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Evidence-based medicine and outcomes 
research have become part of the national 
consciousness, as healthcare reform intensifi es 

the focus on quality and cost-effectiveness in 
medicine. In the Hildner Lecture at the 2010 SCAI 

(continued on page 6)

Just in time for Heart Month, SCAI’s Women in Innovations 
(WIN) group, a consortium of interventional cardiologists 
from around the world, has published a consensus paper with 

recommendations for improving the management and outcomes 
of cardiovascular disease in women. Although cardiovascular 
disease is the single most common cause of death among women, 
it is routinely under-diagnosed and under-treated. Only an 
estimated 33 percent of percutaneous coronary interventions 
(PCIs) are performed in women annually.

“WIN recognizes the need for raising awareness of both patients 
and healthcare providers to change perceptions and optimize 
diagnosis and treatment of female patients with cardiovascular 
disease,” says Alaide Chieffo, M.D., FSCAI. “But fi rst WIN is 
calling for more research to reach a defi nitive determination 
of whether women benefi t from specifi c therapies.” Dr. Chieffo 
is Director of Research at San Raffaele Hospital and Scientifi c 

Coordinator of the Master in Interventional Cardiology at Vitae-
Salute San Raffaele University in Milan, a co-chair of WIN, and 
one of the consensus paper’s primary authors. 

A Closer Look at Gender
Is gender really a key determinant for outcomes in vascular 

interventions? “The answer is we don’t know and we need to fi nd 
out,” says Roxana Mehran, M.D., FSCAI, Director of Outcomes 
Research at the Center of Interventional Vascular Therapies 
and Associate Professor of Medicine at Columbia University 
Medical Center in New York City. Dr. Mehran is the senior 
author of the consensus statement and co-chairs WIN with Dr. 
Chieffo and SCAI Past President Bonnie Weiner, M.D., MBA, 
MSEC, FSCAI, Director of Interventional Cardiology Research 
at Saint Vincent Hospital at Worcester Medical Center in 
Worcester, MA.

WIN Recommends Strategies for Improving Treatment 
and Outcomes of Women with Cardiovascular Disease

(continued on page 4)

Dr. Robert Califf to Examine 
Comparative Effectiveness 
in Hildner Lecture 

SCAI 2010 Offers Session 
on Practice Survival in the Era 
of Health Care Reform 

“Disastrous” is how SCAI Past President 
Gregory J. Dehmer, M.D., FSCAI, 
descr ibes  the  cut s  in  Medicare 

reimbursement that went into effect in January. 
“A lot of the private practice cardiology groups 

are deeply concerned because they see their 
ability to provide necessary services to patients 
in a timely manner severely compromised by 

(continued on page 6)
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It would be understandable if interventional 
cardiologists were feeling uncertain about the safety 
of proton pump inhibitors (PPIs) in combination 

with clopidogrel. Study after study has examined the 
effect of PPIs on platelet function in patients taking 
dual-antiplatelet therapy, but disagreement remains 
over what it all means clinically.

“I get many phone calls each week 
from doctors asking for advice on 
what to do, and if I were to prescribe a 
PPI, which one would I use,” said Paul 
Gurbel, M.D., who directs the Sinai 
Center for Thrombosis Research at 
Sinai Hospital of Baltimore. 

“There’s a lot of data, and it’s hard 
to digest all of it,” agreed Deepak L. 
Bhatt, M.D., MPH, FSCAI, cardiol-

ogy chief at the Veterans Affairs Boston Healthcare 
System. “This is defi nitely an area interventional car-
diologists have been following closely.”

There ’s no question that in 
laboratory tests, certain proton pump 
inhibitors—specifically, omeprazole 
and others that inhibit the CYP2C19 
enzyme—reduce clopidogrel’s anti-
platelet activity, by interfering with 
its conversion from an inactive, 
pro-drug form to its active form. 
But some researchers, including Dr. 
Bhatt, believe the clinical impact of 

a PPI–clopidogrel interaction, if any, is small. Others, 
including Dr. Gurbel, believe that defi nitive data are 
not yet available, and that physicians should be cautious.

