REQUIREMENT:  
Electronic signatures and approvals.

NETSUITE CAPABILITIES:  
Records requiring approval have an electronic signature 
identifying the person who approved the change.

A fundamental requirement of 21 CFR Part 11 defines elec-
tronic signatures to be legally binding, just as a handwritten 
signature. Electronic records refer to digital representa-
tions created, maintained, modified, archived, or distributed 
by a computer system. 

Companies cut approval time and cost by removing the 
need to print, transport to and from for paper signatures, 
and then scan back into a system.  
Not only do electronic signatures expedite the 
 document-signing process, but they also help  
medical device manufacturers quickly and clearly prove 
compliance. 

Electronic signatures must contain the authorized docu-
ment signer’s name, the date and time the individual signed 
the document, and the disposition associated with the sig-
nature. Dispositions may include approval, denial, review or 
creation of a document. Signed documents must be tightly 
secured to avoid corruption but easily obtainable to those 
with a valid need to access. 

REQUIREMENT:  
Online system help.

NETSUITE CAPABILITIES:  
Every user can access detailed online system help along 
with training material.

Updated documentation with regulatory compliance exper-
tise fosters a compliant environment and helps MedTech 
companies form a comprehensive NetSuite compliance 
solution.

NetSuite provides conceptual information and step-by-step 
instructions online with additional sources of help from 
SuiteApps, printable NetSuite User Guides, and Frequently 
Asked Questions for specific NetSuite product areas.

NetSuite also provides release notes to summarize changes 
and descriptions of new features, enhancements to existing 
features, and critical fixes to existing features and functionality.  
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REQUIREMENT:  
Older data is not overwritten.

NETSUITE CAPABILITIES:  
NetSuite does not archive or purge data. Transactions are 
available throughout the life of the system and any changes 
are always logged.

Heavily regulated industries like the Life Sciences sector 
must meet a variety of legal requirements concerning 
records retention. Since electronic records are digital paper 
records, businesses can protect the electronic paper trail 
with NetSuite. For 21 CFR Part 11, these requirements in-
clude managing and storing data so that it can be produced 
upon request and in its complete form. 

REQUIREMENT:  
Availability of online standard operating procedures.

NETSUITE CAPABILITIES:  
The workflow engine defines procedures and processes 
based on data from each record.

Device makers need to manufacture products that meet 
predetermined specifications. Standardized policies, proce-
dures, and practices must be in place for MedTech manu-
facturers to reduce errors and ensure product quality. Con-
sistency and precision are critical in this heavily regulated 
environment and to ensure long-term sustainability and 
reliable outcomes. 

NetSuite medical device manufacturing ERP includes online 
SOPs in the form of step-by-step instructions to which com-
pliance teams can refer to perform routine operations clearly 
and consistently.  



WHY GBS? 

Green Business Systems helps MedTech manufacturers 
navigate a complex regulatory landscape while streamlining 
medical device safety and global compliance.

As an official NetSuite ERP provider, Green Business  
Systems takes life science companies step-by-step to simplify 
compliance and create more efficient businesses. 

A detailed assessment of your processes and business goals 
is the first step to a software solution that helps you achieve 
maximum productivity. 

GBS GUIDES YOU STEP-BY-STEP USING FINE-TUNED  
METHODOLOGIES, SO YOU GET:

Contact Green Business Systems if you have questions about 
evolving FDA requirements and how they affect Life Sciences 
companies.

Flexible NetSuite ERP, the world’s top financial  
management solution

Integrated applications to automate myriad  
business functions from sales to accounting to HR

Scalable, whether you’re a startup or at the 
enterprise level

Automated workflows to enhance efficiencies

A business partner dedicated to helping your medi-
cal device business grow
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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/

