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Use of implantable cardioverter defibrillators for primary prevention in the community: Do women and men equally meet trial enrollment criteria?
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Background:  Despite non-sex based eligibility criteria and no clear evidence that the benefit of implantable cardioverter defibrillator (ICD) therapy varies by sex, fewer women than men undergo ICD implantation for the primary prevention of sudden cardiac death.  Several explanations for this exist, but ultimately, the reason(s) remain(s) unknown.  This study aimed to compare the extent to which women and men receiving ICD therapy conform to the criteria for patient section based on major clinical trials. 
Methods:  Data were collected from the National Cardiovascular Data Registry’s (NCDR) ICD Registry.  To receive reimbursement, the Center for Medicaid and Medicare Services (CMS) requires that data on all Medicare beneficiaries be entered in this registry.  Enrollment of non-Medicare beneficiaries is voluntary, although ~80% of all participating hospitals register all ICD recipients.  All patients in the registry who underwent first-time ICD implantation for the primary prevention of sudden cardiac death between January 2005 and April 2007 were eligible.  The primary dependent variable was whether enrollment criteria for either the MADIT II or SCD-HeFT trial were met.  Because of CMS reimbursement rules, patients were stratified by age (< or ≥65 years old) in secondary analyses.
Results:  The final study cohort had 59,812 patients (27% women).  Compared with men, women were younger, more often black, had more non-ischemic cardiomyopathy, and had more advanced heart failure symptoms (all <0.001).  There was no sex difference in the mean ejection fraction.  Of all patients, 84.7% met either the MADIT-II or SCD-HeFt trial enrollment criteria.  Women were just as likely as men to meet criteria after controlling for admission characteristics; medical history; NYHA class; diagnostic, physician, and hospital characteristics; and clustering of patients among hospitals (OR 1.04;95% CI 0.99-1.10).  An interaction was found between sex and age (p=0.002).  Of patients (65 years, women and men were equally likely to meet trial enrollment criteria, while among those ≥65 years, women were significantly more likely than men to meet the criteria (adjusted OR 1.11, 95% CI 1.03-1.19).
Conclusions:  Among patients receiving primary prevention ICD therapy, women are just as likely as men to meet clinical trial enrollment criteria, except women ≥65 years, who have 11% greater odds of meeting the criteria than same-aged men.  However, the absolute difference in this proportion is modest (1.3%), suggesting that relative overutilization in men is not a major contributor to sex differences in ICD use.  Other factors, such as eligibility rates, referral bias, and patient preference need further investigation.
