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PRODUCTS WE REGULATE

Food Drugs Medical Devices Radiation-Emitting Products

Vaccines, Blood, and Biologics Animal and Veterinary Cosmetics Tobacco Products

2. i

SEARCH MEDICAL DEVICE DATABASES

510(k) Premarket Notification
Database

MAUDE (Manufacturer and User
Facility Device Experience)

Device Registration and Listing
Database

Premarket Approvals (PMA)
Database

Product Code Classification
Database

All Medical Device Databases

Database
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Product Classification
© FDA Home @ Medical Devices @ Databases

This database includes:

¢ 3 listof all medical devices with their associated classifications, product codes, FDA premarket review
organizations, and other regulatory information.
Learn More...

Search Product Classification Search Advanced Search
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Product Classification
@ FDA Home @ Medical Devices @ Databases

This database includes:

o a listof all medical devices with their associated classifications, product codes, FDA premarket review
organizations, and other regulatory information.
Learn More...

Fivik _Sean:h . Advanced Search
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Product Classification

© FDA Home © Medical Devices @ Databases

New Search Back to Search Results
Device Lancet, Blood
Regulation Description Manual surgical instrument for general use.
Regulation Medical Specialty  General & Plastic Surgery
Review Panel General & Plastic Surgery
Product Code FhK
Premarket Review General Surgery Devices (DHT4A)

General Surgery Devices (DHT4A)
lSuhmission Type 510(K) Exempt I

Regulation Number 278.4800

Device Class 1

Total Product Life Cycle (TPLC) TPLC Product Code Report
GMP Exempt? Mo

Summary Malfunction o

Reporting Eligible

Note: FDA has exempted almost all class | devices (with the exception of reserved devices) from the
premarket notification requirement, including those devices that were exempted by final regulation published
in the Federal Registers of December 7, 1994 and January 16, 1998, It is important to confirm the exempt
status and any limitations that apply with 21 CFR Parts 862-892. Limitations of device exemplions are
covered under 21 CFR XXX.9, where XXX refers to Parts 862-802.

Ifa manufacturers device falls into a generic category of exempted class | devices as defined in 21 CFR
Parts 862-892, a premarket notification application and fda clearance is not required before marketing the
device in the U5 however, these manufacturers are required to register their establishment. Flease see the
Device Registration and Listing website for additional information.

Implanted Device? MNa
Life-Sustain/Support Device? Mo
Third Party Review Mot Third Party Eligible
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