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CoRPS Background  

• Increasing number of patients with an ICD 
worldwide 

• 33% of all ICD recipients are women 

• Evidence that epidemiology and pathophysiology 
of cardiovascular disease differ in women and men 

• Some suggestion that women and men may also 
differ in their arrhythmia susceptibility 

Haigney et al. Heart Rhythm 2009;6:180-6 
Lampert et al. JACC 2004;43:2293-9 



CoRPS Background  

• A paucity of studies examined whether women 
are: 

– equally likely to be implanted with an ICD as men 

– experience the same level of distress, body image 
concerns and quality of life as men 

– more likely to experience complications than men 

– derive the same health benefits (i.e., survival) from 
ICD therapy as men 

Hernandez et al. JAMA 2007;298;1525-32 



CoRPS Gender and device-related complications 

Masoudi et al. JAHA 2015 

N=2954 



CoRPS 

Peterson et al. Circulation 2009;119:1078-84 

Gender disparities – procedure- and device-
related complications 

N =161,470 



CoRPS 
Gender differences - survival benefits ICD 
versus antiarrhythmics (meta-analysis - 1) 

Ghanbari et al. Arch Intern Med 2009;169:1500-6 



CoRPS 

Patient Reported Outcomes 



CoRPS Men vs Women 

Women Men 

Sensitivity of breast tissue No breast tissue 

Somato sensory amplification Lower awareness / attention body sensations 

Higher body awareness Lower body awareness 

Coping (social support) Fight or flight 

Socialy acceptable Less acceptable 



CoRPS FEMALE-ICD study (1) 

Vazquez et al. PACE 2010 



CoRPS FEMALE-ICD study (2) 

Vazquez et al. PACE 2010 

N=29 



CoRPS 
Gender disparities and patient reported 
outcomes: Systematic review 

Brouwers, van den Broek, Denollet & Pedersen. PACE 2011;34:798-803 

• 18 studies; sample size  100 (range 100-645) 

• 10/18 studies were cross-sectional 

• Focusing on anxiety, depression and quality of 
life  

• No effect of gender on PROs in 80% (26/32) of 
the outcomes 



CoRPS Gender disparities - anxiety and quality of life 

Habibovic et al. Europace 2011   

N = 718 
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Marshall et al., Cardiovas Nurs 2012 
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Rahmawati et al., Circulation Journal 2013 

N=179 



CoRPS Gender disparities – well-being 

Starrenburg et al., PACE 2014  

N=300 
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Starrenburg et al., PACE 2014  
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Starrenburg et al., PACE 2014  



CoRPS 

Lauck et al., Circ Cardiovasc Qual Outcomes 2015 

N=171 



CoRPS Summary 

• Few ICD studies designed a priori to examine 
gender differences in PROs, complications and 
clinical outcome 

• Available data are based on post hoc analyses 

• PRO studies tend to have used smaller sample 
sizes (reduced power), are cross-sectional, lack 
of appropriate statistical adjustment 

 

 



CoRPS 
Utilization of implantable cardioverter DEFIBrillator 
therapy in the treatment of heart disease: Clinical and 
psychological outcomes in WOMEN (DEFIB-WOMEN) 

Danish Heart Foundation  

(grant 09-10-R75-A2713-22565) 

Odense University Hospital (co-ordinating study center): 

• Susanne S. Pedersen (CoRPS, Tilburg University; 
Erasmus Medical Center - NL) 

• Mogens Lytken Larsen 

• Jens Brock Johansen 

Aarhus University Hospital (Skejby):  

• Jens Cosedis Nielsen 

Aarhus University Hospital (Aalborg): 

• Sam Riahi 

Copenhagen University Hospital (Rigshospitalet): 

• Regitze Videbæk 

Gentofte Hospital: 

• Michael Vinter Højgaard 



CoRPS Study objectives - substudy 1  

PATIENT REPORTED OUTCOMES: 

• Do women and men experience differences in distress and quality 
of life (including body image concerns)?  

• Does ICD indication have a differential impact on quality of life in 
women versus men? 

• Do complications have a differential influence on levels of distress 
and quality of life in women versus men? 

• Do shocks have a differential effect on patient-reported outcomes 
in women versus men?  



CoRPS Study objectives - substudy 2   

PROCEDURE- AND DEVICE-RELATED COMPLICATIONS: 

• Do women experience more procedure-related complications than 
men? 

• Is there a difference in the occurrence and reason for 
inappropriate shocks in woman as compared with men? 



CoRPS Study objectives - substudy 3  

MORBIDITY AND MORTALITY: 

• Are there gender differences in a composite endpoint of time to 
onset of ventricular tachycardia’s and mortality?  

• Do psychological factors exert a differential effect on a composite 
endpoint of time to onset of ventricular tachycardia’s and 
mortality in women versus men? 



CoRPS Study design 

• National, Danish, multi-center, prospective, 
observational study 

• Psychological/quality of life assessments will take place 
at 5 time points:  
₋ T0 (baseline) 

₋ T1 (3 months post implantation)  

₋ T2 (6 months post implantation)  

₋ T3 (12 months post implantation) 

₋ T4 (24 months post implantation) 

• Patients will also be followed up for time to ventricular 
tachycardia and mortality both short- and long-term (up 
to a period of 10 years) 

 



CoRPS Participants 

• N = 1656; 546 (33%) women 

• Inclusion period = 2 years 

• 2068 patients being implanted with an ICD in the 
five centers during a period of 2 years, and an 
expected response rate of 80% 

 



CoRPS Inclusion and exclusion criteria 

Inclusion criteria: 

• First-time ICD implantation 

• 18-80 years of age 

• Male or female 

• Speaking and understanding 
Danish 

• Providing written informed 
consent 

Exclusion criteria: 

• Life expectancy <1 year 

• History of psychiatric illness 
other than affective/anxiety 
disorders 

• On the waiting list for heart 
transplantation 

• Insufficient knowledge of the 
Danish language 



CoRPS Baseline 

Women 

-Younger 

-Less likely to be married 

-Less likely to be employed 

-More likely to receive psychological treatment 

-Higher educated 

Pedersen SS et al., 2015 unpublished data 



CoRPS Preliminary findings 

Baseline scores on PROs stratified by gender
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CoRPS Conclusions 

• Findings to date are inconclusive but show a 
trend towards decreased functioning in women 
in particular domains 

• Large, sufficiently powered trials are needed 

• Too soon for interventions 

 

 

• DEFIB-WOMEN 

 


