Using the US Regulatory Calculator

» From the Analyze Page, select US Regulatory Calculator (see Figure 22a) to navigate to the Calculator Main Page (see
Figure 22b). On this page the user should create a name and a brief, non-confidential description of the technology. When
finished, select Next to proceed.
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Now available a: 5 e JS Regulatory Calculator provides insight into the

potential Food & Drug Administration classification and regulatory pathway for a medical technology in

minutes. The calculator cov he following FDA medical specialties: Cardiovascular, Orthopedic,

Gastroenterology /Urology, General and Plastic Surgery, and Radiology. US Regulatory Calculator

For additional assistance you can find regulatory experts recommended by the e-Zassi network. To search,
click Discover, then select People>Advanced Searc egulatory Consultants.

e-Zassi's Decision Support software provides rapid assessment of medical device technologies, without

any confidential information. In less than an hour, users can generate an InnoVision * Report which
includes the probable regulatory classifications; the associated clinical endpoints to earn market
clearances; early stage clarity on the reimbursement and market landscape; and identification of InnoVision™ Portfolic
manufacturing, distribution and sales burdens.

The report can then be emailed or posted on the technology marketplace, where it can be viewed by

potential partners and investors.
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» From the Specialty Panel Page, select a medical device specialty from the dropdown (see Figure 23). Each panel has a
unique list of keywords. Select Next to proceed.
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» From the Keyword Page, select the keywords and descriptive phrases that you feel best describe the technology. After
selecting a keyword, click Add to create a list which will then be used to calculate the potential FDA parameters. To
remove a keyword from the list, highlight the word and click Remove. When finished, click Next. (See Figure 24.)
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Available keywords: Selected keywords:

arthrometer cast application/removal
arthroscope instrument/accessory

bone graft substitute
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calliper
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cement dispenser /
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dc-motor surgical instrument/accessory
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disc nucleus implant or prosthesis

» From the Regulatory Title Page, select the title from the list that best represents the technology. If none of the titles
appear to match the technology, select Reevaluate to go back and select new keywords from the list. After selecting a title
that best matches your technology, click Submit to see the results. (See Figure 25.)
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If you are unsure about a title, double click on the title to see a description.
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If you don't feel any of the tities match your technology, you can select Reevaluate to return to the previous screen and create a new
list of keywords.

After selecting a title that best matches your technology, click Submit to see your results.
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> Based on the information provided, the e-Zassi.com US Regulatory Calculator will display the following output: potential
predicate, regulation number, product code and classification(s) and regulatory pathways associated with the technology.

You can create a PDF file of the e-Zassi.com US Regulatory results by clicking on the PDF icon located in the upper right
section of the screen. (See Figure 26.)
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Technology Name: Flexmark Wrist Guard

FoF
Technology Description: A special polymer allows wrist guard fo be more durable and flexible than regular wrist ﬁ
guards. Create PDF

Based on the information provided, the e-Zassi US Regulatory Calculator has returned the potential predicate
regulation number, product code and classification(s) & regulatory pathway(s) associated with the technology.

Regulation # Regulation Name Product Code Product Code Title Classification Regulatory Pathway
888.5940 cast component LGF Component, Cast Class I 510(k) Exempt

This information provides insights to be shared in conversations with the FDA or regulatory consultants. The information presented does
not represent or intend to be an opinion, a suggestion, a comment, or a decision from the FDA, or any of its authorities, agents,
employees, or third party representatives. Ultimately, the FDA reserves responsibility for classifying a new medical device.

To rapidly locate a specialized regulatory consultant in your technology arena do an advanced search by selecting the feature.
To gain additional insights into other important areas such as the European Union (EU) regulatory classification, critical clinical endpoints
that support the safety and marketing claims to earn market clearances; reimbursement and market landscape; and identification of
manufacturing, distribution and sales burdens, it is recommended that you utilize e-Zassi's entire decision support platform for this
technology. In less than an hour, you can generate a comprehensive InnoVision Report by selecting

If you have not done so, complete your , which will allow you to be found and matched with other members within the e-Zassi
network.

For access to other services Contact e-Zassi customer support at 866-369-5170




