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Minimally Invasive Surgery 
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For stroke patients, “time is brain,” and the 
earlier that a patient is diagnosed and treated, the 
more likely that vulnerable brain tissue can be 
salvaged. 

Unfortunately, current methods of determin-
ing if and when to perform an intervention when 
critical brain tissue is on the line have significant 
drawbacks, and doctors have long sought a more 
concrete physiological measure of brain health to 
improve clinical outcomes for stroke patients. 

One emerging answer is the use of advanced 
imaging protocols that can better identify the 
patients best suited for a stroke intervention. 

Despite growing interest, the rollout of these 
protocols has been limited, due to clinical uncer-
tainty regarding their appropriate use, unfavor-
able physician reimbursement, the need for well-
trained, committed personnel, and mispercep-
tions about the level of imaging technology re-
quired. 

The experience of a small number of centers 
that have implemented these protocols, however, 

suggests that by enabling more appropriate pa-
tient selection, they can improve interventional 
outcomes and patient care—and enhance the 
business case for larger comprehensive programs 
at the centers of stroke networks. 

One-size-fits-all approach not facilitating 
optimal treatment decisions  

Physicians currently rely on artificial time 
markers—complemented by a basic, non-
contrast computed tomography (CT) scan—as a 
proxy for damage to the brain, to identify stroke 
patients more likely to benefit from an interven-
tion. 

Based on the time between stroke onset and 
presentation to the ED, the physician will decide 
whether to deliver blood thinning drugs or to 
proceed with a clot-removing endovascular in-
tervention. A patient who presents within six 
hours of a stroke may be given a dose of blood 
thinner, while a patient who presents within 

(Continued on page 2) 

In the world of surgery, smaller is better. Even 
as open surgical techniques slowly give way to 
laparoscopic approaches in many specialties, 
surgeons continue to seek out methods of oper-
ating even less invasively. In the last several years, 
single-incision minimally invasive surgery 
(SIMIS) techniques have emerged as a possible 
next step for surgeons and institutions eager to 
move beyond the limits of laparoscopy. 

Despite a smattering of early adopters, the 
interest of a number of device manufacturers, 
and the theoretical promise of improved clinical 
outcomes, SIMIS has yet to rise above the early 
adopter stage. These techniques have not dem-
onstrated a clear clinical or economic case for 
broader adoption, and collaborative efforts to 
spur the growth of the field are in their infancy. 

In the context of these concerns, what factors 
could lead the surgical community to embrace 
SIMIS? Does it even have a place on the surgical 
continuum, given the ongoing transition from 
open to laparoscopic surgery in many specialties? 
And what is the particular relationship of SIMIS 

to natural orifice transluminal endoscopic sur-
gery (NOTES), another promising minimally 
invasive paradigm that has yet to take off?  

(Continued on page 7) 

 

Source: Drexel University College of Medicine. 

Drs. Paul Curcillo and Stephanie King perform 
a cholecystectomy through a single port. 

Source: Abiomed 

Impella LP 2.5 percutaneous 
ventricular assist device 
(pVAD) 
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eight hours is typically considered for a 
Merci Clot Retriever or Penumbra clot 
aspirator intervention. 

But not every stroke or brain is the 
same. Strokes can vary in severity, and 
brains differ in their degree of contralat-
eral blood flow. Patients who present long 
after the time period in which they would 
be eligible for an intervention may still 
have salvageable brain tissue, and could 
benefit from an intervention. 

When treatment decisions are based on 
time markers, though, these patients may 
not get the intervention they need, while 
others are unnecessarily treated.  

The emergence of advanced 
imaging 

Some centers have employed advanced 
imaging protocols with CT and magnetic 
resonance imaging (MRI) to provide clini-
cians with a more reliable physiological 
measure to determine the appropriateness 
of an intervention—thereby facilitating 
better patient selection for treatment.   

Most such institutions are using CT 
protocols—CT angiography (CTA), which 
outlines blood vessels and the location of 
large clots, and CT perfusion (CTP), 
which shows the impact of a blockage on 
blood flow to other parts of the brain. 

MRI, on the other hand, has failed to 
make inroads in stroke imaging. Despite 
the higher quality of its images, it is more 
expensive, time-intensive, and more heav-
ily contraindicated than CT. 