Over the last few years, numerous observational 
studies have reported a significantly increased risk 
of cardiovascular events in patients taking both a 
thienopyridine and a PPI after stenting or treatment for 
acute coronary syndrome. At the 2009 SCAI Annual 
Scientifi c Sessions, for example, researchers reported 
on a database analysis of nearly 17,000 patients taking 
clopidogrel after stenting. Those who were also taking a 
PPI experienced a 50 percent increase in the combined 
risk of hospitalization for myocardial infarction (MI), 
stroke, unstable angina, or repeat revascularization, 
when compared with those not taking a PPI. The 
analysis also showed a 70 percent increase in the risk of 
MI or unstable angina, a 48 percent increase in the risk 
of stroke or transient ischemic attack, and a 35 percent 
increase in the need for a repeat revascularization. The 
results of the analysis were widely reported by the media, 
including extensive coverage in the Wall Street Journal. 

But other studies have found no clinically signifi cant 
link between PPI use and cardiovascular events in 

patients taking dual-antiplatelet therapy. For example, a 
post-hoc analysis of the TRITON-TIMI 38 study, which 
Dr. Bhatt considers more carefully conducted than 
many other retrospective studies, found no increased 
risk among patients taking a PPI in addition to either 
clopidogrel or prasugrel, when compared with patients 
not taking a PPI.

Given the confl icting observational and retrospective 
data, all eyes have turned to the Clopidogrel and 
Optimization of Gastrointestinal Events (COGENT) 
trial, the only randomized controlled trial to address this 
issue. According to both camps, the debate comes down 
to whether the results of COGENT are persuasive. 

The primary aim of the COGENT trial was to determine 
whether use of the PPI omeprazole would reduce serious 
gastrointestinal events in patients on dual-antiplatelet 
therapy consisting of clopidogrel and aspirin. A secondary 
aim was to evaluate any cardiovascular interaction between 
clopidogrel and the PPI. Dr. Bhatt reported preliminary 
results at the 2009 Transcatheter Cardiovascular 
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Current evidence suggests female gender itself may 
not be responsible for worse clinical outcomes following 
revascularization either by PCI or coronary artery 
bypass graft surgery. After accounting for comorbidities, 
presentation at an older age, and smaller vessel sizes, 
most studies have found similar mortality rates and 
outcomes between women and men. However, a few 
studies still found worse outcomes in women even after 
adjusting for these other variables. 

“Unfortunately, until these studies account for all the 
factors that may result in different outcomes for men and 
women,” says Dr. Weiner, “they are of limited benefi t in 
determining the most successful treatments for women.”

To learn more, and ultimately improve outcomes 
in women, WIN recommends focusing on biological 
and genetic markers that may be specific to disease 
processes and outcomes in women. The statement 
also recommends including factors specifi c to women, 
such as menopausal status, childbirth history, use of 
oral contraceptives, and the influence of female sex 
hormones when examining variations in outcomes 
between men and women. 

“The higher bleeding risk in women is just one 
example that reinforces the need to study treatment 

strategies equally in men and women,” says Dr. Mehran.

More Women in Trials
The WIN group’s consensus paper also cites the 

lack of prospective studies evaluating PCI outcomes 
and other specifi c treatment strategies in women as 
contributing to under-treatment. 

Current conclusions about revascularization in 
women are based on comparing outcomes in a small 
number of women versus those in men. This limited 
evidence of more adverse events in women has fostered 
a misconception among many cardiologists that women 
are less likely to benefi t from revascularization. 

“Furthermore,” says Dr. Weiner, “rather than focusing 
so much attention on comparing the outcomes of 
men and women, we should study whether treatment 
strategies predominantly tested in men provide the same 
benefi ts for women.” 

Current data on devices may also be misleading. 
“When new devices fi rst become available for testing, they 
are often inappropriately sized for women’s smaller arteries, 
so women are excluded from the trials,” says Dr. Weiner. 
“This inherent bias in these studies has a potential impact 
on the safety and effi cacy of these devices for women.” 

SCAI LAUNCHES WINHEART PUBLIC EDUCATION CAMPAIGN 

As part of its Heart Month activities, SCAI, in partnership 
with WomenHeart: The National Coalition for Women with 
Heart Disease, launched �WINHeart � Score a WIN for 
Women,� an initiative to raise awareness of gender-based 
disparities in the diagnosis, treatment, and survival of women 
with cardiovascular disease. 

The campaign featured the Women In Innovations (WIN) 
consensus document and as well as new survey results that 
illustrate why cardiovascular disease is under-recognized and 
under-treated in women despite the near split in prevalence 
of heart disease between men and women. 

