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These instructions contain important information on the use of the Mitroflow Aortic Pericardial Heart Valve and
accessories, All personnel responsible for the storage, handling and implantation of the valve are advised to read
and understand this information prior to use of the Mitroflow Aortic Pericardial Heart Valve (Mitroflow valve),

DEVICE DESCRIPTION

The Mitroflow valve consists of a single piece of bovine pericardium that is preserved with glutaraldehyde and
sewn onto a polyester covered polymer stent. A radiopaque, silicone sewing ring is attached to the outer perimeter
of the inflow side of the valve.

The valves are sterilized using glutaraldehyde/formaldehyde based liquid chemical sterilants, and are packaged in
a sealed plastic jar containing sterile 4% formaldehyde storage solution,

The Mitroflow valve is available in aortic sizes 19, 21, 23, 25, and 27mm diameters.

INDICATIONS

The Mitroflow Aortic Pericardial Heart Valve is intended for the replacement of diseased, damaged, or
malfunctioning native or prosthetic aortic valves.

CONTRAINDICATIONS
There are no known contraindications for the use of the Mitroflow valve,



WARNINGS AND PRECAUTIONS

Clinical experience described in the medical literature suggests that juvenile patients or patients who are
undergoing chronic hemodialysis, who have parathyroid disease or impaired calcium metabolism, or who
are 55 years of age or less may experience accelerated calcification of bioprosthetic heart valves.

FOR SINGLE USE ONLY

Prior to opening the valve container, inspect the high and low temperature indicators on the valve carton for
activation. Do not use the valve if either the high or low temperature indicators have been activated (See
section DIRECTIONS FOR USE).

All persons responsible for the handling and preparation of the valve for implantation must exercise utmost
care to avoid damage to the valve, tissue, stent, and fabric.

Do not pass any transvatvular diagnostic catheters or transarterial pacing leads through the in situ
bioprosthesis. These procedures may cause damage to the valve.

Warnings Prior to Use
Do not use the Mitroflow valve:

L]

If the expiration date has elapsed

IT either the high or low temperature indicators in the valve carton have been activated
If the valve container is damaged or has leaked

[f the tamper evident seal is broken

If the bioprosthesis has been damaged

If the storage solution does not completely cover the valve

Sterilization

The Mitroflow valve cannot be resterilized. The valve container should never be subjected to sterilization
procedures involving moist heat, ethylene oxide, chemical sterilants, or irradiation.

The valve identification tag is not a sterility indicator.

The Mitroflow reusable valve handles and aortic obturators must be cleaned and sterilized prior to use.

Precautions During Use

The exterior of the valve container is non-sterile and should not be introduced into the sterile field.

Once the tamper evident seal on the valve container is broken, the Mitroflow valve should be used
immediately or contact your local sales representative to make arrangements for return or replacement,

Do not allow the valve tissue to dry. Upon removal of the valve from the valve container, immediately place
the valve in sterile physiological satine for rinsing,

Adequate rinsing with sterile physiological saline is mandatory before implantation to reduce the
formaldehyde concentration (see section DIRECTIONS FOR USE). No other solutions, drugs, chemicals,
antibiotics, etc. should be added to the rinse solution as irreparable damage to the valve, which may not be
apparent under visual inspection, may result,

All persons responsible for the handling and preparation of the valve for implantation must exercise utmost
care to avoid damage to the valve, tissue, stent, and fabric.

Extreme care should be exercised when placing sutures through the sewing ring to avoid possible laceration of
the tissue. IF A VALVE IS DAMAGED, THE VALVE MUST BE EXPLANTED AND REPLACED.

Use only the Mitroflow obturators. Use of other obturators or other sizing techniques may result in misleading
valve sizing information.

ADVERSE EVENTS

The clinical investigation of the Mitroflow Aortic Pericardial Heart Valve supports the safety of the Mitroflow
valve. Table 1 presents the adverse event rates as observed in the clinical investigation.
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Table 1. Observed Adverse Event Rates — Total Patients: N = 699, Cumulative follow-up 835.9 patient-years.

