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510(k) SUMMARY

SUBMITTER: Sorin Group Italia
86, Via Statale 12 Nord
41037 Mirandola (MO) Italy

CONTACT PERSON: Luigi Vecchi
Phone: 39 0535 29811
Fax: 39 0535 25229

DATE PREPARED: September 22, 2011

DEVICE TRADE NAME: BMR1 900 PH.I.S.I.O.

COMMON NAME: Closed Venous Reservoir Bag

CLASSIFICATION NAME: Reservoir, Blood, Cardiopulmonary Bypass

UNMODIFIED DEVICES: SMARxT BMR1 900 Closed Venous Reservoir

Bag (K0501 11)

DEVICE DESCRIPTION:

The BMR1900 PH.I.S.I.O. is a sterile, non-pyrogenic softshell reservoir designed for use
in cardiac surgical procedures requiring extracorporeal support for periods of up to six
hours.
The BMR1 900 PH.I.S.I.O. can be operated at flow rates up to 6 liters per minute. The
maximum operating volume is 1900 mL. The minimum operating volume is 300 mL.
The softshell reservoir has a blood inlet port with an integral cardiotomy inlet on one
side of the bag and a blood outlet port on the opposite side of the bag with respect to
the vertical axis.
Integral to the blood inlet port are connectors for measuring the temperature and
saturation/hematocrit of the incoming blood using external monitoring equipment.
At the top edge of the bag it is located a dual four-way stopcock assembly that is used
to manually purge air from the bag. The stopcock assembly may also be used for the
administration of drugs or other solutions, as needed during the cardiopulmonary
bypass procedure.
Blood enters the bag through the inlet port and passes through a polyester filter screen
before exiting the bag through the outlet port. The purpose of the filter is to facilitate the
removal of large air bubbles from the blood.

The BMR1900 PH.l.S.l.O. is a modified version of the currently marketed SMARxT
BMR1 900 Closed Venous Reservoir Bag.
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INDICATION FOR USE:

The BMR1900 PH.I.S.l.O. is intended to be used in cardiac surgical procedures
requiring extracorporeal support for periods of up to six hours.

No change to the intended use has been made as a result of the modifications.

TECHNOLOGICAL CHARACTERISTICS:

The BMR1900 PH.I.S.I.O. has the same technological characteristics, principles of
operation and control mechanisms as the unmodified device. The fundamental scientific
technology is unchanged.

The blood contact surfaces are treated with a phosphorylcholine (PH.l.S.I.O.) coating
rather than SMARYT as for the unmodified device. Both PH.I.S.I.O. and SMARxT
treatments improve blood compatibility of the device and have the same claim of
reduced platelet adhesion.

Instructions for use and labeling have been revised to reflect the change from a
SMARxT to a PH.l.S.l.O. treatment.

The BMR1900 PH.I.S.I.O. is ethylene oxide sterilized and has a non-pyrogenic fluid
path. It is for single use only.

NON CLINICAL TEST RESULTS:

Applicable tests were carried out in accordance with the requirements of ISO 10993-1
and the FDA May 1st, 1995 Memorandum on the use of the ISO 10993 standard for
biocompatibility testing of materials.

IN VITRO TEST RESULTS:

In vitro testing was carried out to demonstrate both the substantial equivalence with the
unmodified device and also to comply with safety and effectiveness requirements. The
tests were performed according to internal methods developed by the Manufacturer
using sterilized devices aged up to 3 years.

Comparative testing was performed to demonstrate equivalent performance of the BMR
1900 PH.I.S.I.O and the SMARXT BMR1 900.

CONCLUSIONS:

The BMR1900 PH.I.S.I.O. has the same intended use, principles of operation and
technological characteristics as the unmodified device. The testing performed
demonstrates that the BMR1 900 PH.l.S.l.O. is substantially equivalent to the SMARxT
BMR1 900.
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Sorinl GrouIp USA, Inc.
C/o Mr. Scott Lioh
Re,-u latorx Aflkdrs kMager
14401 \W. 63'"' Wayv
A rvadca. CO 8000(

Re: 1\'l12771
Trade/Device Name: lAMR 1900 lh.l.S.l.O.
Re olIat ion Number: 21I C FR 870.4400
Regu-lation Name. Cardiopl)Ion01ary bypass blood reservoir

