
D731/ 0733 MICRO Ph.ISlIO. Arterial Filters Special 510(k)
Sorin Group Italia SrI. August 31, 2011

510(k) SUMMARY

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

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

DATE PREPARED: August 31, 2011

DEVICE TRADE NAME: 0731 MICRO 27 Ph.I.S.l.O. Arterial Filter, Sorin
D731 MICRO 27 Arterial Filter with 27 micron
screen with phosphoryloholine coating

0733 MICRO 40 Ph.I.S.l.O. Arterial Filter, Sorin
0733 MICRO 40 Arterial Filter with 40 micron
screen with phosphorvlcholine coating

COMMON NAME: Arterial Filter

CLASSIFICATION NAME: Cardiopulmonary Bypass Arterial Line Blood Filter

UNMODIFIED DEVICE: 0731 MICRO 27 Ph.l.S.l.O. Pediatric Arterial Filter,
Dideco D731 MICRO 27 Pediatric Arterial Filter
with 27 micron screen with phosphoryicholine
coating
D733 MICRO 40 Ph.l.S.l.O. Pediatric Arterial Filter,
Dideco D733 MICRO 40 Pediatric Arterial Filter
with 40 micron screen with phosphorylcholine
coating (#K051232)

PREDICATE DEVICE: Sorin AF 620 Ph.I.S.I.O. Arterial Filter
Sorin AF 640 Ph.lI.S.l.O. Arterial Filter (#K093986)

DEVICE DESCRIPTION:

The 0731/0733 MICRO Ph.l.S.l.O. Arterial Filters are sterile, non-pyrogenic disposable
filter for use in the arterial line of the cardiopulmonary bypass circuit with flow rate not
exceeding 6.0 liters/minute. The 0731/D733 MICRO Ph.l.S.l.O. are Arterial Filters with
27 and 40 micron filters screen, respectively. The devices are designed to remove
potentially harmful gaseous emboli, aggregated blood constituents, and particulate
debris, greater than the pore size, from the arterial line perfusate.
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The D731/D733 MICRO Ph.l.S.l.O. Arterial Filters are a modified version of the
currently marketed 0731/0733 MICRO Ph.I.S.I.O. Pediatric Arterial Filters
The modifications consist of: an increase of the recommended maximum blood flow rate
from 5 to 6 LPM, a change of the device trade name from D731/0733 MICRO
Ph.I.S.l.O. Pediatric Arterial Filters to 0731/0733 MICRO PhISlIO. Arterial Filters, and
a change of the filter screen pore size from 20 to 27 micron for the 0731 MICRO
Ph.I.S.l.O. As a consequence of these modifications, the labeling has been updated.

The modified device has unchanged intended use, materials, operating principles,
manufacturing process, control mechanisms, sterilization process and fundamental
scientific technology.
The manufacturing process in regards to the coating is also unchanged with respect to
the unmodified device.

INDICATION FOR USE:

The D731 MICRO Ph.l.S.I.O. with 27 micron screen with phosphorylcholine coating and
the 0733 MICRO Ph.I.S.l.O. with 40 micron screen with phosphorylcholine coating are
recommended for use in the arterial line of the extracorporeal circuit during any
procedure that requires cardiopulmonary bypass. The filters are used to trap and
remove gaseous emboli as well as particulate debris that may be introduced through the
arterial line. The device should not be used longer than 6 hours. Contact with blood for
longer periods is not advised.

TECHNOLOGICAL CHARACTERISTICS:

The 0731/0733 MICRO Ph.l.S.l.O. Arterial filters have the same design features,
manufacturing process, control mechanisms, and operating principles when compared
to the unmodified device. The 0731/0733 MICRO Ph.l.S.l.O. Arterial filters utilize the
same materials, filtering media and the same main blood flow path as the unmodified
devices.

Except for the increase of the maximum blood flow rate from 5 LPM to 6 LPM and the
change of the filter screen pore size of the 0731 MICRO Ph.l.S.l.O. (modified from 20 to
27 micron), the modified 0731/0733 MICRO Ph.l.S.l.O. Arterial filters are identical to
the current marketed 0731/0733 MICRO PhISlIO. Pediatric Arterial filters.

