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CommerCialization methodology

objeCtives

outComes

relevant resourCes

 ● Design a quality management system best suited to the 
company 

 ● Track and record decision making processes through 
product development and sales

 ● Select the method of QM the company will impose and begin 
implementation

 ● Update Business Plan to included changes in expenses 
 ● Ensure that all aspects of product development follow plan 

for QM

 ● A strategic plan to implement necessary quality systems 
for the company’s unique needs

 ● A concrete system which describes why decisions were 
made and when

 ● Point of reference and source of truth as product 
development progresses 

next steps
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http://13485store.com/13485-2016-compare-products/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.ecfr.gov/cgi-bin/text-idx?SID=b137c144d1368b765e6b83c46e20dc06&mc=true&tpl=/ecfrbrowse/Title21/21cfrv8_02.tpl#0
https://www.ecfr.gov/cgi-bin/text-idx?SID=b137c144d1368b765e6b83c46e20dc06&mc=true&tpl=/ecfrbrowse/Title21/21cfrv8_02.tpl#0
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
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what is a Quality management system (Qms)?
QMS is a framework of business processes to support planning and execution of specific objectives of the company. 
QMS includes policies, processes and standard procedures to ensure development of safe, high-quality products and 
services that meet customer requirements. An important component of QMS is documentation of product development 
decisions. 
Benefits of a QMS: 

1. Documents the design and manufacturing of a product 
2. Fulfills a requirement for regulatory application and approval for medical devices under Code of Federal 

Regulations Title 21 Part 820
3. Ensures quality standards are maintained in the ongoing production of a manufactured product
4. Ensures customer requirements are met
5. Identifies the tests to demonstrate that products are safe

While the elements of a QMS system may be similar from one application to another, the system should be customized 
for a company’s unique application. A QMS system describes activities as: 

 ● General controls
 ● Development planning
 ● Inputs and outputs
 ● Review, verification and validation
 ● Transfer, changes and history

The above activities make up a Quality Manual. 

who does Qms apply to?
Documenting decisions throughout the product development pathway benefits everyone. Early discovery and market 
validation is vital to FDA regulatory application and proceedings. Some aspects of QMS apply to every product 
developer; the question is when to begin and how robust a QMS system needs to be. Medical device development and 
FDA approval require some level of QMS and will be dictated by the FDA and the Code of Federal Regulations (CFR). A 
method to determine the required regulation for a medical device is below. 

where does Qms Fit in the CommerCialization pathway?
Early market validation should be documented, usually taking the form of emails and memos. More formal 
documentation should be implemented during concept design, product design, regulatory, reimbursement, pilot studies, 
comparative effectiveness, customer complaints, and so on. When to move from informal document storage (emails in 
outlook or market requirements document) to formal QMS system is dependent on a few factors:

 ● Confidence that the business opportunity has a real chance of a return on investment as a measure of success
 ● Confidence that spending capital on a QMS is the best place for investment of resources at a given time
 ● Determining whether or not the product will be regulated as a medical device or not

Some inventors realize the need for QMS far along in the development cycle, such as during FDA application 
submission. The FDA application process may start years after the initial idea and market was vetted, leaving the 
innovator in a position where they need to retrieve history. This takes large amounts of time to complete, time which is 
typically unavailable. 
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Therefore it’s a good practice, until a formal system is implemented or desired, to keep documentation in a 
central location that is easy to access, and utilize. Ideally, the innovator and their team should begin storing early 
documentation, at a minimum utilize the tools TREAT has provided (i.e., Customer Discovery forms and the Market 
and Product Requirements Documents) to populate that repository. Then, add decision making documentation to this 
repository as the project moves forward.

Qms options
When it is time to formalize a QMS, there are a few options to consider, all of which have varying degrees of financial 
impact on a start-up company. It is best practice to commit one person to organize and control the QMS to assure 
procedures are followed. The options are as follows:

 ● Start from scratch
 ● Software based (either browser based (online) or server based (within the company) systems
 ● Templates (typically in Word format)

 ○ A template version of a QMS should have appropriate Standard Operating Procedures (SOP’s) and forms, 
each of which should allow for and identify how they need to be tailored/altered to make them appropriate for 
the company.

 ○ For example, see template systems from Standards Stores* 
 ● Hire a Consultant

Method Advantages Disadvantages
Start from Scratch Customized to meet individual 

needs
Slowest implemention time, re-
quires skill set to develop and 
implement the QMS

Software (online or server based) Little to no paper. Customized. Fairly expensive up front and ongo-
ing costs. Requires individual with 
moderate skill set to implement and 
develop the QMS

Templates (paper based) Probably the fastest implementation 
of any method, no software to learn.

Will need individual with moderate 
skill set to implement and develop 
the QMS

Consultant Relatively little up front effort by in-
novator or team. Customized QMS 
with only what’s needed at this time.

Most expensive up-front cost.

Company responsibilities
The company must provide sufficient training, resources and leadership to develop and sustain a high quality QMS 
system. They must create an environment that values all aspects of the quality management framework. Although 
resource intensive, QMS is necessary to develop a track record of why decisions are made, ensure that good 
manufacturing practices are followed and adhere to good record keeping for medical device development. Therefore, 
financial support and commitment by senior management is needed to gain staff buy-in and form good habits. 

*TREAT has no affiliation with this company other than buying a single license and looking over the templates to be sure the particular version we saw had integrity. A 
thorough evaluation should be completed by any future buyer.
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Qms For mediCal deviCes
The exact regulations that apply to the product are identified by looking up similar products (most accurately using 
the predicate device) and determining what Regulation Number the FDA has applied for those products. Steps to find 
Regulation Numbers on similar devices and necessary regulations are as follows:

1. Search the Center for Devices and Radiological Heath (CDRH) Database for similar devices by using parts of the 
name or function

2. A list of devices will appear in the search results along with the Regulation Number (Example Search:  “Crutch” 
Regulation Number: 890.3150)

3. Once the Regulation Number for the device is found, search the Electronic Code of Federal Regulation (e-CFR) 
to find the most up-to-date regulations for the technology. 

NOTE: These regulations dictate the minimum quality standards that must be followed.
4. Alternatively, searching the FDA Code of Federal Regulation (CFR) Title 21 Database for regulatory information is 

an option.
NOTE: This will also provide a link to the e-CFR website. 

An example from the e-CFR website can be seen below by searching the website by 890.3150. The Classification 
information and relevant regulations are given. 
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In the above example we see the Crutch is Class 1 and that it is exempt from premarket notification (510(k)). It is 
subject, though, to the limitations in:

 ● Part 890.9 - Limitations of exemptions from section 510(k) of the Federal Food, Drug, and Cosmetic Act (the act).
It is also exempt from good manufacturing practices with the exception of:

 ● Part 820.180 - General requirements.
 ● Part 820.198 - Complaint files.

And, finally, to bring this back to quality management; creating Standard Operating Procedures and forms to record the 
activities related to 890.9, 820.180 and 820.198 would be part of the QMS documentation. 


