FDA 510(k) Premarket Notification

K781060 MONOJECT ENDOSSEOUS DENTAL IMPLANT

CLEARED

Aug 14, 1978

K781060 - Product code: DZE - Dental 49 days to decision

Source: https://www.510kdatabase.net/k781060/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Implant, Endosseous, Root-form (DZE)
Date received Jun 26, 1978

Decision date Aug 14, 1978

Days to decision 49 days

Third-party review No

APPLICANT

Company Sherwood Medical Industries
Location Mchenry, IL, US

Website https://www.bd.com

510(K) history 62 submissions - 62 cleared - 1976-1980

Sherwood Medical Industries is a medical device manufacturer based in McHenry, US. The company specialized in
diagnostic and surgical devices across multiple therapeutic areas. Sherwood Medical Industries received FDA 510(k)
clearances from total submissions between 1976 and 1980. The company&apos;s cleared devices spanned anesthesiology,
chemistry, immunology, obstetrics and gynecology, pathology, ophthalmic, and dental specialties. Notable products included
the Argyle Esophageal Stethoscope and Monoject Arterial Blood Sampling Device. This company is inactive and represents
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