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1ISO 5840

e |ISO 5840 Cardiovascular implants -
Cardiac valve protheses

e Dr. Wilhlam N. Anderson:

1982/1/1 1999/12/31

6738 7186




OPC
ISO 5840 Dr. Willilam N. Anderson:

0.03 0.00 0.12 0.00
RIND 2.06 2.78 2.48 2.63
0.10 0.00 0.19 0.61
0.45 2.44 0.80 1.95
0.59 0.93 0.68 0.54
0.38 0.84 1.05 1.75
0.77 1.09 1.05 1.95
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‘Alternatives to Randomization in Surgical
Study’, Gary L. Grunkemeier and Albet Starr.
J. Heart valve Dis. Voll No2,1992
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‘Sample Size Requirements for Evaluating Heart Valves with Constant Risk
Events’ Gary L. Grunkemeier, Diane MaccCulloch Johnson, and David
C. Naftel. J. Heart valve Dis. Vol3 N01,1994:53-58

Table I'V: Valve—years needed for a gicvernn OPC, for all
OPC s givert iri Table 3. The valwes Iess than 2000 valve
wrears agre plotted i Figirre 3. The bolded valiees for gre OFPC
af 1. 2% fyear ottt a powwer of (af least) 80%, gave rise to the
rriiriirreal size choserr by the FIDOA for a clinnical stwdiy of a
e hreart valve, of 800 valve years.
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Guidance for the Use of Bayesian Statistics
In Medical Device Clinical Trials
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Bayesian Statistics

prior information
likelihood
posterior probabilities

credible intervals confidence interval, type | and Il
error frequentist

predictive distribution
exchangeabillity

Gibbs sampling Computer-intensive calculations
MCMC Markov Chain Monte Carlo
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Hierarchical modele

« PMA P980048(FDA CDRH), BAK/Cervical
Interbody Fusion System:

 For Multi-center Trial
» physician traning
» technirue
» experience with the device
» patients management
» patient population




Hierarchical modele PMA P980048

Table 7: Lung—terml Fusion — Bayesian Analysis Results {Rnf.l.'s.trii:ferl1 Cohort)

Success Measure

95% Credible Interval for | Multivariate Longitudinal
Difference in BAK/C and Bayesian Analysis
ACDF Rates? Conclusion

Fusion (+3.2, +6.1) BAK/C 1s superior to ACDF

1 Follow-up examination conducted 24 months postoperatively or later
2 5ee Analysis Cohorts in Section 11.e. for an explanation of the Restricted and Unrestricted Cohorts
3 Predictive distributions calculated from Long-Term multivariate longitudinal Bayesian results

Table 8: Lﬂng—terml Fusion - Classical Analyses Results {Restriﬂedz Cohort)

BAKIC
x/n % P
— 6month || 119/120 992 <0.001
12 month 1231126 976 0.010
Long-Tem 86/86 100.0 0.086

T Follow-up examination conducted 24 months postoperatively or later
2 See Analysis Cohorts in Section 11.e. for an explanation of the Restricted and Unrestricted Cohorts
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P=0.088
e Bayesian
+3.2 +6.1

e Bayesian
* No
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* Instead, guidances describe the Agency’s
current thinking on a topic and should be
viewed only as recommendations, unless
specific regulatory or statutory

requirements are cited. The use of the
word IN Agency guidances

that something Is or
, but
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