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D€ar Mr, TloDett:

Ws nave r6view6d your Ssdion 510(k) notifcalion of ht3nt to ma*el lhe dsvlc6 referenc€d above and we have
detemlned lhe dsvice Is substantially equlvalent (for th€ Indlcslions for use stated In lhe enclosure) lo legally
marketed predlcate devic4 ma.k€ted in inte'state commerce prior to May 28, 1976, th€ €nadmsnt date of lhe
M€dical D€vice Amendmenls. or lo devlces lhat have been redassmed h accordance wllh lhe p.ovisloN of lhe
Federal Food, Drug, aod Cosmeilc Act (Act). You may, lhercforc. market lhe devlco, subject lo lhe general contrcls
provisions of lhe Act. The gone€l conlrols provisions of tne Acl include requiren€nls lor annlal r€gislmtion, lisling of
devlces, good manufacruring praclic€. labeling, snd prohibilions against mlsbtandlng and adulterelion,

lfyour device is classified (see above) inlo eitherclass ll (Spec:ial controls) ot class lll (Prema*etApproval), il may
be sllbject to such sdditionat conirots. Existing maior regulations af€cling your dovlce can be found ln ths Qgde!]l
Federal Reoulations, Title 21, Parts 800 lo 895. A subsianlially equivalent delerminalion assumes complianc€ with
the Cunent Good Maoufactunng Practic€ r€quirements, ss sel forth in the Quatlty Syslem Regulation (OS) for
lvledical Oevlces: General regllation (21CFR Part820)tnd that, thrcugh pedodic QS inspections.lhs Food and
Drug Administration (FDA) will verily suc*r €ssumptions. Failure to comply wilh lhe GMP rsgllaton may resull in
regulatory action. In addition, FDA may publish tudher announc€menls conceming your dovice inth€ Feder€l
Eegiggt. Plesse nole: this response to your prema*el notification slbmission does not affecl any obligation yo!
might have under sections 531 through 5!42 ofthe Act for d€vices underthe Electronic Producl Radiation Control
provisjons, or other Federallaws or regulations.

This tetter will allow you 10 begln ma.keting your device as descibed in your 51 0(k) prema.ket notifcation. The FOA
ilnding of subslanlial equivalence ol yout device to alegallymafteted Frcdicste device resoltsin a dassificalion for
your device afld lhus permils your device lo prcce€d lo lhe matkel-

lf you deske spedfic sdvlc€ for your device on our labeling rcgulalion (21 C FR Part 801 and addilionally 809.10 for jl
yltg diagnosiic devices). please conlact the Ofic€ of Compliance al (301) 59?H613. Addilionally, fot queslions on
th6 promotion and advertising of your devlce. please contact tho Ofnc8 of Conpliance al (301) 594-4639. Also,
pteasenole the €gulation enlilled, 'Misbmnding by tsference to premarket notit|c€tion'(21 CFR 807.94. Other
general inlormalion on your rcsponsibiliti€s underlhe Act may be obtained frcm the Oivision of Smsll Manufaclurers
Assislance at ils loll'Ls6 number (800) 638-2041 or (301) 443€597, oral ils Intsrn€l addrcss
"httpi/ /ww.fda 9ov/cdrvdsma/dsmamaia.hhl".

CAPT DanielG. Schultz, M.O.
Acling Dnedor, Oivision of Rsprcduclive,
Abdominal, Ear, Nose and Thrcat,
and Radiological Devices

Oflice of Device Evaluation
Ceoter for Oevices and



Indicationr For Usel

Usc of Dentsl€.ve Manometdc Ass€mbli€s is indicat€/ wh€n m€3surcmcntt of gastroinl€stin l trict
pressures arc judgcd lo trc us€ful fordetcrmininS managcm€nt of rdults, children & infsntg with povcn
or suspccted gaslrotntas$nal mo(or olsorocm.
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10 510(k) Summary of safety and effectiveness

Dentsleeve Manomelric Assemblics are designed ior the monilo.ing and analysis of gastrointestioal
pressures. They are designed to b€ os€d in conjunctioo wi$ a low complianc€ manometric p€rfusion
pump. The major structure3 of the Manometric Assemblies is a multi-channeled, medical grade,
silicone rubber extrusion.

The Assemblies arc designed with vsriations in length alrd channel number (depcnding on the
exFusion and aoDlication) to cnable Drccise low compliance prcsgur€ mcasurement fiom mosl areas of
rhe Cl rracr. Whin attachid o a manbmeric perfusirin pump, a constant non of perfusate is p€rfused
inro the a$embly and into thc Gl tract of the paticnt providcd the pcrfusion pump is correctly
operated. Whenihe pressure changes within tire GI tract thc prcssrirc is rra fcrr;d faithfulliup thc
aasembly and detectcd with extemal pressurc transducers mounted on the manometdc Perfusion
pumP'

Indicotions

Use of Dentsleeve Manometric Assemblies is indicated when measurements of Sastrointestinal tract
pressures arc judgei to b€ useful for determining management of paticnts with proven or surp€cted
gastrointestinal motor disorders.

Technicsl Chsracteristics

Miniml6stion of di,ecomfort of intubation

Dentsleeve assemblies are made of silicone rubber. Th€ properties of silicon€ .ubber uscd by
Dentsleeve facilitate the manuiaclure of smaller diameter (lower compliance) channels. fie flexibility
of silicone rubber aids patient comfort and the heat tolerance o{ the matedal allows auloclaving.

Avoidance of pharyngeal water infusion

Dentsleeve assemblies are suitable for use with air Perfusion which is used only in pharyngeal
manometry lo monitor swailowing.

Testing and safety

The Manometdc assembli€s have been tested for biocompatibility, functionality and ability to bc
sieriliz€d up to 50 times by auloclav€. All testing results arc compiled in atrachments A, B & C.

A Risk assessment and Failure Mode Eiffects and Criticality Analysis, the results of which can be sfan in
attachmenr D.

Benefit vs. Risk

The risks of use of a Dentsleeve Manometric Assembly are b€lieved !o b€ minimal, Fovided lhit devic€
is op€rated and maintained as described in the product lab€lling. Any significant but still minor risks of
the use of the device a.e essentislly those associated with gastrointestinal intubation. Proper
management oi these risks rcquires the performance or supcrvision of measur€menh by individuxls who
hav€ b€en adequately tmincd in methods of gastro-intestinal manometry, including the understandiing
of methods that ensure safe passage of manome(ric assemblies safely. OFralorc of this device must b€
adequately alert to faclors lhat incr€ase eithe. the risk of perfomtion during inlubation, such as stenoses
of the gasiro-intestinal tract or other phy$ical deformiti€s, or pulmonary aspiration of refluxed or
vomited sastro-intestinal contents