Early Events' Late Events® Percent Freedom From Event [SE]®
Adverse event n P;/toi;)nfts n %/Pt-Yr 1 Year 2 Years
All mortality 31 4.4 80 10.24 85.0[1.4] 81.4[1.8]
Xﬁl‘]’jdfslifg d‘iza;tath) 2 0.3 18 2.30 96.7 [0.7] 96.7 10.7]
Structural valve deterioration 0 0 2 0.26 99.8 [0.2] 99.4 [0.4]
All Anticoagulant-related bleeding 12 1.7 14 1.79 96.4 [0.7] 95.51.0]
Major Anticoagulant-related bleeding 6 0.9 7 0.90 98.3 [0.5] 97.4 [0.8]
Thromboembolism 17 24 15 1.92 95.1 [0.9] 94.7 [0.9]
Major thromboembolic event 6 0.9 6 0.77 98.2{0.6] 97.810.7]
Valve Thrombosis 0 0 0 0 100 [() 100 [0]
Endocarditis 1 0.1 19 2.43 56.8 [0.7] 96.4 [0.8]
Non-structural valve dystunction® 4 0.6 6 0.77 98.6 [0.5] 98.2 {0.6]
Perivalvular Leak 4 0.6 4 0.51 98.7 [0.4] 98.7 [0.4]
Hemolysis 0 0 0 0 100 [0] 100 10]
Reoperation (including explant) 0 0 9 1.15 98.50.5) 98.5 [0.5]
Explant 0 o 8 1.02 98.7 [0.5] 98.7 [0.5]

" Early death occurred within 30 days of implant, and includes intraoperative deaths. Early valve-related events include
postoperative events occurring 1-30 days post implant. Early event rates calculated as the percentage of patients with an event.
? Late postoperative events (>30 days post implant). Late event rates calculated as linearized hazard rates (Y&/patient-year).
Calculations for linearized rates were based on 781.1 late patieni-years.
? Freedom from first event (carly or late) rates were calculated using the Kaplan-Meier methed. SE = Standard error.
* Includes perivalvular leaks (8), and residual aortic stenosis (1} or insufficiency (1).

Potential Adverse Events

Adverse events potentially associated with the use of bioprosthetic heart valves (in alphabetical order) include (but
may not be limited to):

* Angina *  Structural valve deterioration

* Cardiac arthythmias * Intrinsic and extrinsic mineralization

e  Endocarditis (calcification)

e  Heart failure »  Leaflet perforation or tear

] Hemo]ysis . Leaflet rupture

e Hemolytic anemia ¢  Thromboembolism

*  Valve thrombosis
¢ Hemorrhage
*  Leak, transvalvular or perivalvular

*  Myocardial infarction

) It is possible that these complications could
*  Non-structural dysfunction lead to:
= Inappropriate sizing e Reoperation

s Leaflet entrapment by tissue in-growth e  Explant

* Prosthesis regurgitation e Permanent disability

=  Prosthesis stenosis
s Death

*  Suture entrapment on commissures
e  Stroke

122



-4-

While these complications have not been observed in the majority of patients after cardiac valve replacement, the
surgeon should carefully weigh the potential of such an adverse event in selecting the optimum valve replacement
for each patient.

CLINICAL STUDY

A prospective, non-randomized, multicenter clinical study was conducted on 699 patients requiring isolated aortic
valve replacement (AVR) with the Mitroflow Aortic Pericardial Heart valve. Cumulative follow-up of the study
cohort was 835.9 patient-years, with mean follow-up of 14.4 months. The patients underwent AVR between
November 2003 and December 31, 2005 at 25 centers (28 hospitals) in the United States (20 centers) and Canada (5
centers).

In the study population, there were 397 (56.8 %) males and 302 (43.2%) females with a mean age at implant of 74.3
years and an age range of 27 to 93 years. The primary indications for valve replacement were calcification 93.6%,
congenital anomalies 13.7%, rheumatic heart disease 4.1%, and previous valve implant 1.4%. Follow-up methods
used included hospital visits or clinic visits.

Table 2 presents by valve size, the mean gradients, effective orifice area, and valve regurgitation as reported in
echocardiograms performed on patients in the study population.

