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Clinical Results of the St. Jude Medical Valve in Aortic Position

Chong Whan Kim, M.D

A total and consecutive 87 patients underwent aortic valve replacement (AVR) with the St. Jude
Medical prosthesis between 1984 and 1993. Age ranged from 14 to 66 years{mean:38.6+14.0 years).
Twenty-one patients (24.1 %) had undergone previous valve replacement.

There were 8 early deaths with an operative mortality rate of 9.2% (7.6 % for primary AVR and
14.3% for re-replacement AVR). Seventy-nine early survivors were followed for a total of 309.1 pat-
ient-years(mean:3.9 + 2.5 years). A late mortality rate was 5.1 % (4 patients) or a linearized incidence
of 1.294 % /patient-year. All were anticoagulated with coumadin to maintain the international normal-
ized ratio(INR) between 1.5 and 2.5. One patient experienced thromboembolism (0.324 %/patient-year
), and none did bleeding. Endocarditis occurred in one (0.324 %/patient-year). Paravalvular leak was
the most frequent complication and was experienced by 8 patients(2.588 % /patient-year), and 5 of
them required re-replacement AVR (1.618 % /patient year of reoperation rate). There was no structural
failure of the prosthesis. Actuarial survival including operative death was 83.9% =+ 4.6% at 10 years.
The actuarial estimates of freedom from thromboembolism and of freedom from late death and all
complications were 95.1 % + 4.8 % and 81.4% =+ 6.1 %, respectively, at 10 years.

These clinical results suggest that less intensive anticoagulation may be allowed for patients of AVR
with the St. Jude Medical valve with low incidences of both thromboembolic and bleeding complica-
tions.

(Korean J Thorac Cardiovasc Surg 1995;28:258-62)
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Table 1. Patient profile Table 2. Operative procedures
Number of patients: 87 Aortic valve replacement: 87
Sex : Male: Female (Ratio) 67:20(34:1) Additional surgery: Number (%) 24(27.6)
Age: Mean + SD(Range), years 38.6 £14.0(14~66) Closure of ventricular septal defect 6
Duration of surgery: 1984~ 1993 Mitral valve annuloplasty 6
Previous cardiac surgery: Number (%) 21(24.1) Exploration of mitral valve 3
' - Open mitral commissurotomy 2
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Closure of ruptured aneurysm of sinus of Valsalva
Mitral and tricuspid annuloplasty
Closure of patent duclus arteriosus

Correction of tetralogy and aortic replacement
Size of St. Jude Medical valve:

Mean + SD(Range), mm 23.9 +2.3(19~31)
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Table 3. Mortality

Causes of death Number(%)
Early death: 8(9.2)
Ventricular tachyarrhythmia 3
Failed off-bypass 2
Low output 2
Prosthetic valve endocarditis 1
Late death: 4(5.1)
Paravalvular leak 1
Prosthetic valve endocarditis 1
Congestive heart failure 1
Colon cancer 1
Table 4. Follow-up .
Number of patients: 87
Number of early survivors 79
Follow-up:
Total, patient-years 309.1
Mean = SD. years 39+25
Complications: Number (%/patient-year)
Thromboembolism 1(0.324)
Prosthetic valve endocarditis 1(0.324)
Paravalvular leak 8(2.588)
(Tabel 3)
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Fig. 1. Actuarial survival and freedom from thromboembol-
ism. Vertical lines denote one standard error.
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Fig. 2. Actuarial freedom from late deaths and all complica-
tions. Vertical line denotes one standard error.
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