As a result, CT, with its speed and 
lower cost, has pushed past MRI as the 
modality of choice for most comprehen-
sive stroke centers. 

Says Dr. Andrew Xavier, Assistant Pro-
fessor in the Department of Neurosurgery, 
Neurology, and Radiology at Wayne State 
University, “From a sheer logistical point 
of view, I can easily see the CT-based tech-
nologies gaining increased acceptance over 
the MRI-based technologies” in advanced 
imaging programs. 

Better selection not necessarily a 
volumes booster 

Physicians at centers that have insti-
tuted advanced CT for stroke believe these 
tools will lead, as Xavier says, to “a more 
appropriate selection, because time and 
again we go and open the vessel, and pa-
tients don’t have any significant recovery.” 

He and others point out, however, that 
more appropriate selection with advanced 
imaging will not necessarily lead to an 
increase in interventions, because it may 
exclude as many patients as it green-lights. 

Xavier suggests interventions could rise 
at conservative stroke centers that don’t 
currently perform very many interven-
tions, but might dip at more aggressive 
centers where they are currently per-
formed more frequently. 

Dr. Ansaar Rai, Associate Professor of 
Neuro Radiology and Neurointerventional 
Radiology at West Virginia University, 

agrees that the goal of advanced imaging 
protocols is not a greater number of inter-
ventions, but better outcomes, by balanc-
ing the ability to salvage brain tissue with 
the risk of complications such as hemor-
rhage. 

At Rai’s center, interventions have risen 
recently—but because of increased interest 
in interventional devices such as Merci 
and Penumbra, not growth in CTA and 
CTP screening. 

 “We’ve had cases both ways, where 
we’ve actually not done an intervention 
because of the imaging,” says Rai. “We 
don’t treat patients who we think are too 
far gone based on the imaging, and we 
have very confident parameters that we 
base that decision on.” 

In addition, under traditional time 
markers, patients are usually not inter-
vened upon after eight hours post-onset—

Imaging 
(Continued from page 1) 

(Continued on page 3) 

 

Source: Dr. Christopher P. Hess and Dr. Derk D. Purcell, Department of Radiology & Biomedical Imaging, 
University of California, San Francisco. 

CT perfusion (left) shows abnormality in the area of the right middle cerebral artery, 
as shown in blue. Corresponding CT angiogram in the same patient, reformatted in the 
coronal plane, shows abrupt occlusion of the right middle cerebral artery (red arrow). 
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ProductProductProductProduct    BriefsBriefsBriefsBriefs    
Robotic Surgery 

Si robot a minor upgrade 
Earlier this month, Intuitive Surgical 

announced the latest addition to its line of 
surgical robots, the da Vinci Si. The new 
entry isn’t the “blockbuster” upgrade 
many expected, but appears to be only a 
slight evolution from earlier models. 

A c c o r d i n g  t o  I n t u i t i v e , 
seven procedures were performed on April 
2 with the new system at hospitals in At-
lanta, Hartford, and Orlando. The most 
notable feature of the system is the addi-
tion of a second physician console that 
allows another physician to assist in ro-

botic proce-
dures. In ad-
dition, the Si 
f e a t u r e s 
“newly up-
g r a d e a b l e 
architecture 
and compati-
bility with 
existing OR 
suite technol-
ogy,” though 
Intuitive has 
not yet pro-

vided specifics on this capability. The 
monitor has also been removed from the 
patient-side cart, and the surgeon console 
has undergone some visual redesign, along 
with new ergonomic settings for improved 
comfort.  

Early reactions from da Vinci surgeons 
have been lukewarm, with many doubtful 
about the market potential of a new  robot 
in a down economy. The Si was released 
much earlier than anticipated, and is not 
the radical upgrade some surgeons ex-
pected—especially those who had been 
holding out for a more substantially en-
hanced robot. 

Some surgeons have also questioned 
the value of a second console, and a few 
point to potential implementation issues 
with two consoles due to OR space con-
straints. Others, however, are intrigued by 
the possibilities a second console could 
provide, especially for training purposes.  

Intuitive provides an upgrade option 
for da Vinci S system users, and will con-
tinue to provide service and support for 
both the S and the original model. While 
institutions in the market for a new robot 
are likely to opt for the Si, the introduction 
of a new da Vinci model as capital budgets 
shrink may prove to be a questionable 
move for the robotic surgery leader. 

but advanced imaging may be challenging 
the wisdom behind this prevailing practice 
by better identifying salvageable brain 
tissue. 