Table 2, Effectiveness Outcomes, Hemodynamic Resuits' at 1 Year: Isolated AVR (N = 544).
Hemodynamic Data Valve Size’

19 (N* =34) 21 (N=143) | 23 (N=193) 25 (N=128) 27 (N=42)

Mean gradient (mmHg) n*=33 n=136 n=189 n=122 n=39
Mean + SD 13450 114144 10542 8.7+£33 74+27

Effective orifice area (cm?) n=30 n=131 n=183 n=121 n=37
Mean + SD 1.1£02 1.2+03 14403 16103 1.8+03

Regurgitation n=34 n=143 n=193 n=128 n=42

None | 21 (61.8%) 103 (72.0%) | 145(75.1%) | 98 (76.6%) 33 (78.6%)

Trace 8(23.5%) 18 (12.6%) 35(18.1%) 22 (17.2%}) 4(9.5%)

Mild | 4(11.8%) 20 {14.0%) 13 (6.7%) 6 (4.7%) 5(11.9%)

Moderate | 1 (2.9%) 1(0.7%) 0 (0.0%) 2 (1.6%) 0 (0.0%)
Severe | 0(0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Not Reported | 0 (0.0%) 1{0.7%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

""Hemodynamic evaluation performed using transthoracic echocardiography.

? Size 29mm valves were studied but data for this size are not included in this table because of the limited clinical data available
at the time of PMA evaluation.

¥ N = total patients with echo evaluation in each valve size.
* n = patients in each valve size with valid measurement of hemodynamic parameter.

Information on preoperative and postoperative NYHA Functional Classification was gathered on all study patients.
Al their 3-6 month follow up 97.6% of patients were in NYHA Class I/II compared to 47.2% in preoperative NYHA

Class I/I (Table 3). At 12 months 98.6% of the patients were in NYHA Class I/, At 2 years 97.6% were in Class
/1.

5



Table 3. NYHA Functional Classifications.

Preoperative Postoperative Assessments
e S sty e
n’ % n % n % n %
1 62 9.0 431 75.1 427 78.5 188 76.7
11 264 38.2 129 225 109 20.0 51 208
11 300 43.4 11 1.9 6 1.1 6 24
v 66 9.5 3 0.5 2 0.4 0 0.0

N = total number of patients with NYHA evaluation at each postoperative assessment.
% 1 = number of patients in each NYHA category.

INDIVIDUALIZATION OF TREATMENT
Anticoagulant and/or Antiplatelet Therapy

Extensive published data indicates that some form of anticoagulant and/or antiplatelet therapy may be beneficial
after cardiac valve replacement with a bioprosthesis to reduce the risk of valve thrombosis and/or thromboembolic
phenomenon.

In general, for bioprostheses, anticoagulation therapy is recommended for 90 days after aortic valve replacement.

Indefinite therapy with low dose aspirin, unless contraindicated, is recommended for all patients with bioprosthetic
valves. Indefinite anticoagulation therapy, unless contraindicated, is recommended for patients with the
thromboembolism risk factors of moderate to severe atrial wall calcification or other atrial wall abnormalities, atrial
fibrillation, left ventricular dysfunction, a hypercoagulable condition, or a prior history of thromboembolic events,
consideration should be given to prescribing indefinite anticoagulation therapy,

Specific Patient Populations

Clinical experience described in the medical literature suggests that juvenile patients or patients who are undergoing
chronic hemodialysis, who have parathyroid disease or impaired calcium metabolism, or who are 55 years of age or
less may experience accelerated calcification of bioprosthetic heart valves. Risks and benefits of using
glutaraldehyde-preserved bioprosthesis in these patients should be carefully weighed by the physician when
selecting the appropriate valve replacement for patients with one or more of the above factors.

The medical literature indicates that children who undergo heart valve replacement may require subsequent valve
replacement procedures as a result of normal cardiac tissue development.

PATIENT COUNSELING

Patients undergoing any dental procedures which are potentially bacteremic should receive prophylactic antibiotic
therapy.

