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'W‘Bmﬂ WARNING LETTER

e o of. and 2 quots fom, the July-Angust 1995 jesuve of FDA s

xrmed you bn our letter dated Novembar 13, 1995, FDA's regulations prohibit you from
niations that créate £n impression thet FDA bas granted officisl approval of yous
at 2l mmﬂmﬁwhﬂmﬁ premarket notification in

lw.!!nﬁc}MMMmhquﬂnﬁ:uﬁnﬂmﬂdﬁt _
daevice. representation thal crostcs an impression of official approval of a devics because of
O MMMWHM&WM

: mwilﬁmhwmﬁmlmhm.mﬂﬂﬂmmh
sbn curment brochure to FDA’S June 1993 Talk Paper clearly referred to your clothing as
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idefed imhmmmlmhhrﬂnﬁmmmlm
Puper bjit not for the company 1o quote it. The FDA’s distribution of » Talk Paper or the FDA
hmﬂmw:mmhﬂﬂﬂnﬂhﬁMm}mﬂu
jcultr drug, ¢evice or other regulated product. However, your pictorial representations of the

18 agency's poblications or the fact or representation that you have received 510(k}
- m:ﬂu_ﬂdﬂluﬂuuﬁm 502(s) of the act becausa the lsbeling

schure also says that your product wes the “first line of sun protective clothing to meet
hefl medical guidelines.” FDA is unaware of any published medical guidelines for sun
d your praducts.

ohild take prompt action to carrect thess violations. Failure to promptly correct these
on may result in regulatory action being initisted by FDA without further notice. These
sclude, but are not fimited to, seizare, injunction, and/or civil penalties.

Jtify this office in writing within 15 working days of your receipt of this letter of the

=03 you have taken &0 comrest the cited violations. Your response should include steps
bt ing takien to address misleading information currenty in the marketplace and actions to prevent
ns in the fiture, KFcorrective action cannot be completed within 15 working days,
stute the heason Gor the delay and the time within which the correstions will be comploted.

Send your response to Deborah Wolf, Promotion and Advertising Policy Staff, Office of
Compli {leﬂmcmﬁ:mm-dwwmzmwum
Mary 20850,

A copy of this letter iz being sent to FDA's Seattle District office. Please send & copy of your
reiponse fo the District Director, Seattle District Office (HFR-PA340), 22201 23rd Drive 5.E.,

P.0. Box[3012, Eothell, WA 98041-3012,
Sincerely,
Ly Tt X
Lillian Gill
Director

Office of Compliance .
Center for Devices and
Radiclogical Health
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