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— Abstract —

Clinical Analysis of St. Jude Medical Valve Replacement

Y.S. Sohn, M.D.", H.J. Park, M.D.", Y.H. Choi, M.D.",
K.T. Kim, M.D.", LS. Lee, M.D.”, H.J. Kim, M.D.",
H.M. Kim, M.D.”

Results of St. Jude Medical valve replacement are presented in 171 patients who underwent
operation from January 1983 through June 1989. The patients were 79 males and 92 females
with ages ranging from 12 to 71 years. Total 211 of St. Jude Medical valves were implanted:

148 in mitral position, 57 in aortic position, 6 in tricuspid position. The follow-up was from 2

to 76 months with a cumulative period of 375 patient-year. The actuarial survival at 1 year, 3
year and 5 year were 92.1 %, 87.6 % and 86.3 % respectively. The linearized incidences of

valve failure, thromboembolism, thrombotic obstruction, anticoagulation related hemorrhage
and all valve related complication were as follows: 0.5 %/pt-yr, 0.5 %/pt-yr, 0.5 %/pt-yr, 1.1
%/pt-yr, and 2.4 %/pt-yr, respectively. The performance of the St. Jude Medical valve com-

pares most favorably with other artificial valves. But it remains still harzards of mechanical

prostheses such as thromboembolism and thrombotic obstruction.
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Table 1. Clinical characteristics of patients
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Table 2. Predominant hemodynamic lesion

Number Percent

Mitral(n=151)

Stenosis 101 66.9

Regurgitation 43 28.5

Prosthetic dysfunction 7 4.6
Aortic(n=57)

Stenosis 24 421

Regurgitation 31 54.4

Paravalvular leakage 2 3.5
Tricuspid(n=43)

Regurgitation 43

*: 5 Carpentier-Edwards valve, 2 St. Jude Medical valve

MVR {n=108} AVR {n=20} XVS [n=43} Total in=171}
Age mean 41 33 43 40
range 15—-71 12-61 17—61 12—171
Sex male 42 15 22 79
female 66 5 21 92
Clinical Hx. of
CHF 54(50) 8(40) 30(70) 92(54)
Rheumatic fever 27(25) 4(20) 15(35) 46(27)
Thromboembolism 9( 8) 1( 5) 5(12) 15( 9)
Inf. endocarditis 3( 3) 1( 5) 1( 2) 5( 3)
Functional class
NYHA 1 24(22) 7(35) 7(16) 38(22.2)
m 60(56) 12(60) 27(63) 99(57.9)
v 24(22) 1( 5) 9(21) 34(19.9)
Atrial fibrillation 69(64) 2(10) 28(65) 100(58.8)
LA clot on 2-D Echo 24(22) - 9(21) 33(19.2)

Legend: MVR; mitral valve replacement, AVR; aortic valve replacement
XVS; multiple valve replacement, LA; left atrium

CHF; congestive heart failure, (© ); percent
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Table 3. Operation and CPB time

Operation No. ECC time(min) ACC time(min)
MVR 75 92(45—137) 68(30—-103)
MVR+TAP 26 102(73—139) 71(34—87)
MVR(Redo) 6 141(130—152) 118(103—130)
MVR+ TAP(Redo) 1 90 65

AVR 15 76(63—135) 65(48—80)
AVR(Redo) 1 170 90
AVR+VSD Closure 1 111 86

Bentall Procedure 2 203(165—240) 160(130—190)
Konno Operation 1 260 180
MVR+AVR 26 145(73—280) 112(47—160)
MVR+AVR(Redo) 1 152 120
MVR+AVR+TAP 7 154(140—178) 115(80—126)
MVR+TVR 6 120(85—142) 87(68—125)
MVR+AVR+TVR 3 178(181—230) 120(112-~150)

Legend: CPB; cardiopulmonary bypass, ACC; aortic cross clamp
ECC; extracorporeal circulation, ( ); range
TAP; tricuspid annuloplasty,
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Table 4. Follow up of early survivals

