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=Abstract=

Mid term Experience with the CarboMedics Medical Valve

Ki Chool Kim, M.D.*, Hurn Chae, M.D.*, Hyuk Ahn, M.D.*, Yong Jin Kim, M.D.*,
Chong Whan Kim, M.D.*, Joon Ryang Rho, M.D.*

The CarboMedics valve is a bileaflet prosthesis with excellent hemodynamic characteristics, but the
long tejm surgical experience with this valve, its durability and its biocompatibility are unknown. Dur-
ing a 9 year period from october 1988 to July 1993, 748 prostheses (402 mitral, 261 aortic, 58 tricu-
spid, 2J( pulmonic) were inserted in 552 patients (mean age 40.2 years). The operative mortality was

6% (37/560, 13.2% in age group below 15 years and 5.7% above 15 years). And the main causes of
death »‘{/ere complex congenital malformation and left ventricular failure. Follow up was totaled 1182
patients years and mean follow up was 28.3 months/patient. No structural failure has been observed..
HemorThage was the most frequent valve related complication (1.78 %/Patient-year). Embolism oc-
curred at a rate of 0.93 %/Patient-year. There were 5 cases of valve thrombosis (0.42 %/Patient-year,
two fafal). There occurred 11 late deaths(6 valve related) and 42 valve related complications. Actu-
arial survival at 5 years is 97.18 + 0.94 % and actuarial complication free survival at 5 years is 8§9.07
+ 1.54%. In summary, the CarboMedics valve stands for a durable valve substitute, with low valve

related complications. (Korean J Thoracic Cardiovas Surg 1993 ; 26:753-60)

Key \‘(vords : CarboMaedics valve, Heart valve prosthesis.

AN = 1993 74747 &

56031 2] A<SA nlAdeE A AlgH o o)

Carbomedics 7] A Bt Fof7xe was 7)A wat
ez gRAdehA P o|rt F=7} St Jude 71A
gta) n) sl A A A e 2= 19861 1299 A YA Eo)
QAT ook WAR 7)) YATFo) AR Iy
Ead Xqv"—ﬁgf 2T QAR A7) A AL A g
29 A oL AAojrh EdoAE 1988 89 old=

|
* Ao st o ol et F5e] e A
* Department of |Thoracic and Cardiovascular Surgery, College
of Medicine, Seoul National University
tRERS 19920 E AShstmyd 54 e nxe

RSP
Regel 2 1993 % o8 9] et
270 e 5o Pkl

@ F97] 32 AlAgstel 2 QTS BRS A Yrt

1.

riok

bR}

198811 8UHE] 1993 797HA] F 74870 9] A& 560
#e] s T3l 552792 FApell A o)A 3tsict. sl 2]
Al Aol Aol 01} (718%) 2A Bt HF AN HE
o] 1337 (23.8 %) 717 &etel] i A 2| Fzo] 47 (0.7 %)
olgict. o] 5% WEFS AF A dEAdato] 113
w3, $Rto] 2347, A @ute] 1774, 95 Wefo) 27
o olgit}. o] FaketA HAb ol F Y + SR AT
797} 1A woba] 1289, 1 thLol SRT+ A o

—753—



W& %
CarboMedics 7| H|Etate] QI At S

H 1. Classification of operation

MVR 207 27 234

AVR 109 4 113
TVR 5 12 17
PVR 4 23 27
MVR+AVR 127 1 128
MVR+TVR 19 1 20
MVR+AVR+TVR 21 - 21

Total 492 68 560

MVR ; mitral valve replacement, AVR;aortic valve replacement,
PVR ; pulmonic valve replacement, TVR ;tricuspid vaive replacement
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H 2. sXiokat

Age(yr)

Mean SD 402+ 13

Range 2mo—72yrs
Sex

Male 285

Female 267
NYHA Fc¢

I-11 33%

111 54 %

v 13 %
Fibrillation

Yes 65 %

No 35%
History of thromboembolism

No 88 %

Yes 12 %
LA thrombi

Absent . 83 %

Present 17 %
Mitral Valve

Regurgitation 28 %

Stenosis 52 %

Mixed 20 %
Aortic Valve

Regurgitation 70 %

Stenosis 14 %

Mixed 16 %
Presence of Coronary Artery Disease

Yes 11 cases
LVEF

Mean SD 61 £19 %

range 23-95 %

LA;left atrial, SD;standard deviation, Fc:functional class, LVEF;
left ventricular ejection fraction

t}. =&k A d o A Warfaring F¢33}7] He]et= Dipyrid-
amole & 225 mg/day® Fo18}3L FEov} &sh7|A FAF
L& 54354 o= g Warfarin#} ¥ 8 3}o] F-o s}t
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H 3. Valve Sizes

Mitral Valve

29 148

31 122

33 21
Aortic Valve
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X 4. Additional procedures

Tricuspid annuloplasty 45
Kay 18

DeVega 27

LA auricle obliteration 40
Repair of congenital defect 66
Coronary revascularization 11
Others 33
Total 195

LA ; left atrial

E 5. Causes of operative death(n=37)

Low Cardiac Output 18
Sepsis 4
Brain damage 3
LV rupture 5
Complex Congenital Anomalies 7

LV left ventricular
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¥ 6. Survival data of the operative survivors

Total 1182 Pt-yrs 11 97.18% £ 0.71%
0.93%/pt-yr

MVR 477 Pt-yrs ' 2 98.56% + 1.07%
0.42% /pt-yr

AVR 271 Pt-yrs 4 95.06% + 2.50%
1.48%/pt-yr

DVR 269 Pt-yrs 3 96.25% +2.24%

1.12%/pt-yr

MVR ; mitral valve replacement, AVR;aortic valve replacement,

DVR ;double valve replacement

¥ 7. Late Complications and Mortality

No of No of
complication Deaths

Hemorrhage 21 3

Intracranial 3 3

Other major

Minor 17
Thromboembolism 11

Cerebral infarction 5

Minor
Endocarditis 1
Periprosthetic leakage(reop) 4(1) 1
Valve thrombosis(reop) 5(3) 2
Deaths not related to the valve

Arrhythmia 1

Stomach cancer 1

Liver cirrhosis 1

Accident 2

Total 42 11

o B@E Al AR Y AEEL FEAY AF
<& F7} 98.56 + 1.07%, HEH AT X8E F7} 99.05 +
0.94%, o1& But x%k<& F7] 98.06 + 1.36% At}
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Actuarial Survival
<life table method

survival(%)
0

years

1. TSYUEXL MES

Actuarial Survival
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X 8. Linearized annual incidence of valve related complications

n
CarboMedics 7|A|Ttate| f ArZdsd

All cases n=42 3.50%/p-y
MVR n=16 3.35%/p-y
AVR n=10 3.69%/p-y
DVR n=11 4.09%/p-y

n=21 1.78%/p-y
n=7 1.46%/p-y
n=3 1.11%/p-y
n=7 2.60%/p-y

n=16 1.35%/p-y
n=6 125%Ip-y
n=2 0.74%/p-y
n=4 1.12%/p-y

n=4 0.34%/p-y

n=2 0.42%]/p-y

n=l 0.37%/p-y
n=0 -

n=1 0.08%/p-y

n=1 0.21%/p-y
n=0 -—
n=0 -

MYVR ; mitral valve replacement, AVR;aortic valve replacement, DVR;double valve replacement, PVE; prosthetic valve endocarditis
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