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Dear lr4r. Galiick:

We have reviewed yow Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substartially equivalent (for the indicalions
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactment date ofthe Medical Device Amendments, or to
dcvices that have been reclassified in accordance with the ptovisions ofthe Federal Food, Drug,
and Cosmetic Act (Act) that do not lequire approval ofa premarket approval application (PMA).
You may, lherefore, market the device. subiect to the general coltrols provisions of the Act. The
general controls provisions ofthe Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbraDding and
aclulteration.

lfyour device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found i[ the Code ofFederal Regulations. Title 21, Pafis 800to 898. In addition, FDA may
publish fuither announce ents concerning your device in the Egdg!4LB9g!S!9!.
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Please be advised that FDA'S issuance ofa substantial equivalence detemination does not mea-n
that FDA has made a determination that yoln device complies with otheuequirements ofthe Act
or any fedeial statutes and regulations administered by other Federal agencies. you must
comply with all the Act's requirements, including, but not limited to: registmtion and listing (21
CFR Part 807); labeling (21 CFR Paxt 801); good manufacturing practici requirements as set
forth in the quality systems (QS) regulation (21 CFR part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 ofthe Act): 2l CFR 1000_1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarkel notification. The FDA finding of substantial equivalence of your device to a legaily
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

Ifyou desire specific advice for your device on our labeling regulation (21 CFR part g0l), please
contact the Ofiice of C ompllance at (240) 276-0295. Also, please note the regulation entitied,"Misbranding by reference to premarket notification,, (21CFR part 807.97) you may obtain.
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers. Idle_rna]tjonel and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
http ://www.fda. eov/cdrb,/dsma,/dsmamain.hunl

Sincerely yours,

\6&r--.tu-lL
Bram D. Zuckerman, M.D,
Director
Division of Cardiovascular Devices
Offi ce of Device Evaluation
Center for Devices and
Radiological Health

Enclosule



lndications for Use

510(k) Number (if known): K051904

Device Name: All Puroose Cuff: Model 222APC

Indications For Use:

The All Puroose Cuff is intended to be used with a manual or automatic non-invasive
sphygmomanometer to determine blood pressure parameters on pediatric and adult
patients. They are nol intended to be used on neonates. They are intended to be used
with prescription (cllnical grade) blood pressure monitors; they also could be used with
Over-The-Counter (home) blood pressure monitors.

Prescription Use -X_
(Part 21 CFR 801 Subpart D)

(PLEASE DO NOT WRITE
NEEDED)

@* Over-Ths-Counter Use _X-
(21 cFR 801 Subpart c)
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