Follow up Duration (months)
Operation Total Mean Range
MVR(n=95) 2983 314 2—76
AVR(n=17) 561 33.0 2—74
XVS(n=38) 954 25.1 7—48
Total(n=150)’ 4498 30.0 2-176

lost follow up 10 cases and hospital death 11 cases were
excluded
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Table 5. Mortality of patients

MVR AVR XVS Total(percent)
Hospital
Death 7 1 3 11(6.4 %)
Late
Death 1 3 3 7(4.1 %)
Total 8 4 6 18(10.5 %)

AT AEEL o] 92.1 %, 31do] 87.6 %, 5
wlo] 86.3 % SlthFig. 2). 71 A1) dele g e A
AubES 38, M AAkLFo) 24, T gl A4, ¥
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Table 6. Hospital mortality after valve surgery

Preoperative MVR AVR XVs Total
NYHA Class n HD(%) n HD(%) n HD(%) n HD(%)
I _ _ - _
1§ 24 2(8.3) 7 1(14.3) 7 - 38 3(7.9)
m 60 3(5.0) 12 — 27 2(7.4) 99 5(5.1)
N 24 2(8.3) 1 - 9 111D 34 3(88)
Total 108 7(6.5) 20 1(5.0) 43 3(7.0) 171  11(6.4)
Legend: HD; hospital death, n; number of patients
Table 7. Mode of hospital death (n=11)
Mode of Death Diagnosis Operation
Low output syndrome MS MVR
Low output syndrome MR+AS MVR+AVR
Low output syndrome MS+AS+TR MVR+AVR+TAP
Cerebral hypoxia MS MVR
Cerebral hypoxia MS MVR
Asphyxia MS+TR MVR+TAP
Arrhythmia MS MVR
Bleeding AS AVR
Sepsis MR+TR MVR+TAP
LA thrombus MS+TR MVR+TAP
Pulmonary hypertension Valve {failure MVR(Redo)
Table 8. Mode of late death (n=7)
Mode of Death Diagnosis Operation
Acute renal failure MS MVR
Acute renal failure MS+TR MVR+TAP
Acute renal failure AR+VSD AVR+VSD Clos.
Arrthythmia MS+AR+TR MVR+AVR+TAP
Dissecting aneurysm AS AVR
Hepatoma MS+AR MVR+AVR
Sudden death MS+AR MVR+AVR
35 Al Sabol AL 44 S AV sdAar 31 —% SA 2] 4§07 gk Fdo] 42, &adol| 23t 5
volin] #F NYHA classe & 4 3.004 & £ 1. wb s} 200, €l Also] 20, el & F spalol
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Table 9. Change of NYHA functional class

MVR AVR XVS Total Table 10.Valve related complications
Class  pre post pre post pre post pre post

MVR AVR XVS Total

| - % - 18 — 34 - 142
I 24 11 7 1 7 6 38 18 Anticoagulation
m 60 — 12 — 27 — 99 — -related hemorrhage 2 1 1 4
v 24— 1 — 9 — 34 - Thrombotic obstruction
- of valve 2 - - 2
Total 171160 Thromboembolism 1 1 - 2
* 11 hospital death cases were excluded. Hemolytic anemia - - 1
Total 5 2 2 9
160|’
Pre—op.
1401 R Table 11.Other complications
120 Post—op. ——
complication Number of cases
€ L &’l
2 100 Postoperative bleeding 4
E 80 Acute renal failure 3
5
s 60[— Cerebral- infar.(‘tion 3
Wound infection 3
40)’ Bed sore 3
20 Pericardial effusion 3
g Postoperative psychosis 3
0 I ! [ v Cardiac tamponade 2
Closs (NYHA) Sick sinus syndrome 2
Fig. 3. Change of NYHA functional class Complete A-V block 2
Sternal dehescence 2
Paroxismal supravent. tachycardia 1
5. Ho} Fa gHHE gl AR Osteochondritis of sternum 1
) [gA nephropathy 1
olg shabal fakgt ¢S5 & 9:8(2.4 %/pt-yr) Pneumonia 1
% cl(Table 10). o] T &3 4§28 Qi 38
Total 34

Ni
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