Indefinite therapy with low dose aspirin, unless contraindicated, is recommended for all patients with bioprosthetic
valves. Indefinite anticoagulation therapy, unless contraindicated, is recommended for patients with the
thromboembolism risk factors of moderate to severe atrial wall calcification or other atrial wall abnormalities, atrial

fibrillation, teft ventricular dysfunction, a hypercoagulable condition, or a prior history of thromboembolic event or
events.

Patients should use the identification card that contains patient and valve information for future reference.

DIRECTIONS FOR USE
The Mitroflow valve is supplied sterile and non-pyrogenic in a 4% formaldehyde solution in a sealed container.
The valve shall not be used if:

1)  The expiration date has elapsed

2) Either the high or low temperature indicators in the valve carton have been activated

3) The valve container is damaged or has leaked

4y  The tamper evident seal is broken

5} The bioprosthesis has been damaged

6) The storage solution does not completely cover the valve,

ZY
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For information regarding the return of any product, contact your local sales representative. A required “Return
Goods Authorization” number and packaging instructions shall be provided. Explanted valves should be placed into
a suitable histological fixative such as 10% formalin before being returned.

Pre-Operative Handling

It is recommended that the special obturators designed for use with the Mitroflow valve be used for valve size
selection. The Mitroflow obturators will aid in choosing the appropriate size of valve to be used in the patient.
OBTURATORS AND HANDLES FROM OTHER MANUFACTURERS ARE NOT SUITABLE FOR USE
WITH THE MITROFLOW VALVE AND SHOULD NOT BE USED. The Mitroflow handles and obturators are
supplied NON-STERILE and must be cleaned and sterilized prior to each use. Do not use obturators if there are
signs of damage or aging such as cracking or crazing. Do not use obturators if printed text is not legible or the
obturator appears to be damaged. Contact your sales representative for instrument replacement.

All instrumentation must be wrapped for sterilization. Obturators must not be exposed to temperatures above 137°C
(279°F). It is recommended that the handles and obturators be sterilized by steam (autoclaving). Refer to section
ACCESSORY CLEANING AND STERILIZATION.

Refer to the instrumentation instructions for use provided with the obturators and handles for further information.
The Mitroflow obturators are designed to assist the surgeon in accurdtely sizing the aortic valvular annulus for use
with an appropriately sized Mitroflow valve in either supra-annular (Fig. 1) or intra-annular {(Fig. 2) placement.

The largest obturator dimension reflects the dimension of the valve sewing cuff in the relaxed position.

The Mitroflow handle is used with the obturators for sizing, and with the Mitroflow valve holder for implantation.
To attach the handle (Fig. 3), thread the handle into the obturator or valve holder with a clockwise rotation. The
valve handle is separated by a counter clockwise rotation,

Select a valve that will snugly fit into the aortic annulus for intra-annular placement or fit into the aortic root (Sinus
of Valsalva) for supra-annular placement. Care should be taken to prevent insertion of the obturator into the valvular
annulus at an angle or to prevent selecting an obturator size that does not provide sufficient contact with the valvular
annulus.

Mitroflow valves should not be oversized. Mitroflow valves are for SINGLE USE ONLY. Selection of the proper
size valve'is the responsibility of the implanting surgeon.

Each Mitroflow valve has a disposable valve holder attached at the time of manufacture. In addition, this holder is
positioned by a packaging insert to aid in removal of the valve from the container and storage solution.

Device Preparation Prior to Implant
1. After selecting the appropriate size valve, obtain the correct valve size carton.

2. Before removing the valve container, inspect the low and high temperature indicators. Do not use the valve
if etther the high or low temperature indicators have been activated (see section HOW SUPPLIED).

3. Remove the valve container from the carton, Verify that all carton and container labels match with respect
to valve model, size, and serial number., IN THE EVENT OF ANY NON-MATCHING
INFORMATION, DO NOT USE THE VALVE. Contact your local sales representative to make
arrangements for return or replacement.

4. Carefully inspect the entire valve container and tamper-evident seal for damage. DO NOT USE THE
VALVE IF THE VALVE CONTAINER IS DAMAGED OR IF THE SEAL IS BROKEN.

