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Substantial Equivalence

The 510(k) Program : Evaluating Substantial Equivalence in Premarket Notification [510(k)]
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Substantial Equivalence

The 510(k) Program : Evaluating Substantial Equivalence in Premarket Notification [510(k)]



4

Substantial Equivalence Matrix
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Substantial Equivalence Matrix
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Substantial Equivalence Matrix

Category

General Device Name

Classification

Product Name

Manufacturer Name

Approval / License Number

Approved / Licensed Date

Intended Use, Effetiveness

Appearance, Structure

Principle

Main Material

Surface Treatment

Instruction for Use

Information Source
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Introduction - OSSTEM IMPLANT & Product
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Introduction - OSSTEM IMPLANT & Product

Branemark implant (1952)

Blade implant (1960 ~ 1970)

Maya (AD 600)

Subperiosteal implant (AD 600)
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Case 1.

Fatigue test result comparison

Proposed Device

About 800 Ncm

Predicated Device

400 ~ 600 Ncm

VS

NSE (Non Substantial Equivalence)?     YES!!!

But not safe and effective as a Dental Implant??      NO!!!
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Case 2.

Fatigue test – loading point

Test condition is disadvantageous to proposed device

How substantial equivalence can be evaluated?

3mm

11mm

Predicated Device Proposed Device
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Case 3.

Titanium Membrane for GBR (Guided Bone Regeneration)

Same “Intended Use” and made with “Same Material (Titanium)”

Country A :
Such system is totally new. Therefore implantation test (26 weeks) is required 

Country B :
Such system is totally new. Therefore clinical study (3 year) is required

Predicated Device Proposed Device
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Consideration

 What is main purpose of substantial equivalence?

Safety and effectiveness? or Exemption of required test report?

 Approved product in other country. Available for substantial equivalence?

 If available, which country can be qualified?

 There is no predicated device, but approved in other countries and long 

stand technology is applied. New technology is applied to the device?

 Definition of “Long Stand Technology”?
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Thanks for
your attention
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