In addition to extensive online, trade, and print media 
coverage, Bonnie Weiner, M.D., MSEC, MBA, FSCAI, and 
heart disease patient Marianne Lawrence, a WomenHeart 
champion, participated in 20 television and radio interviews 
in February to discuss the survey � ndings, the WIN report, and 
the disparities in care for women who have heart disease. 
These interviews aired on television and radio stations across 
the nation, including Philadelphia, New York City, Boston, and 
St. Louis and reached more than 1.2 million viewers/listeners.

To strengthen the reach of the WINHeart campaign, 
Women In Innovations established a social media presence, 
launching a WIN Facebook group page. The page allows the 
organization to keep fans and members informed by posting 
announcements and linking to helpful heart disease materials 

and resources, which are also posted on SCAI�s patient 
education website, www.Seconds-Count.org. 

As the year continues, SCAI plans to maintain the 
momentum of the WINHeart initiative by hosting live, 
interactive Web forums on Seconds-Count.org. 

Through these media relations and awareness efforts, SCAI 
and WIN continue to educate the public and referring physicians 
about America�s number one killer of both men and women. 

50 percent : not aware that clinical 
trials were accepting patients 

31 percent : concerned about effects of treatment or 
lack of effects if given placebo

20 percent : concerned about logistical issues such 
as transportation issues, geographic barriers, � nancial 
barriers or lack of time

10 percent : eligibility requirements were too narrow 
or de� ned

4 percent : uncomfortable will the trial process/
procedure

1.5 percent : concerned about the possible effect on 
doctor-patient relationship

22 percent : �other� 

BARRIERS THAT PROHIBIT WOMEN FROM 
PARTICIPATING IN TRIALS (CHOOSE ALL THAT APPLY) 

Women with Cardiovascular Disease (cont’d from pg 1)
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Based on feedback from 
course participants from 
around the world, the 

Interventional Fellows Institute 
(IFI) now offers  expanded 
too l s  that  a s s i s t  p rogram 
directors as they monitor and 
mentor fellows completing the 
online curriculum. IFI, like 
its counterpart Interventional 
Cardiologists Institute (ICI), 
is a complimentary benefit of 
membership in SCAI. IFI is 
a learning tool for fellows-in-
training, whereas ICI provides 
t h e  s a m e  c u r r i c u l u m  f o r 
practicing physicians.

New Tools Encourage 
Custom Learning 
Opportunities

“Program directors need fast, easy 
access to their fellows’ progress, and 
IFI provides exactly the right tools to 
give them what they need,” explains 
IFI and ICI Program Director 
Manish Parikh, M.D., FSCAI. 
“With more and more program 
directors incorporating IFI into their 
training programs every month, it 
was imperative that we provide tools 

that are user friendly and adaptable to every program 
director’s needs.” 

The newly released functionality allows program 
directors to assign any combination of courses and units 
to fellows at their institutions, and newly redesigned 
reporting capabilities make it easier to monitor progress 
and work with fellows to ensure a full understanding 
of the curriculum. Program directors are now able to 
assign both single units and full courses to their fellows, 
and all assignments along with their due dates appear 
on the fellows’ homepage at each login. This allows 
program directors to select the individual lectures that 
best support each fellow’s learning needs.

Program directors are also able to assign course tests 
as a way of assessing how well a fellow comprehends the 
information featured in each course. Fellows complete 
each course test as directed by their program director, 
and their results are then made available only to the 
program director. 

“With so many program directors taking an 
individualized, hands-on approach with each of their 
fellows, IFI course tests are designed to encourage 
discussion and facilitate a full understanding of each 
topic,” says Dr. Parikh. “After a fellow completes a test, 
he or she can sit down with the program director to 
review the answers and really understand what they 
got right and wrong. This kind of conversation truly 
combines the didactic learning experience provided 
by IFI with the fi rst-hand knowledge only a program 
director can provide.”

New reporting capabilities also make it easier for 
program directors to understand how their fellows are 
benefi ting from IFI. A new overview screen provides 
a snapshot of all fellows’ progress throughout IFI 
courses, and user reports allow program directors to 
look more closely at each fellow’s progression through 
the curriculum. Additionally, an assessment reporting 
screen is available to help program directors see both 
overall test averages for fellows in their program as well 
as how individual fellows compare. 

SCAI Unveils Upgraded IFI Tools

(continued on page 12)

Manish Parikh, M.D., 
FSCAI

SCAI Thanks...

IFI is supported by an educational grant provided 
by the Cordis Cardiac and Vascular Institute.
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For more information or to register for any of these programs, contact Laura 

Brown at lbrown@scai.org or 800-992-7224, or visit www.SCAI.org 
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