5. Before opening the valve container, prepare THREE TALL rinse basins, each containing 300 m! of sterile
physiologic saline.
6. Remove the tamper-evident seal and shrink-wrap from the valve container and unscrew the container lid.

The contents of the jar are sterile and must be handled aseptically to prevent contamination. The outside of
the jar is not sterile and must not enter the sterile field.

7. To remove the valve from the container, insert the threaded area of the Mitroflow handle into the valve
holder orifice. Thread the handle clockwise into the top of the valve holder until tight (Fig. 4).

8. Hold onto the jar and lift the packaging insert and valve out of the valve container (Fig. 3) and into the
sterile field.

BOTH THE VALVE AND 4% FORMALDEHYDE PACKAGING SOLUTION ARE STERILE. THE
EXTERIOR OF THE CONTAINER IS NON-STERILE AND MUST NOT BE INTRODUCED INTO THE
STERILE FIELD.

ANY VALVE THAT IS DROPPED, DAMAGED, OR MISHANDLED IN ANYWAY SHOULD NOT BE
USED FOR IMPLANTATION.
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CONTACTING THE VALVE WITH COTTON SWABS MAY LEAVE COTTON FIBERS ADHERING TO

THE PERICARDIAL LEAFLETS THAT COULD EMBOLIZE OR SERVE AS A NIDUS FOR THROMBUS

DEVELOPMENT.

METICULOUS CARE SHOULD BE GIVEN TO PREVENT CONTAMINATION OF THE VALVE

STORAGE SOLUTION BY GLOVE POWDER, '

9. Grasp the packaging insert and slide the thin part of the holder through the slot in the packaging insert (Fig,
6). Discard the packaging insert.

10. Submerge the valve in the first rinse basin of sterile saline solution. It is recommended that a tall rinse
basin be used to prevent the handle from tipping over causing the valve to fall out of the basin.

11. Verify that the information on the identification tag attached to the valve matches the corresponding
information on the container, carton, and Patient Registration Form. Do not implant the valve if the data are
not identical.

12. Detach the identification tag by cutting the suture attachment with scissors and removing all tag suture
material (Fig, 7).

I3. By grasping the handle, gently agitate the valve for two minutes in the first rinse basin. Repeat the two-
minute rinse in the second and third basins for a total rinse time of at least six minutes. DO NOT TOUCH
THE LEAFLETS OR SQUEEZE THE VALVE DURING RINSING.

14. Allow the valve to remain in the third basin until required by the surgeon. DO NOT ALLOW THE TISSUE
TO DRY DURING THE HANDLING AND IMPLANTATION OF THE VALVE AS THIS COULD
RENDER THE VALVE UNFIT FOR USE,

Device Implantation

Prior to suturing the valve into the annulus, identify the direction of flow through the valve to ensure proper
crientation and subsequent function.

Orient the valve so that the coronary ostia are not compromised.

Do not handle the tissue portion of the valve with instruments,

During implantation, frequently irrigate the valve tissue with sterile, physiologic saline to prevent dehydration.
Operating Room (OR) personnel should hold the valve handle during the entire suturing of the sewing cuff.
Do not use cutting edge suture needles, as these will damage the valve sewing ring.

[f interrupted sutures are used, care must be exercised to cut the sutures close to the knots and to ensure that suture
tails do not come into contact with leaflet tissue.

Extreme care should be exercised when placing sutures through the sewing ring to avoid possible laceration of the
tissue. IF A VALVE IS DAMAGED, THE VALVE MUST BE EXPLANTED AND REPLACED. DO NOT
ATTEMPT TO REPAIR DAMAGE TO THE VALVE THAT MAY OCCUR DURING INSERTION.

Looping or catching a suture around the commissural posts will interfere with valve clinical performance.

Diligent attention is required by the surgeon while suturing the sewing ring to the annulus to avoid the occurrence of
perivalvular leaks.

Following placement of the valve in the patient annulus, remove the handle-holder as a unit by severing the three
exposed holder retaining sutures on the right hand side of the knots (Fig. 8). Use a uniform motion to pull the handle
away from the implanted valve. Verify that ali remaining suture material has been removed from the sewing cuff.