No change to the intended use has been made as a result of these modifications. There
are no differences in packaging type and material between the 0731/0733 MICRO
Ph.l.S.l.O. Arterial filters and the unmodified devices, 0731/0733 MICRO Ph.l.S.I.O.
Pediatric Arterial filters

Compared to the predicate device AF 620/640 Ph.I.S.I.O Arterial Filters, the modified
0731/0733 MICRO Ph.I.S.I.O. Arterial filters have the same operating principles,
control mechanisms, sterilization process, and fundamental scientific technology of the
predicate device.
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The AF 620/640 Ph.l.S.l.O Arterial Filters predicate device, have also the same
recommended maximum blood flow rate of 6 LPM of the modified D7311D733 MICRO
Ph.l.S.I.O Arterial filters as well as the same intended use.

The D731/D733 MICRO Ph.I.S.I.O. Arterial filters are ethylene oxide sterilized and have
a non-pyrogenic fluid path. They are 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 raw materials.

The 0731/0733 MICRO Ph.l.S.l.O. Arterial Filters have exactly the same materials of
the unmodified device, D731/D733 MICRO Ph.l.S.l.O. Pediatric Arterial Filters
(#K051232). The same formulation of Ph.l.S.l.O. material has been also used to coat all
blood contact surfaces.

As no new materials are used with respect to the unmodified device, this 510(k) cross
references biocompatibility data for the 0731/0733 MICRO Ph.l.S.I.O. Pediatric Arterial
Filters (#K051232).

As no packaging changes have been introduced, this 510(k) cross references
packaging data previously submitted for the unmodified device (#K051232).

IN VITRO TEST RESULTS:

In vitro testing was carried out in accordance with the relevant requirements of
"Guidance for Cardiopulmonary Bypass Arterial Line Blood Filter 510(k) Submission"
Final Guidance for Industry, dated November 29, 2000.

Testing supplied in the 510(k) premarket notification for the D731/D733 MICRO
Ph.l.S.l.O. Arterial Filters includes performance testing that demonstrates compliance
with performance specifications.

The tests were carried out on sterilized devices were aged (3 +1 years, worst case)
comparing the D731/D733 MICRO Ph.l.S.l.O. modified Arterial Filters vs. the predicate
device, AF 620/640 Ph.l.S.l.O. Arterial Filters operated at same max blood flow rate (6
LPM). The results of these tests met established specifications.

CONCLUSIONS:

The D7311D733 MICRO Ph.l.S.l.O. modified Arterial Filters are substantially equivalent

to the predicate device in terms of functionality.
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Additional testing has also demonstrated the effectiveness of production techniques to
assure that the device is sterile and non-pyrogenic.
In conclusion, test results of this study suggest the D731/0733 MICRO Ph.l.S.l.O.
Arterial Filters are equivalent to the AF 620/640 Ph.I.S.I.O. Arterial Filters with respect
to device function.
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IQoCI adI I)IL ,\dmiistution
1 )0(13 Nc>' [ Ltnlp0hirc Avciuc
Docuiucni Control Room1 -V06-G609
Si c 's prins. MiI) 20993-01(02

Sorinl Group Itt!ai

e/o) Mir. FBalrry S ai Sl
fIri iitil Conlsuliatl

PareXel lulternar jionllCnutn
195 West Stree
WaIt ham, NI A 0245!

Re: K 1 12525
Thide/DeVice Name: D)731 MICRO 27 !Hi.I.S.l.O. and D)733 MICRZO40 P'li.l.S.I.O. Arial Filters
ReguLlatlionl iN urnher: 21 C FR 870.4260
ReguLliatoii Name: Cardiopulmonary Bypass Arterial Line Blood Filter
Regulatory Class: Class, 11
Product Code: DTFM
Dated: AuguLst 31, 2 1 1
Received: AMugust 3)1., 20!1

Dear Mr. Sail:

We have r-eviewed your Sction 51 0(k) premarket notification of intent to mar ket the device
referenced above and have rlcirermoined tile device is substantially CILlivalenI ([or thle inldicationls
for uIse stated ini(lhe enl)CosurIe) to legally marketed lpredicate devices; marketed inl interstate
commerce prior to tMay 28. 1I976, hie enactment dare of the Medical Device Ame ;wI mien [St. or to
devices ( hat have beenl reclassified ill accordanlce With thie prox'isions of the Fedlera Food, Drug,
and Cosmnet ic Act (Act) that do0 not requI~ire approval of a pre market approval app!licartion (P'MA).
You mnay, there Fore, iv arket the device, sub 'ject to thle geneirtl controls prov is ions of the Act. Thie
uClereal controls provisions of the Act inI~cle requir~eents for annual registration. listino of
deCvices. LtOO(l manufacturAHing' practice, labeling, and prohibitions aotainst misbrandling and
ad(1ilteration. PIlase nobI: CDRI-l does no0t evaluate informa111ition rltetd to contrct iability
warran~lties. \WC remlind you., however, that de\'ice Ilabelingc m1ISt lbe Utrutul and no0t mlislcadimz

