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DEPABTMXNf OPHEALTII & HUMAN SERVI CES Pulblir: Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

The Sraitbworls CoarparrY

Ci O Ms. Patricia A. MlbaDk
Regul atory C on sultar:t
2615 102,i4 Av€nue NE
Bellewe, Weshingtorr 9&004

DEC 2 t 2006

Re: K060851
Tradc/Device Name: The smithworks cornpany ry Fluid'v/&rner, Product Line:

Soft Sack iv Fluid Warmer, FloorMoun't iv Fluid Wanncr,

Pak 2 iv Fluid Warmer and Thermal Sack Presswe Infi:ser

Regulotion Number: None
Regulation Narre: None
Rcgulatory Class: Unclassificd
Product Code: [,GZ
Dated: Novpmbcr 28,2006
Rcceived: Decomber l, 2006

Dear Ms. Milbank:

Ve have reviewed your Section 510(k) premarlcet notifieation of intent to rnarket the derice

referenced above ancl have determined the device is substantially equivalent (for the

indications for use shted in thc enclosure) to legally marketed predicate desices marketed in

interstate corrunerce prior to May 28, i976, the enacblent datc of the Medical Device

A.oendmenrs, gr to de"ioeS that have been reclr*sified in accordance with tJre' provisions of

theFcderalFood,Drug,andCosrneticAct(Act)tlletdonotrequireapprovalofapremarket
approval applicatiop et/r.i You may, theieforg, markct tbe device, subje ct to the generai

"ont 
ot pro,ririons ,,ith" Act. The gencral qon6ols provisions of the Act jrmilude

requirements for annua] rcgisUation, titti"g of 'deviCcs,-good manufacturinlg ftractice'

tabeting, and prohibitions against misbraldi4g and adultcration

If your dcvice is classified (see abovc) into eittrcr cla*s II (Spffial Controls;) or class lll
(PMA), it uray be subject to such adilitional controls, Existing rnajor re sultati'ons affccnag

yo* 0."i." can be founO in the Code of Fcdcnrl Regularions' Title 21, Parts 800 to 898' In

addition, FDA rnay publish fi{thet announcen:.ents coneerniqg your devic$ in the Fedcral

Rpsistqr.
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Yage2-Ms. Milbar*

please be advised tbat FDA's iszuancc of a substantial equivalenle detannir],41]on does not

mesn that FDA has made a dcFrmination tirat yrru dc'/ice complies wittt other requirenenB

of the Act or any Federal statutes and regulations administered b'y other Fed,:rerl agencies'

you must *^ply wrtb aU the Act's requiJernents, includiog, but notlimitOd. tcr: registration

and listing (21 
-cFR 

Part 807); labeling (21 cFR. Part 801); good manufacturiog practice

r"q,rire*Jols as set fortb in the qualiry systems (.QS) regulation (:2 I CFR Part {i20); and if
appticaUle. the electonic product radiation cootrol provisions (Sr:ctions 531-5'+2 of the Act);

2l cFR 1000-1050.

This letter will allow you to begin markcting your device as described in yoru Section 510(k)

pi"*art et notification, The fDn finding of sutrstantial equivalence of your device to a

i"SaUV msrketed predicate device resulg in a clussi{ication tbr y,rr:r device and lhus, pennits

your device to procecd to the market.

Ifyou desire specific advice for yoru device oB our labeling rcguJation (21 CFR Pan 801)'

please"oor""ith.OfficeofComplianc.eat (Z4O)276-0115. Alsc,plcasenotetheregulation

entitled",,Misbranding by rcference to premarket notification" (2:ICFR pan 807'9D' You

may obtai* oth"r genirai infonnation on your responsibilities urder the Act from the
. Division of Smal M.anufacturers, Internadonal and Conzurncr A.ssistance al its toll-free

nurnber (800) 63 8-2041 or (240) 276-Jl5O or at its lnternet addrcss

htto : /i'rnvw. fd S,sov/c.drlrftndusw/bwDor.t/ indot' hnnl'

Siocerely yours)

f,, kq*+w I l't* L-'///'
Chiu Lrn, Fh.D.
Director
D M sion of Anesttrc si o I o gy, Ci glreral H o spial'

Infection Cootrol and Derrlal lDevices

Office of Del"ice E,valuation

Center for Dcvices; and

Radiological He'alth

Encloswe
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I lndic-ation(s) for Use Statement

Indicariou-r fnr Use:

