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OFFICIAL CONTACTi Scott M. Epstein
President

DATE OF PREPARATION: September 22,2008 (Revised November, 2009)
TRADE NAME AND, MODEL OF DEVICE:,pAguaMedicinai StructuraliHyroe Pediatri UrtrlSc Mdel NubeN3-xxx 

rcUee~ tn;M NmeN30
CLASSI]FICATION NAME:
Ureteral.Steint- 21 CFR1876.4620; Product:Code FAD

CLASSIFICATIOfl PANEL:
Gastroenterology I Urology

SUMhMARY STATEMENT--

(Indication for Use Revised.-November, 2009)The Q Urological pAgnaJIedkjna Structural Hydoe eiti rgrlSeskwdtfaclitte emoray Iteralurinary drainage from the kidney to the bladder and stentingof the ureter in a Pedaic Pagjent no les than 2 Years old and not more th an 12 years ottThe eat ay e plcedendocopcally, percaaeo seey, or using open surgical* techniques. The flenwt should not he I batied for more than 30 days-.'Th4 produce b notintended as a. Permanent indwelling deice.

The Q Urological Corporation pAguaMedicjrt Structural Hydrogel Pediatric Ureteral Sternis substantially equivalent to several predicate devices including: the Sof-Flex Pediatric-Double Pigtail Ureteral Stent,(Cook Urological), the Silhouette PediatricUretera Stern(Applied Medical Resource), the PANAM~xUee tn Knso Tehnloisanthe Aquasilque Ureteral Stern (AeicnMei al.Sytens).

Differences between the predicates and the pAguaMedicina Structural Hydrogel PediatricUreteral Stent are the~profile of the anchorage and the stent material.

Whe tetedagans seera prdictedevices, the anchorage method withstood asignficntl grate fore bfor coingdislodged. The anchor-age section of the stern by Q
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F•-. 2- cR 2-The composition of the stent material has been used before in predicate devices. For thepAguaMedicinj Structural Hydrogel Pediatric Ureteral Stent this material has been processedby a proprietary method which delivers'equivalent technological characteristics. It was testedforbiocompatibility in accordance with the suggestious of ISO 10993 for prolongedexposure.

Bench perfonnance testing was selected based on the FDA Guidance for the Content ofPremarket Notifications for Ureteral Stents. Testing to determine the anchora~ge force,elongation and tensile strength,'and flow rate of the Q UroloDgical CorporationpAguaMedicina Struwtural Hydrogel Pediatric Ureteral Stent'were conducted and the resultscompared fai'orably to those Of the predicate devices tested.
In addition, predicate stents for pediatric patients have been cleared for the same size as the:pAguaMedicina Structural Hydrogel Pediatiic Ureteral Stent.

The Q Corporation pAguaMedicinaStnzcnjraj Hydrogel Pediatric Ureteral Stein has thesame'~intenjjed use as the predicates and has no techiiologicai differences which raise new,questions of safety and, ffecti.veness and. it is at leasfas safe and effec~tive as the predicates.
Therefore the Q Corporation pAguaMedicina Stnuctural HydrogelPediatrij0 Ureteral Stent is'substantially equivalent.
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Re: K082805
Trade/Device Name: pAguaMedicina Structural Hydrogel Pediatric Ureteral, Stent
Regulation Number: 21 CFR §876.4620
Regulation Name: Ureteral stern
Regulatory Class: II
Product Code: FAD
Dated: November 25, 2009
Received: November 27, 2009

Dear Mr. Epstein:

We have reviewed your Section 5 10(k) premtarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1 976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food,.Drug,
and Cosmetic Act (Act) that do~not require approval of a premarket approval application (PMA).
You may, therefore, market the device,, subject to the general controls provisions of the Act. The
general controls provisions of the ~Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class HII (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning~your device in the Federal-Register.

Pl-ease be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of! the Act
or any Federal statutes and regulations administered by other Federal agencies. 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); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803); good mAnufacturing practice requiremenxts as set
forth in the quality systems (QS) regulation (21 CFR Part .820); and if applicable, the electronic'
product radiation cdntroi provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on dur labeling regula tion (21 CFR Part 801), please
go to http://www~.fda. o/bu~/Cn r~f~e/DHCR 1fq/cI5809 .ht fo
the Center for Devices and Radiological.Health's (CflRH's) Office of Compliauce. Also, please
note the regulation entitled, "Misbranding by reference to prenmarket notification" (21 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803.), please go to

htt://ww~da.govMedcaleviesSafty/epotapoblrnjefajt tmfor the CDRH's Office
of Surveilkance and Biometrics/Division of Postnmarket Surveillance.

You may obtain other general information on your responsibilities under the Act fromr the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
h tt ://www. fda. ov/MedicalDevices /ResoureforY~ounndusvy/default.htm.

erely yours,

aieM.Mri
Acing Director, Division of Reproductive,

Abdominal, and Radiological Devices
office of Device Evaluation
Center for. Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):; K082805

Device Name: PAguaMedicina Structural Hydrogel Pediatric U reteral Stent

Indications Far Use: pAguaMedcjjnja Structural Hydrogel Pediatric Ureteral Stent isused'to facilitate temporary inra uriay drainage from thekidney to the bladder and stentin ofthureriapdatc
patient no less than 2 years old and not mare than 12 years old.Thestent may be placed endoscopoi6aiiy, ipercutan 'uIy ruig-ppen surgical techniques. The st~fit'should'not be Wnplait~d for -'m6 thin Tisr 'Is niotintended, as a p~hnane t'

- ndwelling device.

-o

Prescription Usw4. AND/R Over-TheCounter Use(Part 21 CFR 801 Subpart'D) (21 OFeo1 S6bpait C)

(PLEASE DO NOT WRITE.,BEo THSNCO IUE ON ANOTHER PAGE IFNEEDED) Q THS ECNNE

Division of Reproductive, Abdominal arJConetcOW11111j fst, rce vc510k) umbr __________ Evaluation (ODE)
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