After detaching the handle-holder unit, the holder and retaining sutures should be removed and discarded.
The valve storage solution contains formaldehyde and may cause irritation of skin, eves, nose, and throat. Do not
breathe storage solution vapor. Avoid prolonged skin contact with the formaldehyde solution, and if such contact

occurs, immediately flush area with copious amounts of water. In case of contact with eyes, seek medical assistance
immediately.

It is beyond the scope of these instructions for use to instruct the surgeon in specific valve replacement surgical
procedures. Reference should be made to pertinent scientific literature,

PATIENT INFORMATION

It is the responsibility of the implanting surgeon to inform the patient of the following symptoms that indicate
improper functioning of the replacement heart valve.

A Mitroflow valve recipient should seek medical attention if they experience any of the following: angina, syncope,
shortness of breath during exertion, orthopnea, paroxysmal nocturnal dyspnea, palpitations, ankle swelling, general
weight gain, shaking chills, fevers, night sweats, visual disturbance, unexpected petechiae, splinter hemorrhage,
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flame hemorrhage, painful joints, painful spots in the toes, fingers, or soles of the feet, hemoptysis, hematuria or
gastrointestinal disturbance.
Magnetic Resonance Imaging (MRI)
Non-clinical testing has demonstrated that the Mitroflow valve is MR Conditional. It can be scanned safely under
the following conditions:

¢  Static magnetic field of 3.0 Tesla or less

¢ Spatial gradient field of 525 Gauss/cm or less

*  Maximum whole-body-averaged specific absorption rate (SAR) of 1.5 W/kg for 20 minutes of scanning.

In non-clinical testing, the Mitroflow valve produced a temperature rise of less than 0.8°C at a maximum whole
body averaged specific absorption rate (SAR) of 1.5 W/kg for 20 minutes of MR scanning in a 1.5 Tesla, Model
Signa MR, GE Medical System, Milwaukee, W1, MR scanner.

MR image quality may be compromised if the area of interest is in the exact same area or relatively close to the
position of the Mitroflow valve. Therefore, it may be necessary to optimize MR imaging parameters to compensate
for the presence of this implant.

Patient Registration Form

A Patient Registration Form is enclosed in each valve carton. The registration form must be completed and returned
as directed on the Patient Registration Form. Upon receipt of the form, an identification card will be prepared with
patient and valve information and sent to the patient.

HOW SUPPLIED

The Mitroflow valve is supplied sterile and non-pyrogenic in a sealed container, preserved in a 4% formaldehyde
storage solution. Each valve is packaged individually in its own container. The valve packaging system is designed
to facilitate convenient aseptic transfer of the valve to the sterile field.

After implantation of the Mitroflow valve, the 4% formaldehyde storage solution should be disposed according to
hospital procedure,

Temperature Indicators to Indicate Shipping Conditions

Each shipping carton contains high and low temperature indicators (Fig. 9) to indicate whether extreme hot and/or
cold temperatures have been encountered during shipping,

The low temperature indicator contains a white background that will become dark-stained (Fig. 10) if the valve has
been exposed to excessive cold temperatures.

The high temperature indicator will turn BLACK (Fig. 10) if the product has been exposed to excessive heat.

If either the high or low temperature indicator has been activated (Fig. 10}, DO NOT USE THE VALVE.
Immediately contact your local sales representative to make arrangements for return and replacement.

STORAGE CONDITIONS

The Mitroflow valve must be stored at a temperature between +5°C and +25°C (41°F - 77°F). Avoid locations
where extreme temperature fluctuations may occur; e.g. near steam, hot water pipes, air conditioning ducts, direct
sunlight, etc. REFRIGERATION 1S NOT REQUIRED. Although refrigeration at 5°C (41°F) is acceptable, the risk
of undetected freezing must be considered. FREEZING MAY SERIOUSLY DAMAGE THE VALVE AND
RENDER IT UNFIT FOR USE. DO NOT STORE UNDER REFRIGERATION UNLESS CONTINUOQUS
TEMPERATURE MONITORING IS MAINTAINED. Storage lifc of the bioprosthesis is 60 months from the date
of sterilization.

