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Medical Components. Incorporated
Mvs. Sarah Shaffer
Regulatory Specialist
1499 Delp Drive
I larlcysvil le PA 19438

Re: 1K I3092 3
Tradle/Device Name: 5F Dignity®0 Midsize CT Titanliumi Port
Regoulation Number: 2 1 CUR 880.5965
RegulIatioii Name: SubcutaneCous. Implanted. Intravascular Initlionl Port and Catheter
Regulatory Class: 11
Product Code> LIT
Dated: May 30 2013
Received: June 4. 2013

Dear Ms. Shatfer:

We have rev'iewved )'aulr Section 5I 10(k) premrarket notification of intent to market the device
referenced above and have determiin ed the d1ev ice is sublst antial)' eqiva lent (Ilbr the ind icat ions
for Use stated inl the enclosure) to Ic gall)' imark eted predicate devices marketed inl interstate
ZOVn\\Wtcc prior to May 28. 1976. the enactment date of the Medical Device Arrendmnents, or to
devices that have been reclassified inl accordance with the provisions of the Federa\ V2ood. Drug.
and Cosmetic Act (Act) that do not require approval ola premarket approval applicatio (PMll A).
You may. therefore, market the device, SUbject to thle gneral controls provisions ofIthe Act. The
general controls provis ions ofithe Act include require meICIs for anllal aITreiS trat ion. listing of'
dev"ices. good mana Ic turing practice. I albe Ii g. aind ploiibit ion i5aga i st misbranding atnd
adulteration. Please note: COR H does not eval tate in format ion related to contract I iabilIitx'
warran ties. We rei id you. ,however, thiat device I a beIirig in ust be UIra th~ u and not mislecad ing.

If your device is c lassi fled (see above) into either class HI (Special Controls) or class III (P I'A). it
may be sub ject to additional controls. [Existingl ma',jor' rega lations allfectinig your device can be
foun11d inl the Code of Federal ReguLlationls. Tillte 2 I1, Parts 800 to 898. Inl addition. VDA tmay'

pub! ish further anna OUncerrients con1cerning YOLH ar dvice inl the Fe:de ralI Reg-ister.



Paue 2 - Ms. Shaffer

Pl ease be adv'i sed thiat FDA's S SuaiC 0c ofa s LihStarnLi a equaiv ale ne determ iniat ion does not icani
that FDA has in ado a determinationl that you r device cOam plies With at her req Ili remlen ts o Ithe Act
or an'v Federal statutes and reculations adinHi stered liv other Federal acncecs. YOU mu1LSt
comply with all the Act's requirements. including, but not limited to: reeaistration and listing (2 1
CFR Part 807): labeling (2 1 CFR Part 801): medical device reporting (reporting ol'inedieal

device-related adverse events) (21 CFR 803): good manuf1acturing practice requirements as set
florth in thle quality systemns (QS) regullation (2 1 CUR Part 820); and ifapplicable. the electronic
prodict radiation control provisions (Sections 53 1-542 of the Act): 2 1 CUR 1000- 1050.

Iy'ou desire spec ilic adv'ice for your device Onl o ti labeling regal at ion (2 1 C17R Part 80 1). please
contact the D)iv is ion of SmallI M antifacLU rers. International and Cons liS~cr Assistance at its tol I-
free number (800) 638-204 1 or (30 1) 796-7 1001 or at its Internet address
ilt p :/Avww. %v. ligo v/1Med ica Il )0ieS/R esotiCC w es I'o ti/I nd1.uSt rv/dc Ca It. hti. Al so. please note

tile regulation entitled, "M isbranding by reference to premarket notification" (21 CUR Part
807.97). For qUestions regarding the reporting of adverse events under the MODR regulation (21
CUR Part 803). please go to

http//ww~fd~uo/Meical )c ice/Sal'ev/Reoral~rolemdelu ItIn n lr the CDRI-l s Office
ol'Sturveillance and B jonietrics/Division ofl' ostmnarket Surveillance.

You may aobaain other general in form at ion on ytarresponsibilities Under the Act from the
Division of' Snall M'!anuafactu rers. International and CoTitStier Ass istance at its toll -free niumber
(800) 638-2041 or (301) 796-7 100 or at its Internet address

Sincerely yotlrs.

Mary S. Runner -S
Kwame Uilmer MvIS.
Acting2 Division Director
D~ivision of Anesthiesiolog. General Hospital.

Reslpiratory. Infect ion Control anrd
Dental Devices

Oflice of lDevice Iuat ion
Center hor Devices and

Radiological Health

Enclosure



'ee Indications for Use

nedcovi P 51 0(k) Number (if known): \3 t2-3

DeAce Name: 5F Dianitv®K Midsize CT Titanium Port

Indications for Use:

k/s 25-23-IYI The 5F Dignity® Midsize CT Titanium Port is indicated for patient therapies requiring
repeated access to the vascular system. The port system can be used for infusion of

215.2A17P7 medications, WV. fluids, parenteral nutrition solutions. blood products and for the
withdrawal of blood samples.

When used with a power injectable needle, the Power Injectable Implantable
Infusion Port device is indicated for power injection of contrast media. For power
injection of contrast media. the maximum recommended infusion rate is 5 mI/s with
a 19 or 20 gauge non-coring power injectable needle. The maximum recommended
infusion rate is 2 mI/s with a 22 gauge non-coring power injectable needle.

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 S ulbpart, AND/OR (21 CFR 801 Subpart
D) C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Richard C.(0Ivison Sign-Off) Chapman
Divisi )n of Anesthesiology, General Hospital 2013.07,30 Page 1'of 1
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