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—-/é DEPARTMENT OF HEALTH & HUMAN SERVICES' Pubfic Health Service

"':h Food and Orug Administration
9200 Corporate Boulevard
Rockville MO 20850

Briant Benson Re: K971517
President and CEO Silicone Putty Ear Plugs
Bentec Medical Dated: April 24, 1997
4234 North Fwy. Blvd. © ~ Received: April 25,1997 _.. ..
Sacramento, CA 95834 Regulatory class: Unclassified
Procode: 77 EWD JUN - 2 1997

Dear Mr. Benson:

WchnvcrcvxcwedyourSecuonSIO(k)nwfmumofmlauwmutdlhedmocmfamoodabwcmdwehawddamimddw
device tssubsunulllyequtvdau(forﬂ\cundmstm&rmemwdmlhecudoaﬂ'c)wdevwmutdndmmmcomaoc
prior to May 28, 1976, dwmldmdmcmpcmm«mmmmmwmﬁedm
aooordmeewnhmepmwaomomaeFmdFood.Dmg.udCoMeM(Aco You may, therefore, market the devioe,
subject to the general controls provisioas of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufecturing practioe, labeling, and prohibitions sgainst misbranding snd adultcration.

If your device is classified (soc above) into cither class Il (Special Controls) or class III (Premarket Approval), it may be subject
to such additional conatrols. Mgmumﬂmuﬁe&mmmdmkwm&w
Title 21, Parts 800 to 895. A substantislly equivalent determination assumes complisnce with the Good Manufacturing Practioc
for Medical Devices: General (GMP) regulation (21 CFR Part 820) and that, through periodic GMP inspectioas, the Food and
Drug Administration (FDA) will verify such assumptions. Failure to comply with the GMP regulation may result in regulatocy
action. In addition, FDA may publish further announcements concerming your devioe in the Foderal Rogister. Please note: this
response to your premarket notification submission does not affect say obligation you might have under sections 531 through 542
of the Act for devices under the Electronic Product Radiation Control provisions, oc other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarket notification. The FDA finding of
substantial equivalence of your device to a legally marketed predicate device results in a classification for your device and thus,
permits your device to proceed to the market

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and sdditionally 809. 10 for jn vifro
diagnostic devices), please contact the Office of Compliance at (301) 594-4591 for Radiology devices, oc 594-4613 foc Ear, Nosc
and Throat devices. Additionally, &rqmmmmemmmmdmmpbxm&emof
Compliance at (301) 594-4639. Also, plesse note the regulation entitied, “Misbranding by reference to premarket notification*

(21 CFR 807.97). Other general information on your respoasibilitics under the Act may be obtained from the Division of Small
Manufacturers Assistance at its toll-frec number (800) 638-2041 or (301) 443-6597 oc at its Internet address ™. '
“http:/fwww.fda.gov/cdrh/dsmamain.html". L

Stncerely yours,

AV UJLM t/"\/\’

Lillian Yin, PrcD.

Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices \

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known):___ YAV (S 17/

T

Device Name: Silicone Putty Ear Plugs

[ndications For Use:
Silicone Putty Ear Plugs are used to block water from entering the ear canal.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Conc?;nce of CDRH, Office of Device Evaluation (ODE)
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( Division Sign-Off)
Division of Reproductive, Abdomvn?l ENT,

and Radiological Devnccs

5 10(k) Number Lv4 /5(7 N

Prescription Use OR Over-The-Counter Use__ L~
(Per 21 CFR 801.109)

(Optional Format 1-2-96)



