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Kmdn J. Johnsmd
Rukimt
versaElectrdu
5205 ~@W8y 169
Ptymoudh Minnesom 55442

Dear Mr. Johnsmd

We xc wdting to you beawe on May 2-9, i 997, M West@tor km the Food
and ihg Admin!xradon (FDA) colkted information that rwealed a sdous
rqpdACOVproblem inwtig @le adiom- which am made by your ht.

Under United States Federal law [the Fedd FOOCLDmg and Cosutedc Act (the
Act)], tkep’mducts a--tiwhtidd -- beuu$etheyamuedto
diagnose or tmt a medical condidon or to dfect the stmmum or hmtion of the
bdy. Audiometm are mediul M- ASdefbed by Section 201 (h) of the Act.

The hw rcquke$ that fmnufxturcrsof medical devta9 adhere to current Good
Manufacturing Prutke (CGMP) regukioru for Mediul D4CU aa speclfled h
mtle2L~ (CFR), Put 820, h the methods used h,
facilitiu of controls d & msdacturkg, packing, storage or kutalkion of
medical &Aces.
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contracts. Additionally, no pending appktioru
Or export ~ppf’Od fequcsU ~ be +pmvcd and

for pm-market approval (PMAs)
no pm-market notifications

[%CtiOn510(k)s] Au be found to be SUb$WUid&C!quhdent for pdM4
manufactured for pr fadity until the dohions have been comectd

It is nccq for you to take action on this matter now Please let this office
know h writing within 15 wddng days hm the date you received this letter of
the sups you arc uiking to comem the problem+ we also ask that you explain how
you plan to pmcnt this fiwm happening again. If you need more time, let U8
know why and when you exp=t to compkte your cor=ctiori. Please cbct your
ruponsc to Compllmce Officer Howami Manresa at the address Miami on the
letterhead.

-, )fQU shodd undemand th them MC -y FDA requirements-g
to the numufaaure and marking of medical kkxs. TM kttcr pains only to
the W of c-t H ManufxM’kg ~ces for your dcvkcs and does IIOt

neccwdy _ other ob~gatiow Iyouhave under the law, You mAyobtain
general information about all of FDA’smquhxnem for manufacturers of medical
dcv!= by contacting our DWion of Small Manufacturers Adsume at b800-
638-2041 or through the IntcITIct at http~-.~~~

If you have more spcciflc questions about how FDA marketing mquircments affect
your pankular cMce or about the content of this letter, please feel free to contact
Mr. LMaImaat (612) 334+lWC= 156.

sincerely,

Acting Director
Minneapolis District

Heel
P
Enckxm FDA-483, 5/9/97
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