RegultoryClass: Class II
Pro~duct Code: DTI'N
Dated: September 2?- 20l 1
Received: Septemilber 23,. 2M1I

Dear Mr. Light:

We have re vie wed \'O u r Section 5 1 0(k) pre market notii cation of in tent to market the dev~'ice
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in thie enclosure) to ILegally marketed predlicate devices marketed iii interstate

commerce pr ior to Ma 28 176 the enactment date of hie Medical Device Ame ndme nts, or to
devices that have been reclassi fied in accordance with the provisions of tire Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a piemarket approval applicationl (P1MA).
You may, therefore, market the device, subject to the general controls provisions of the Act. Trhe
general controls prov'is ions of the Act i ncludle reqI~ iui eents for an nual rgsatolisting Of'
devices, "o0d m1anu-factur11ing l.railice, labeling, anld prohlibitions aoainlst muisbranlding anld
adulteration. Please note: CDRI-l does [lot evaluate information related to contract liabil ity
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either ciass If (Special Controls) or class Ill (PMA), it
may be subject to additional controls. Existing major reglations affctinlg your device canbhe
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rotund ilile LCCode o1 le(Ieral Regjulationis. Title 21, Parts 80(1 to 8986 Inl addition. [F[)A\ nlay

puibl ish rhehr aniiotinceiiicilts concllet Our deVice iii thle Feder-alReoistecr.

I' lease be adv'i sed that FDA S si ssua nce or a -Substantial eq uvale ne dete nn t ion does not me n

that FD1)A has made a detemnation thai your device complies wi other requiraemns of the Act
or ait1V FeCderal statIutes and regulations administered by other Federal agencies. You must

comlply with all tile Acts i-qtiirenents, incltidingt. bt not imited to: registration and lsting (2

CIT Art 8(07y uacn (2 CFR Part LSo1); me1dical (levice reportng (repoing of medical
device-related adverse evenits) (2.1 CFR 803); good Illanti1 lareturig pratic Ireqt NUIttIieS as Set
forth in the quality systems (QS) regulation (2 1 CIT Part 820); and if applicable, thle electronic

product radiation control provisions (Sections 531-542 of the Act): 2 1 CFR 1 000- 1050.

If you desire specific advice [or your devic on otur labeling regulation (2 1 CF-R Part SO LI V please

go to itp:: !WWWVV.F. IagvAbo uFDA/Ce nte rsO flics/C 1) K -hG DRI-IC ccs/u cm I115 8( ~htm frn
the Center Ar Devices and Radiological i-icalths (CDrIls) cDfIce of Compliance. Also. please

note tile regu'Llation entil lcd. ''i isbranding by reference to premarket notification' (2 1 CFR Pat
807.97). For (Itest-ions regardling the reporting of adverse events tinder the N')DR egtilation (2 1
CFR Part 8(33): please g-o to
fIp :/ v Ida. glzov/ eld cal Devics/Sn feav/RcortaProblem/de fuilhim Or the CD RI-I1 -sC lice
Of SurVeillance and BiometrCics/Division of' Postmarket Surveillance.

YOtU may obtain othe general iforniation MI) your respon1sibilities tinder thle Act from1 the
Divsion of Small Mlann facturers. International and Con1sumer Assistance at itS toll-1C lce numbe
(80(l) 638-204 I or (301LI) 796-71( H)I or at its Internet address
h tptvn/wW-fda. gov/ Mcclcal ecvices/ResourcesforN'ou/IndLustry/de tuit hIn.

Sincerely yours,

BranD Zuckerman. IM. D.
Director
Division of Cardiovascul Iar Devices
Office of Device -va[luationl

Center for Devices and
Radiological H-ealth

Enclosure



BiMR1900 PH.I.S.I.O Special 510(k)
Sorin Group Italia Sr..______ Septemiber 22. 2011

510(k) Number (if known): _ K11fl %7 ____

Device Name: BMR1900 PHIS.0
Indication for Use:

The BMR1900 PHI-I.1 0I.O is intended to be used in cardiac surgical procedures
requiring extracorporeal support for periods of up to six hours.

Prescription Use -X__ Over-the- Counter Use_____
(Part 21 CFR 801 Subpart D) AND/OR (21 OFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

7(Divisi~n Sign-Off)
Division Of Cardiovascular Devices

510(k) Number

CONFIDENTIAL