ACCESSORY CLEANING AND STERILIZATION

The Mitroflow handles and obturators are supplied NON-STERILE and must be cleaned and sterilized prior to each
use. Do not use obturators if there are signs of damage or aging such as cracking or crazing. Do not use obturators if
printed text is not legible or the obturator appears to be damaged. Contact your sales representative for instrument
replacement.

Cleaning and Disinfection Instructions for Mitroflow Instrumentation

MITROFLOW INSTRUMENTS MAY BE DAMAGED BY STRONGLY ALKALINE OR STRONGLY ACIDIC
DETERGENTS AND SOLUTIONS, AND BY CHEMICALS CONTAINING KETONES OR CHLORINATED
SOLVENTS.

It is recommended that instruments be reprocessed as soon as reasonably practical following use. The following
cleaning and disinfection methods are recommended for Mitroflow instrumentation:

—rZ ")
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Manual Cleaning and Disinfection
1. Wipe instrument with wet, disposable sponge to remove gross soil,
2. Rinse instrument in hot, running tap water for a minimum of 20 seconds to remove visible soil.

3.Soak instruments in a bath of either (a) Wescodyne for five minutes, or (b) Terg-A-Zyme Enzymatic Cleaner
(Alconox).

4. Scrub instrument thoroughly with a soft bristle brush.

5.Rinse instrument with de-ionized water for a minimum of 20 seconds to remove remaining soil and cleaning
agent.

Washer-Disinfector with Alkaline Detergent+

After placing the instruments in the washer-disinfector, perform the following programmed cleaning cycles:

Step Cycle Duration [De-ionized Water| Comments

Do not use detergents or additives.

1 Pre-Wash | 2 minutes | 45°C+ 5°C .
Drain when complete.

Do not use detergents or additives.

2 Pre-Wash | 2 minutes | 45°Cx5°C .
Drain when complete.

Follow instructions trom manufacturer
of washer-disinfector for optimal mix ratio

3 Wash 10 minutes | 45°C £ 5 °C , .
and concentration of alkaline detergent.
Drain when complete.
. . Do not use neutralizers in the rinse.
4 Rinse 1 minute 45°Ct5°C .
Drain when complete.
. . Do not use neutralizers in the rinse,
5 Rinse 2 minutes 91°C+5°C

Drain when complete,
6 Dry 10 minutes | —-ememmeeee Forced Air at 91 °C

+ Testing was conducted using HAMO T-21 washer-disinfector with HAMO Liquid 55 alkaline detergent (Deconex 22 LIQ
equivalent) utilizing mix ratio of 4 ml of detergent per liter of water in the wash.

Washer-Disinfector with Enzyme Detergent*

After placing the instruments in the washer-disinfector, perform the following programmed cleaning cycles:

Step Cycle Duration Tap Water’ Comments

1 Pre-Wash | 5minutes | 50°C+5°C | Do not use detergents or additives. Drain when complete.

2 Pre-Wash | Sminutes | 50 °C+5°C | Do not use detergents or additives, Drain when complete,

Follow instructions from manufacturer of washer-
3 Wash 10 minutes | 60°C+5°C disinfector for optimal mix ratio and concentration of
enzyme detergent. Drain when complete.

4 Rinse Sminutes | 90°C+5°C Drain when complete,
Rinse Sminutes | 90°C+5°C Drain when complete.
6 Cool 5 minutes | —ooeoceee. Remove parts from washer-disinfector and cool at room

temperature.

* Testing was conducted using Getinge/Castle washer- disinfector with Castle® Renuzyme enzyme detergent.
Based on testing, it was determined that reusable instrumentation could be cleaned and disinfected a total of 100

cycles using the above washer-disinfector based cleaning and disinfection methods. Note that changes to these
cieaning and disinfection methods may result in reduced instrument life cycles.