II VOLt r device is clas.sified (See above) into either cilass 11 (Special Controls) or class Ill (P NIA), it
nay be subject to addilional conltrols. Existing- matjor regtlilis affectingu your de\'ice can be
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found in the Code of bedevil Regulations, TFile 2 1 Parts 800 to 898. In addiiion. FDA uiay
publish further announcements concer niiw~ you device in the Federal Rcoistcr.

Please be advised that FDA's issuanice of a substaintial equivalence determination doesx not man
that FDA has nade a determintation that youir de\'iee complies With other eqtliilenieut of the Act
or iiv Federal statuts andK. regilations adinistered by oilier Federal agencies. You mist
coimilyv with all the Act's requir-oemns, including, but not limited to: ucuisutaon and IKsing (2!1
CFR Part 807); labeliung (21 CUR Part 801); nmedlical device reporting (reporting of medlical
dlevice-related adverse events) (21 CUR 8013); good manufaturing practice requirements as set
fothl in the qual tv sysiens (OS) regulation (21 CUR Part 820); and iiapplicable, the electronic
product ratliation control provisions (Sections 531-542 of the Act); 2 1. CUR 100-1 0%(

If you dlesire specific advice fru your device on otir labeling regulation (21 CFR Pan 80 1): please
go to htp://www ,,,,\.Waei,,ov/AboutUDfA/CentersO ffices!CDRI-I/CD RI-I 0 fiCceS/ucin 1 I 15809.1n in bri
the Center lbo Devices andl Rac!io logical I-I aith '5 (CD RI-I's) Offiee of Comian ce. Also, please
mote the reUiuiOri entlitled. ''Nisbranding by reference to premnarket notification' (21 CUR Part

807.97). For qtuestions regarding the reporting of adverse events tndcer the NM!DR regulation (2 1
C F-R Part 8013). I)!ease go to
htt~p://www. fda. Ltov/M ed ical Dcvices/Safetv/ReportaProbl cmn/deftill. Von for lie CD Ri-Is Office
of Surveillance and Biometrics/Division of Postmnarket Surveillance.

You may- obtain oilier general information Onl your responsibilities under the Act from the
D~ivision of Small Nlamiufaciumers. International and Con1sie Assistance at its toll-lie iumbher
(801)) 638-0141 or (3011) 796-7 100 or at its Internet address
ho il: ' wWW,\. fdau.(ovf/M ,ed icailI)evices!Resoiurcesfor)'ou/Indust rv/defaiu!l tt.

Sincerely yours,

, manD Zuckermian. M.D.
Dinrector
Division of Cardiovascular Devices

Office of Device Evaluation
Center for Devices and

Radiological H-eal th

End osti e
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510(k) Number (if known): K1 12525

Device Name: D731 MICRO 27 Ph.I.S.I.O., Sorin 0731 MICRO 27 Arterial Filter
with 27 micron screen with phosphoryicholine coating and 0733 MICRO 40
Ph.I.S.I.O., Sorin 0733 MICRO 40 Arterial Filter with 40 micron screen with
phosphoryicholine coating

Indication for Use:

The 0731 MICRO 27 Ph.l.S.l.O. with 27 micron screen with phosphoryicholine
coating and the 0733 MICRO 40 Ph.l.S.l.O. with 40 micron screen with
phosphorylcholine coating are recommended for use in the arterial line of the
extracorporeal circuit during any procedure that requires cardiopulmonary
bypass. The filters are used to trap and remove gaseous emboli as well as
particulate debris that may be introduced through the arterial line. The device
should not be used longer than 6 hours. Contact with blood for longer periods is
not advised.

Prescription Use X__ Over-the- Counter Use_____
(P art 2 1 C FR 8 01 Su b prt 0) AND/OR (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 Sib -Oft)
Division of Cardiovascular Devices

510(k) Number ilik ..


