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M. Rick Ryder
Owner
Hyperbagic for Life, LLC
© 3206 Weat State Avedos

. Phoenix, Arizona 85¢51

Ra: K.11007
Trade/Device Nane: Millenniwm 2000, 2001, 2002, 2003, 2004, 2005
Regulation Number: 368.5470 ‘
Regulation Name: Hyperbaric Chamber
Clags: I
Product Code: CBF
Dated: October 25,2004
Reasived: October 25, 2004

e

Dear Mr, Ryder: -

We hava reviewed your Seetion $10(k) presasrket notificgtion of intent to market the device
referenced above and have determined the device is substantislly equivalent (for the
indications for use statad in the enclogure) to legally marketed pradicate devices marketed in

. itterstats comumerca prior to May 28, 1976, the enacement date of the Medical Device
Amendments, ot to deviees that have been reclassified in accordance with the provisions of
tae Federel Food, Dy, arid Costnetic Act (Act) thit do pot require approval of a premarket
approval applcation (PMA). You may, therefote, market the deviee, subject to the genemal
controls provisions of the Act. The general controls provisions of the Act ibelode
requiraments for annual registration, listing of deviees, good mumfasturing praclice,
labeling, and prohibitions agalis misbranding and adulteration.

I your device is classified (see above) into either cluss H (Spesial Controls) or olags I
(PMA), it may be subject to such additional controls. Existing major rogulations affscting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In
addition, FDA may publish further antouticements conerrning your device in the Fadersl
Raglgter.



NUV 17-2064 B3 :88 PM H.lH.JOHNSON, INC.

. T L. e -w_g- X T 1 1'R [y L VATR A W

—_— e e

6d2Z 455 Q439

P.G2

W VVER vy

Pags 2 = Mr. Ryder

Pleasa be advised that FDA's issusmee of 4 substantial squivelzsnce detemmination does not
muan that FDA hac made o determination that your device complies with other requirerments
ﬂmmmmymmmmmmmmwwoﬁwmwu
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part'801); good manufactring practics
requiratnents as set forth in the quality systems (QS) regnlation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Seeuom 531-542 of the Act);
21 CFR 1000-1050.

_'This Iatter will allow you to begin merketing your devics as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of yout devics toa
legally marketed pradicuts device ragults in a classification fur your device and thus, permits
your devioe to procesd to the markat,

If you desire spooific advion for your device on our Inbeling regulation (21 CFR Fart 801),
plaase contact the Office of Complistice at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97), You
may obtain other gensral information on your responsibilities under the Act from the
Division of Small Manufacturers, Internationsl and Cousumer Asulstance at its toll-free
numbw {800) 63 3-2041 or (301) 443-6597 or at its Internet address

: Chiu Lin, Ph.D,

U
Director
Drivislon of Anesthesiology, General Hospital,
Tnfection Control and Dental Devics
Office of Device Evaluation.,
Ceter for Devioes ardd
Radiclogical Health

Enclogure
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| Section2 ' Tndheations for Use |
$10(k) Numbar: K _041007 (To be assipgned)
Device Namer Milleanium 2000,2001,2002,2003,2004,2005
Indlcations for Use:

mmmwummﬂmmﬁwwrhawymmm
m&mmmmwmmwmm)mmmmn
Therepy Cammittee Report (1955) are 21 follows

Alr or gas cmbolism
mmmmmmmmmmmmpumwmmmm
Clostridial myositis and tayonecrogis

Crugh injury, compertment syndmme,'mdothemmc schemias

-

Docompression slckness

Enhsmeed healing of selocted preblam womnds

Bxeeptional blood losa anemia

Necrotizing soft tisg infections

Outeamyslitis (retinctory)

Delsyed rediation injury ( soft tissue and bons necrosis) Maw\

Skin grafts and faps (soasproaised) %’;cm oy, canr Hosoe.
Thegtal burns . p— KoL-HD‘D:i’
Intencranial sbocess

Proseription Use X B . Over-the-gounter use __

(Tez CFR 801,109




