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Hospitals are increasingly under pres-
sure to deliver better care at a lower 
cost. One of the more recent con-

cepts to accomplish these seemingly oppos-
ing goals is through value-based healthcare 
where a manufacturer and healthcare pro-
vider align clinical and financial incentives 
through risk-sharing arrangements. An ap-
propriately structured risk-sharing agree-
ment links quality metrics (outcomes) and 
costs, deriving clinical value while managing 
financial risk. The result of a properly im-
plemented risk-sharing agreement is better 
care for patients at a lower overall cost.

Dr. Harry Liu, a senior policy research-
er at the RAND Corporation, recently 
published an article1 in Medical Device 
& Diagnostic Industry (MD+DI). Dr. Liu 
describes four characteristics that facili-
tate successful implementation of a medi-
cal device risk-sharing agreement:

1.  An easily identifiable patient 
population;

2.  Outcomes of interest are easily 
identified and measured;

3.  The device is effective in address-
ing a medical problem;

4.  Changes in outcomes can be real-
ized in short period of time.1

We would like to share the Rush 
University Medical Center experi-
ence with the Vascade Performance 
Guarantee in light of these four char-
acteristics. First of all, for any medical 
device risk-sharing agreement to pro-
vide value, the product itself has to be 
safe and effective, and garner the support 
of the medical staff. Vascade (Cardiva 
Medical) is commonly and successfully 
utilized for interventional and diagnostic 
patients at Rush. It is the right device for 
many of our patients because it is simple 
to use and extravascular, making it espe-
cially useful for bifurcations and superfi-
cial femoral artery (SFA) closure, as well 
as closing antegrade access sites. Vascade 
is indicated for both femoral arterial and 
venous closure, both coronary and pe-
ripheral use, and both interventional and 
diagnostic cases, making it a flexible tool 
for 5-7 French (Fr) femoral closure. Due 
to Vascade’s versatility in closing a ma-
jority of femoral access sites, the patient 
population includes all that are deemed 
appropriate under that description, thus 
satisfying characteristic #1 above in the 
RAND model.

Our risk-sharing agreement with 
Cardiva Medical involves measuring com-
plications associated with access closure, 
so the relevant patient outcome (compli-
cation-free femoral access site closure) can 
be obtained by the time the patient is dis-
charged. We do not have to track the pa-
tient longitudinally over time, making the 

outcome very easy to measure and satisfy-
ing characteristic #2 in the RAND model.

The national average complication rate 
for access site closure is 5.8%2, while the 
national average cost to treat access site-
related complications is $5,4403, meaning 
the cost of managing access site-related 
complications equals $315,520 per 1,000 
patients. By reducing complications just 
1%, an institution could theoretically save 
$54,400 for every 1,000 cases. 

Vascade is the only closure device proven 
safer than manual compression in a ran-
domized clinical trial, demonstrating zero 
major complications and 1.1% minor 
complications in the RESPECT clini-
cal trial.4 In addition, although not from a 
clinical trial, the outcomes of the Vascade 
Performance Guarantee accounts across the 
U.S. (>50 centers and 25,000 patients), have 
demonstrated a complication rate of 0.1% 
(1 in 1,000)5 as defined in the Performance 
Guarantee agreement. These data show 
Vascade is effective in addressing a medical 
(and economic) problem, satisfying charac-
teristic #3 above in the RAND model.

“Implementing the Vascade Performance 
Guarantee was pretty simple,” said Janet 

Haw, Director of Interventional Services at 
Rush. A simple program along with a sim-
ple device to use were keys to successfully 
implementing our program, especially since 
so many specialties work in our labs, in-
cluding interventional radiology, interven-
tional cardiology, interventional neurology, 
electrophysiology, and vascular surgery, as 
well as many fellows. Janet added, “We suc-
cessfully used Vascade for about two years 
prior to implementing the program, but the 
Vascade Performance Guarantee program 
now serves as an ‘early warning’ system, be-
cause of our heightened awareness of com-
plications associated with vascular closure.” 
Although closure complications are rare, 
when one is experienced, we closely scruti-
nize what happened in order to determine 
what could be done differently moving 
forward, in an attempt to continuously im-
prove patient outcomes.

When Vascade was originally introduced 
to Rush three years ago, it was approved 
by our Value Analysis Committee (VAC), 
as with all other new products. “When 
we decided to proceed with the Vascade 
Performance Guarantee, the legal sign-off 
process was simple and straightforward, 
even though it was a new concept and the 
first risk-sharing agreement we signed,” 
said Elizabeth Diebolt, Strategic Sourcing 
Manager with Rush. Elizabeth added, 
“We are trying to build partnerships with 

vendors that go beyond just a supplier-
customer relationship. With Cardiva and 
the Vascade Performance Guarantee, it 
means that we are committed to a larger 
partnership where they are actively in-
volved with the quality of care.” Since 
we started the Vascade Performance 
Guarantee program at Rush last year, we 
have experienced a ~0.2% (2 in 1,000) 
complication rate using the definitions 
established in our Vascade Performance 
Guarantee agreement. Our positive results 
from the onset of the program through the 
present day are impactful in both patient 
outcomes and cost savings, thus satisfying 
characteristic #4 in the RAND model. 

As a large urban academic medical 
center, we treat a high volume of patients, 
train fellows/residents, and manage costs 
while delivering high quality care. Based 
on our experience using Vascade for three 
years, the successful implementation 
of the Vascade Performance Guarantee, 
and the expert support of the Cardiva 
Medical field team, whose members are 
100% focused on vascular closure, we 
believe Cardiva Medical is helping us 
accomplish our goals on a daily basis. n
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“Implementing the Vascade Performance 
Guarantee was pretty simple.…The 

program serves as an ‘early warning’ 
system, because of our heightened 

awareness of complications associated 
with vascular closure.”

— Janet Haw, Director of Interventional Services

“The legal sign-off process was simple 
and straightforward, even though it 
was a new concept and the first risk-
sharing agreement we signed. We 
are trying to build partnerships with 
vendors that go beyond just a supplier-
customer relationship. With Cardiva and the 
Vascade Performance Guarantee, it means that we 
are committed to a larger partnership where they 
are actively involved with the quality of care.”
   —  Elizabeth Diebolt, Strategic Sourcing Manager


