United States
GL%B AL Regulatory Process for Medical Devices & IVDs

REGULATORY PARTNERS

Determine the Classification of your device/IVD by searching the FDA Classification Database
Step 1: Classification using relevant search terms, or three letter Product Code and seven digit Regulation
number associated with the predicate devices

v

Have a Pre-Submission Meeting with FDA to confirm your
Step 2: Pre-Sub Meeting medical device/IVD classification and registration pathway
to be followed.
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Step 3: Demonstrate 7B (el € it 2 If your medical device/IVD
substantial equivalency HEEESl yOl.J r'mormaTIIy is Class Il you need to
to predicate or submit do'n t need a clinical trial. If submit an IDE and conduct
it does, follow the IDE . .
IDE clinical studies.
route.
¥ *
Demonstrate your medical
device/IVD is substantially Conduct clinical studies and
equivalent to the predicate perform testing on your
device(s) and conduct device.
Step 4: Regulatory required testing.
Submission L 4 ;
Prepare and Submit 510(k) Prepare and submit
Premarket Notification. Pay Premarket Approval
Fee. Application (PMA). Pay Fee.
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Step 5: U.S. Agent If you have no local presence in the U.S., app0|nt an FDA U.S. Agent as a local point of
contact with the FDA.
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List your device and register your company using FURLS system on the FDA website in
accordance to 21 CFR Part 807 and pay related fees.
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devsitciF/)IZ/:DMsz?elciil Us You can now sell your medical device/IVD in the US.
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Step 6: Medical
Device/IVD Listing and
Facility Registration

|




GLEZBAL To Learn More..

REGULATORY PARTNERS

Need help with Establishment Registration and
Medical Device Listing?

Global Regulatory Partners helps medical devices companies register their Bl et ona
establishment and list their medical devices with FDA. To learn more about S bl
the process, check out our white paper on this subject or Contact Us
today!

GLEBAL

Need help with US Registration?

Global Regulatory Partners helps medical devices companies register their mA
products with the FDA and access U.S. market by providing the following

services:

« Medical Device Classification

******

« Pre-Submission meetings with the FDA AR
« Medical Device Registration e

- FDA 21 CFR Part 820 - Quality Management System Implementation

Corporate Office

400 Fifth Avenue, Suite #115, Waltham, MA 02451
Tel. 781.672.4200

Email: info@globalregulatorypartners.com
Website: www.globalregulatorypartners.com
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