Ay
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Sterilization Instructions for Mitroflow Instrumentation

All Mitroflow instrumentation must be cleaned and steam sterilized prior to initial use and each reuse. A maximum
of two (2) handles and five (5) obturators may be sterilized in the Mitroflow Aortic Pericardial Heart Valve

Accessory Tray; the accessory tray should not be used if it is damaged.
Mitroflow instrumentation shall be wrapped and steam sterilized according to the following minimum parameters:

Sterilization Instructions for Mitroflow Instrumentation
W ed
Container Wrapped Instruments Wrapped Tray Wrapped Tray Inst:?xlrjlfen ts
Temperature 121 °C (250 °F) 121 °C (250 °F) 132°C (270 °F) 134 °C (273 °F)
Time 35 minutes 35 minutes 10 minutes 3 minutes
Cycle Pre-Vacuum Pre-Vacuum Pre-Vacuum Pre-Vacuum

Follow instructions provided by the manufacturer of the sterilization equipment and established hospital procedures.
It is the responsibility of each institution to validate the process and to establish the efficacy of their procedure.

VALVE SPECIFICATIONS
Mitroflow Aortic Pericardial Heart Valve — Model 12

A* B* Cc* D*
Model Inside Diameter | Outside Diameter | Overall Height w?gt‘:“;[ga;ﬁ d) ;;ilfaiz:ej\t:;z

(mm) (mm) (mm) oy (o)
12A19 15.4 185 11 21 1.6
12A21 17.3 20.6 13 24 2.0
12A23 19.0 22.6 14 26 24
12A25 210 25.0 15 28 3.0
12A27 229 27.2 16 32 3.5

*Dimensions illusirated in Fig, 11 below
** In vitro data on file

WARRANTIES

SORIN GROUP CANADA INC., MITROFLOW DIVISION WARRANTS THAT REASONABLE CARE WAS
USED IN THE MANUFACTURE OF THIS DEVICE. SORIN GROUP CANADA INC., MITROFLOW
DIVISION WARRANTS THAT THIS DEVICE WAS MANUFACTURED ACCORDING TO STRICT
SPECIFICATIONS. NO OTHER WARRANTY, INCLUDING ANY WARRANTY OF MERCHANTABILITY
OR FITNESS FOR PURPOSE, IS EITHER EXPRESSED OR IMPLIED SINCE HANDLING, STORAGE, AND
CLEANING OF THIS DEVICE AS WELL AS FACTORS RELATING TO THE PATIENT DIAGNOSIS,
TREATMENT, SURGICAL PROCEDURES AND OTHER MATTERS BEYOND SORIN GROUP CANADA
INC.,, MITROFLOW DIVISION'S CONTROL DIRECTLY AFFECT THIS DEVICE AND THE RESULTS
OBTAINED FROM ITS USE. SORIN GROUP CANADA INC., MITROFLOW DIVISION SHALL REPLACE
ANY PRODUCT THAT DOES NOT MEET THE TERMS OF THE WARRANTY CONTAINED HEREIN. THIS
LIMITED WARRANTY CONTAINS THE CUSTOMER'S EXCLUSIVE REMEDY, SORIN GROUP CANADA
INC., MITROFLOW DIVISION SHALL NOT BE LIABLE FOR ANY INCIDENTAL, GENERAL, SPECIAL OR
CONSEQUENTIAL DAMAGES ARISING FROM THE USE OFITS PRODUCTS. SPECIFICALLY
DISCLAIMED ARE ANY AND ALL WARRANTIES OR CONDITIONS TO THE EXTENT THAT SUCH MAY
BE IMPLIED UNDER THE PROVISIONS OF THE SALE OF GOODS ACT OF BRITISH COLUMBIA. NO
REPRESENTATIVE OF THE COMPANY MAY MODIFY ANY OF THE FOREGOING AND THE
PURCHASER AND/OR USER ACCEPTS THE PRODUCT SUBJECT TO ALL TERMS HEREIN STATED.

N
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PRODUCT AVAILABILITY
Manufactured by:

SORIN GROUP CANADA INC., MITROFLOW DIVISION
5005 North Fraser Way
Bumaby, B.C.
CANADA V5 5M1
Tel: (604) 412-3650
Fax: (604) 412-5690

Distributed in U.S.A. by:

CarboMedics Inc.
14401 West 65th Way
Arvada, Colorado 80004 1U.S.A
Tel: (800} 289-5759

FIGURES

20
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Fig. 3

Fig. 4

Fig. 5
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Fig. 11
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