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FER 9 0 2009

Ms. Stephanie Wasiclewski
VP, Regulatory Affairs/Quality -
CORPAK Medsystems
: 100 Chaddick Drive
' WHEELING 1. 60090

Re: K083786
Trade/Device Name: CORFLO Anti-IV Enteral Feeding Extensmn Set
Regulation Number: 21 CFR §876.5980
Regulation Name: Gastrointestinal tube and accessories
Regulatory Class: 1I
Product Code: FPD
" Dated: December 18, 2008 "
Received: December 19,-2008

Dear Ms. Wasielewski:

We have reviewed your Section 510(k) premarket 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, 1976, 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 appllcatzon (PMA).

-You may, therefore, market the devu‘P subject.tn the general- controls Drc'v"r*icms af oAzt The -

. generyi confrels provietons githe Aot ncluds requirements for-annual: r&glstrau R
devices, good manuiacturing pracuu iabehng. and pl’Ghlblthl’lS against nzisbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class ITI (PMA),

" it may be subject to such 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 conceming your device in the Federal Register,
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Please be advised that FDA’s issuance of a substantial equivalence determination does not mearn
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; good manufacturing practice 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 of the Act); 21 CFR 1000-1050.

Th1s letter will allow you to begin marketing your device as described in your Section SIO(k)
premarket notification. The FDA finding os substantial equivalence of your device to a legally
marketed predicate device results in a clasmﬁcatmn for your device and thus, permits your device
to proceed to the market.

- Ifyou desire specific advice for your device on. our labs}mg regulation (2? ‘CFR Part 801); plcase

cantact the Office of Compliance at o of the following numbers; based on the regulation number
at-the top.of this letter,

21 CFR 876.xxx (Gastroenterology/Renal/Urology)  (240) 276-0115

21 CFR 884.xxx {Obstetrics/Gynecology) ‘ (240) 276-0115 -
21 CFR 892.xxx (Radiology) (240) 276-0120
Other ' (240) 276-0100 -

Also, please note the regulation entitled, “Misbranding by reference to premarket notification”

(21 CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometrics’ (OSB’s) Division of Postmarket Surveillance at
240-276-3474. For questions regarding the reporting of device adverse events (Medical Device
Reporting (MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You
may obtain other general information on your responsibilities under the Act from the Division of
Small Manufactures, International and Consumer Assistance at its toll-free number (800) 638-2041
or (240) 276-3150 or at its Internet address http:/www.fda. gov/cdrh/industry.suppot/index.html,

\‘\}P’ﬂng Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation _
Center for Devices and Radiological Health

Enclosure
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INDICATIONSFORUSE .~ = qﬂ/

The CORFLO Anti-IV Enteral Feedmg Extensmn Set is: mtcnded to be used to
deliver enteral formula from the nutritional source to the Anti IV Enteral feedmg
tube, The CORFLO Anti-IV Enteral Feedmg Extensuon Set is for pedlatnc and

: neonatal use only.

Concurrence of CDRH, Ofﬁée of Device Evaluation (ODE)

) . . . oL

Prescription Use __ / | or Over-the-counter use
(Per 21 CFR 801.109) ' .

(Divislon Sl -Qﬁ)
Division of Reproductive, Ahd ammal and

| Radioiogical Devices
- 510(k) Numboer . l{@? ‘7’7}%




