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510(k) Summary

Name oit ' Subimitier: HOSPIRA. lncorporated
275 North Field Drive
Lake Forest. Illinois 60045
Owner/Operator #: 9063339

Manufacturer a: d Establislrnmet IRegistration Number

AIanufacturer;

liOSPIRA ILA ID.
Carretera Sanchcz, km 18 %
Parque Industrial liabo. SA.
Ilaum San Cristobal. Dominican Republic

.sbhgshlr;ren. Registration it: 9613251

Proprictary or iTrade Name o 'roposed Ifcvlcev Ilospira Fnteral I Ceding S:ts

Common Name: Elteal Mag w/Pump Set

Device (lassification, I'ancode and ProCode: Class II. 80-KNL

Performance St a inards: No pe[inowancec standards haive been is tublishcd ut:der Section 5 I4 of t 'e l;ood
[rug and (osmetic Act fori |iitision pumps. Tribes, gisirointestiinald accssOliesi arl ceLlaitcd witt1ii:
21 CI<. 80.5860.

Intended U!si / Indications for -Ise:

Tlhe HlOSPIIRA; Fteral Feeding Sets is intended to dcli'er, via gravily or a pump, liquid nutrition
fornlulas to a 11 cnterntl access device (a tieding tube}:

Proposed Device lescription:
'the I IOSPIRA" Inlieal Feeding Sets will consist of %artaliolts othic follhiwin. componncts: non-lltI PII
[Lntcral bced ilg baC. no.l-DItlIP plasticized polyvinyl tubing. t1uid shut ot devices. non-il) Il sight

chambers, cassette technology and adapters Ifr enteral Ibeeding catheters,

Sn:rnmary of Substantial Equivalence

the 1 I(SPIRA' lIteral Feeding Sets as described in this submission is substantially oqui valtInto dite

plrmaly pledlicatc device Enteral Pump Set with Integral Counainer (KS 10996 & K (i5205 I) wit lt cspce o
the0 lbllos ino

Simimit ii ilL S

) IBothl dcvices are intended to temporarily hotd and del.'or tiritrill onal flunid s fioIii at c,;lllaillcl I I

patiet us nt.leral access site
2 ) h opCI) erati g prin c ipIes arC the same tor boto I (IC:i CCS
3) BoIt pIn iay labeling and device bags cle:tIl? state not lou IV or lEpidmual I se



Ko6/q3z

I)ifficrlence:
I)[he II OSP I RA;~ Ltertl I Fceding Sets ,'ill be comprised of all nona-D IIP Inatefrias,

2)The HOSPIR -'A linicral Feeding Sets vkill contain a non-PV\C cnteVral Cedlimg bag

'Th1e HOSPIRA e Eoteral Feeding Sets as described in this submission is substantially equivalent to thl

secondary predicate device IN. Set with Single Channel Cassette (KS65059 & K0520$2) with respcct to

tle following;

s;imiltniies:
I I tlh Ise the saame ininsion cassetie tech'nology

2) tile operating principles are the same for both devices.

Diftfrence:
I) the predicate is cleared for LAV, use, thie subject is for enteral use

3li te HOSVIRA5 Fiterat Feeding Sets will contain a non-PV( cineral ficeding bag

4) hle It OSPIRA ' -nterail Feeding Sets will be compised ofall no, n-Di tIP naeleials

Statement of Safetv and iEfttevtiveness

['he I 1OSPIRA` Enteral Feeding Sets meets the functional clainrns anti intended use as described in the

ptoduct labeling, and is as safe and effective in terms of substantial equivadence as thie prdicdate

devices.



DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug- Administration
9200 Corporate Blvd.
Rockville MD 20850
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Ms. [)iane Rennipferd
Sr. Associate, Global Regulatory Affairs - Devices
Hospira, Inc.
Department 0389, Bldg. H2
275 North Field Drive
LAKE FOREST IL 60045

Re: K061432
Trade/Device Name: HOSPIIRA® Enteral Feeding Sets
Regulation Number: 21 CFR §876.5980
Regulation Name: Gastrointestinal tube and accessonies
Regulatory Class: II
Product Code: KNI
Dated: July 20, 2006
Received: July 21, 2006

Dear Ms. Rennipferd:

We have reviewed your'Section 5 10(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 commnerce
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 application (PMA). You may,
thereibre, 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 It (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found injhe Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA
may 1)ublish further announcements concerning your device in the Federal Register.
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Please 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); 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.

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

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at one of the following numbers, based on the regulation

number at the top of this letter:

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

21 CFR 884.xxx (Obstetrics/Gynecology) 240-276-0115

21 CFR 894.xxx (Radiology) 240-276-0120
Other 240-276-0100

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

(21CFR Part 807.97). You may obtain other general information on your responsibilities under

the Act from the Division of Small Manufacturers, International and Consumer Assistance at its

toll-free number (800) 638-2041 or (240) 276-3150
or at its Internet address http://www.fda.pov/cdrh/industr¥/support/index.html.

Sincerely yours,

Nancy C. Brogdon
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)

Device Name: HOSPIRA® Enteral Feeding Sets

indications for Use:

The Hospira® Enteral Feeding Sets is intended to deliver, via gravity or a
pump, liquid nutrition formulas to an enteral access device (a feeding
tube).

Prescription Use X AJt/OR Over-The-Counter Use
(Part 21 CFR 801 SubpartD) (Part 21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division SignOf Page 1 of 1
Division of Relpnxlulciv .AbdwmiLO
and Radiological Devic

510kCua(I 457-.t.


