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WE'LL EARN YOUR APPROVAL.

A HANDY GUIDE TO

MEDICAL DEVICE

CLASSIFICATION

CLASS |

RISK ASSESSMENT: CLINICAL TRIAL REQUIRED?

Considered low-risk and present
the least potential for harm

EXAMPLES OF

CLASS | DEVICES: @ 0 Q
bandages, stethoscopes

and surgical masks

RISK ASSESSMENT: CLINICAL TRIAL REQUIRED?

Higher risk than Class | devices.
Necessitate stricter regulatory
controls to confirm the safety and

efficacy of the device POSSIBLY

EXAMPLES OF

CLASS Il DEVICES: @ @
obaon st ey

catheters

RISK ASSESSMENT: CLINICAL TRIAL REQUIRED?

Devices either support or sustain
life or present an unreasonable
risk of injury to the user.

Subject to highest level of
regulatory control.

EXAMPLES OF
CLASS il DEVICES:

external defibrillators,
coronary stents

Q0