CT imaging protocols have allowed Dr. 
Xavier’s team to conduct successful inter-
ventions even two to three days after an 
acute event, when the chances of recovery 
are slim. 

In these “Hail Mary” situations, Xavier 
says, “Sometimes you’re getting dramatic 
benefit without doing harm... And once 
you see that happen once, then you try it 
another time, it happens again, then you 
see a pattern, and you ask yourself, who 
came up with this eight-hour window?” 

Dr. Jeffrey Farkas, Director of Inter-
ventional Neuroradiology at Maimonides 
Medical Center in Brooklyn, NY, notes, 
however, that the patients for whom his 
team has attempted an intervention be-
yond the eight-hour window are “few and 
far between,” because he believes most of 
them cannot be helped with an interven-
tion by that point. 

Business case for some centers, but 
a clinical case for all 

Even if growth in advanced imaging 
does not lead to higher interventional 
volumes or extend treatment windows, 
improved patient selection with these pro-
tocols could help some centers’ bottom 
lines. 

One group of institutions that stands to 
benefit are the 
advanced com-
p r e h e n s i v e 
stroke centers 
that receive 
patients emer-
gently from 
smaller partner 
i n s t i t u t i o n s . 
With better 
methods of 
i d e n t i f y i n g 
which patients would benefit from an in-
tervention, these comprehensive  centers 
can ensure that only those best suited for 
an intervention are transferred, reducing 
the number of patients less likely to bene-
fit—and more likely to be a 20-day ICU 
cost-drain. 

The financial benefits for those smaller 
referring hospitals are less clear, as these 
institutions could end up keeping more 
patients deemed unsuitable for an inter-
vention. Any center involved in the care 
and triage of stroke patients, however, 

stands to improve its clinical outcomes 
through better patient selection. 

Says Dr. William Orrison of Nevada 
Imaging Centers in Las Vegas, “There's a 
percentage of these patients that are going 
to require an intervention, probably a 
larger percentage who don't, and if we can 
avoid the cost and the time to make that 
decision, you're going to see the morbidity 
go way down in these patients.” 

In addition, for both large and small 
stroke facilities with an interventional 
stroke program—but few interventional-
ists on staff—the greater selectivity that 
advanced imaging facilitates can provide a 
way to reduce the burden on these com-
monly overtaxed clinicians. 

What’s holding back adoption? 
Given the clear potential benefits for 

both patients and comprehensive stroke 
centers, why aren’t more such institutions 
implementing these protocols? 

First, these advanced imaging studies 
are already largely limited to comprehen-
sive stroke centers with interventional 
capabilities and the smaller hospitals that 
channel patients to these centers.  

In addition, there is little comprehen-
sive clinical data demonstrating improved 
outcomes with CTA/CTP, or with new 
interventional tools such as Merci and 
Penumbra. 

Despite a number of smaller studies 
showing safety and efficacy for endovascu-
lar treatments, Dr. Farkas points out that 
the lack of any larger, controlled, random-

ized trial “that 
shows an absolute 
benefit for intra-
arterial therapies 
with which every-
one can agree” is 
currently “a major 
sticking point.” 
Another significant 
limiting factor 
many doctors point 
to is the difficulty in 

corralling organizational support for an 
advanced imaging program. 

Developing and implementing ad-
vanced stroke imaging protocols requires 
collaboration from neurologists, neuro-
interventionalists, radiologists and techs, 
and hospital administration. Orrison ex-
plains the dilemma for many centers: 
“The problem is management, not tech-
nology. We have the scanners that can do 
this. You’ve got to have the people to sup-
port the process.”  

Imaging 
(Continued from page 2) 

(Continued on page 4) 

Source: Intuitive Surgical 

da Vinci Si (patient-side) 

 

“Sometimes you’re getting 
dramatic benefit without doing 
harm... And... you ask yourself, 
who came up with this eight-hour 
window?” 

—Dr. Andrew Xavier, Wayne State University 
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Abiomed, Inc.’s Impella LP 2.5—the 
“world’s smallest heart pump”—has been 
the subject of considerable attention 
across 2008 and 2009. 