Ttte Sbft sack iv fluid warmer is indioaled for tb.e wanning or tbermal

maiaEnance of ifrtVenous flui.ds pdorto adnilliskalion. lfhris device is

ioteoded for use vrith cr!.stalloiJ fluids only, such as normal snlins and ringers

lactate- This dovice is intcndCd.to be ttsed by healthcare proftssionals in

bospitat, clinical and fidd envir:onrneqF-

K0508:t1

Ttre So.ft Sack iv fluid rr'arnoer

AND/OR
Ovedfhe-Counfit Use 

-_-(21 CFRE07 SubPiutC)

(PLEASE DO NoT WRITE BELOW rHIS LINE-CONnNUE ON ANOTHER p41;f, [F NEEDED)

Concr.lrrence of CDRH, O'Tice of Device Eve'luation (ODE)

- -?' 
t4-{-.^.'.'"G<r*=-'4---*'-

' 
'' 1'o;'ii';i'J*omBy' G319rar t{ostib!.

-. J.Cor'Eu!' [fentsl Davices

'. ... r:. I : :::*Aa€*'g-- -



Dec 27 06 '12'.4'Ip Patricia Milbank
u:!, l/. luvu l,!tlflll I ut1 vur\il vvL rvv

425-822-3648 P,-

?.P4

1\
I lndication(s) for User Statement

5t0G) Nunber. K0608:ti

DevicpNanre: TheFlcnrMountivfluidlwanner

Inrliesfions fnrUse:

Thc F'loorMouut iv fluid warmcr is indicded for the wamrfulg or thcrmal

maintenmce of iotraneoous fluids prior to admirriseatign lthis device is

intendod fcn use with crystslloid fluids only, such as normal sr{he and ri-ngers

lao'tate. This Osvice is intendcd to be uscd by healthcare pnrftssionnls in
hospital, clinical and fidtl cnvironmsrts.

Concurrence of CDRH, Office of Device Evaluatlon (ODE)

PrcscriptionLTsc-'r o 9."._ry_1!olTt-rUsc-
(Part 2t cFR 801 s"E;rt D) AND/OR (21 c:FR 807 subpart 

")
(pLEAsE DO NOT WRITE BELOW THI5 U|\iE{oNTINUE ON ANOTHER F',A$E IF NEEDEO)

9*- r,fuek#l't-Llt,o
' ,l ' .ii!r)$Y, PP1166ifl44$rI ''

!.,,) uw'r,,'. ;, i';;;t'si lfe'l{CgS

ftt-'t-,ff/,
{
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I Indication(s) for Use Statement

K060E5t

ThePAK2 iv fluid umm'cr

lndications for Use:

Thc PAK2 iv fluid wumer is indicared for tbc wuming or thptmal

araimmaicc of iulravcosus fluirts prior to admi4ishation- Thirs device is

i,*rc"0"0 for gse with crystalloid, fluids only, such as normBl saiine ard ringgrs

lEct8te. This dgvice is lnteuded to be used by he{ilthcarc profer;sLonals in

horyital, clinicat aod'6'eld eavir'cnneeals'

prescriptiou Use _ ., p Over-lihe€ounter Use

(pad 2t gFR Egt suupot-ny AND/0R izi-crn sgi sutpart c)

(PLEASE OO rVor WRIIE EELOW THis Ut'lFcoNTI,NuE ON ANOTHER PAGE tF NEEDED)

Concurrence of tFRll, OFf,ce of Devlce Eva;uation (oDtl)
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il lndicatlon(s) for Use Statentent

510ft) Number:

DevircNarne:

Prescdption Use --1-
Fsrt 2t CFR 801 Subpsrt D)

K060851

Thormal Sack ltrcssure Infirssr

Indicatioos fi:r Use:

Thc Tlrermal Sack Preszurs I.of$cr is a thermal maiubaancc dwice' It b
intended, for use 8s a! acce.ssory for usc with iv fluid warner dwior:s to

*n r"" the ability to dclivq tberrEsl ocnmal iv fluids in the fietd by

insdating the bagand tubfog, This dErrice is imcoded forues with crystalloid

fluids oJy, suoh as trcrnBl satin" and ringOls lartarp. Tbis devicc is intended

t" U" nr"d ly bcaltirpare professiooals in olinical and field environnnerts' This

devicc has rrot beil t€$ed for pediofric use-

OveFThe-Coutrbl.Use
AND/OR (21 CFX.807 Subpart C)

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

Conc!rrence of CDRH, office of Erevice Evaluation tODE)

k2/ aL,S/--lv D

:- ,.f cLr-E7
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