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This .51 O~k) Surnmarv is inl accordance with thle requiremnentsof 21I C.F.R. § 807.92.

Submitter: cr-vol i fc. In1c.
1055 Roberts Blvd_ NWV
Kennesaw. GA 30144
(770~) 419-3355

Contact Person: John D). Ferros
Director. Reruilatorv Afflairs

iDevice Names: Device Trade Name:CryoValve' SG Pulmonarx111 Valve
Cy r'VaIxeSO uItntrvValve antd C ond itit

Comtnon/Usu~al Name: Human,11 Heart Valve

Proposed C. lass ificat ion Namtie: AlloeialIt Heart Valve ( Prod it tlC'ode: 01 Al

Intended Use:

Cro\ eSC; Pul1 i11marx 1-V t m1.11a Ii Heart Valves are inrd icated lot thle replace ment of di sea ed. dama ced.

mna Illori cll. or. mia Ifu tic tion inu nativye or. prosthetic publmonary va I Ve. Til0 t 1e V mava IS be Used inl Ile re p1 Ceme ii

of nat16 i x)LtI nioiiar11v valves wvheni t lie Ross Pr-oced ire1 is performed1C(. Pu i mortar v hleart var I e all ou rafts are utsed to

repair both Contgernital and acquired va vttlar lesions.

Predicate 1)evices:

5.10) Wk Number(s), Product

D~evice Company Clearance D~ate Code

C:ivoVa:l vcc SG
I'l~tlromrarv Valvc v' c r

rytx \al Ixe SG 165 Robeets Blvd.. N\V K34- -Fbtav0.20 ~
P tI ttLnr1r 0V V aIV MICeIrd Ken nesawx. G A 3001I4

Device IDescription:

The C rvrI.V. i I. Intc. C v eSO HuILimranr PuI. moriarx' 1-vIleart Valve C rx'oValve S Ci) is a Iui r anl lieart valve

asept ical lv recovered, frm qutaliflied dour irs. Th~e valve is dissected. treated wvithll antimicricobial Soltutioni. and

treated to iremTove thle cells and cellul Iar debris that hias titt al read v been removed durinl til te posttnlorterll

pe-ru d . I it rvest iii . arid tlie antimiroienbi al process. Th Ie valVe is Crx'0opreSe rVCdI iln a sstect I tiitrrIe itt iiCC~ i.

coliit nit- ti ; cr voproit cctartl twvithlin thle. innte rmost pouch of a three potirch packa !i ng systemil. The pack-a i rg

s v~sicm i tI onIl lvxitrh sr aids tilt racold rtemperatutries. b tt alsoa ~IIOW lox r :rscptic i nt roduOction of t le xa Ive inito thle

op~ernri inc roorrr. Supercoolting by liquiid tritrogeri boost is bectirt pritl.r to crystal lizatirori to minimiize ice crystal

damage to thevlve matrix. bifna~l v. tile v'alvyes ar-c transferred to a liquid nitiri geri Ireezer for lon-g-terml

storage ait - I 35'C to - I 96'C.

I tirplaritatioll of, thle ArvoVl lvc SO Pttlrttornlary I- rtnaiml F1-leat ValIVe 1rdUCCs tile r isk for i rdtctirQ6rr of l-ILA.~ class

I arid class II alol ttttihbodies, bas'ed oil Panel Reactive Anrihobdv rmeasurerd rrItI11) it onrre vearr. Comrrpared to thie

sr~ ri~nr- poceseditlmoliorrvr mlrrrialr heart vailxe. Data; hiavc nil! been proirdcd to evaltrate the effect r f

IredWcd hh L.A class I ait~d class 11 all10ititibr(tdieS oft tIre lr0ttig-Mter t (11tirAbiIitV. or- lone.-term resistanrce to rejection
v tlire patienit. of1 thie CryoV'alv ySG(.

A nalysis Supporting Substantial Equtivalncfle:

A Clinrical Data Analysis provides tihe needed assessment to Snipport thle pitroduct claim. The Arnalxsis reviews

previously pumbl ished stud~lies anrd fturnishies thle scienitilic rationralIe needed to ma ke rel s clianrie to the label inc.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
FEB 6 2009 9200 Corporate Boulevard

Rockville MD 20850

CryoLife, Inc.
c/o Mr. John Ferros
1655 Roberts Boulevard, NW
Kennesaw, GA 30144

Re: K083106
CryoValve® SG Pulmonary Valve and CryoValve® SG Pulmonary Valve and Conduit
Regulatory Class: unclassified
Product Code: OHA
Dated: January 5, 2009
Received: January 6, 2009

Dear Mr. Ferros:

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
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 application (PMA).

.You may, therefore, 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 II (Special Controls) or class I (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 concerning your device in the Federal Register.

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 manufacturingpractice requirements as set
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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 Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21CFR 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 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.gov/cdrh/industrv/support/index.html.

Sincerelyyours,

Br . Zuckerman, M.D.

Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K083106

DeviceName: CryoValve® SG Pulmonary Valve and CryoValve® SG Pulmonary
Valve and Conduit

Indications For Use: CryoValve® SG Pulmonary Human Heart Valves are indicated for the

replacement of diseased, damaged, malformed, or malfunctioning native or

prosthetic pulmonary valves. They may, also be used in the replacement of

native pulmonary valves when the Ross Procedure is performed.

Pulmonary heart valve allografts are used to repair both congenital and

acquired valvular lesions.

Prescription Use ,/ AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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