The device assists a damaged heart in 
pumping blood through the body, giving 
it a chance to recover, allowing a surgeon 
time to decide upon further action, or 
facilitating high risk percutaneous  inter-
ventions (PCIs) on patients typically not 
eligible for surgery. 

According to Patricia Wynn, cardio-
vascular research leader in Technology 
Insights, the Impella “brings a different 
level of device into the cath lab”—one 
that could challenge two competing de-
vices, the intra-aortic balloon pump 
(IABP) and CardiacAssist, Inc.’s Tan-
demHeart, for market share. But a young 
body of clinical evidence and questions 
about the finances of the pump’s use 

(Continued on page 5) 

Gaining support of the administration 
in particular is critical. Says Xavier, “If you 
have administrative support, it’s easy. If 
it’s initiated solely by stroke neurologists 
without much administrative support, it’s 
often a much harder task convincing the 
radiologists to do this.”  

Plus, says Orrison, advanced stroke 
imaging requires a higher level of techni-
cal training than is widely available: “You 
have to have individuals who have exper-
tise in both the diagnostic and the thera-
peutic technology… This is not push-and-
play imaging. You have to have expertise 
in which scan protocols to use. Every pa-
tient is a little bit different.” 

Advanced CT imaging also requires 
specialized software and a physician with 
experience interpreting CTA and CTP—
adding another layer of complexity to the 
implementation of these protocols. 

Finally, unreliable physician reim-
bursement for CTP could be hampering 
its adoption. 

Says Rai, “CTA is fairly common be-
cause it’s reimbursed. CTP, which adds an 
extra step, five to 10 minutes at the most, 
isn’t very common, because it’s not reim-
bursed” in many places, despite the exis-
tence of a CPT code. As a result, Rai has 
observed reluctance among his colleagues 
at other institutions “in spending that 
time, when there is no return.” 

In order to overcome the CTP reim-
bursement hurdle, he emphasizes collabo-
ration and buy-in of all involved parties. 
“There needs to be a little bit of extra mo-
tivation to do that. And that we believe 
comes from the hospitals,” says Rai. 

“This is the only way we got it in this 
hospital. We talked to the ED physicians, 
we knew the people in the radiology prac-
tice, but most importantly, we knew the 
people who ran the hospital. And the ini-
tiative only happened… [because] at the 
very top there was some link between the 
hospital and them; they said, let’s imple-
ment this. And it got implemented.” 

The surprising non-barrier is…
technology 

Although the verdict is still out on the 
level of technology required to perform 
CTA and CTP stroke tests, awareness is 
slowly emerging that the barrier to entry 
may be low—despite the marketing efforts 
of CT vendors such as Toshiba and Phil-
ips, who are pushing new powerhouse 256
-and 320-slice scanners, respectively, as 
must-have stroke imaging solutions. 

Farkas says that many administrators 
have an inaccurately high perception of 
the equipment required, and that ad-
vanced CT stroke imaging “is not a heavy 
technological investment… More is al-
ways better, but from a health care per-
spective, you really just need a four 
[slice].” 

Imaging 
(Continued from page 3) 
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Imaging 

Coverage decision could 
benefit PET-equipped cen-
ters 

Last week, CMS issued its much-
awaited national coverage determination 
(NCD) to expand positron emission to-
mography (PET) coverage for all solid 
tumors, including the nine original on-
cologic conditions, plus two additional 
cancers—ovarian and myeloma. Under 
this decision, CMS would cover one initial 
diagnostic PET study for Medicare benefi-
ciaries who have biopsy-proven disease or 
suspected disease based upon prior diag-
nostic testing. 

The decision could save patients thou-
sands of dollars who would otherwise have 
to pay out-of-pocket for PET scans. It 
could also be a boon to PET-equipped 
centers, especially as it increases the likeli-
hood that private insurers will eventually 
follow CMS’s lead. Additionally, the deci-
sion further eliminates barriers to submit-
ting data to a registry to qualify for reim-
bursement. 

The new coverage framework replaces 
the four-part diagnosis, staging, restaging, 
and monitoring response to treatment 
categories with a two-part framework that 
differentiates FDG-PET imaging used to 
inform the initial antitumor treatment 
strategy from other uses related to guiding 
subsequent antitumor treatment strategies 
after the completion of initial treatment. 

Previously, PET scans for many cancers 
were reimbursed only if the PET facility 
submitted data to the National Oncologic 
PET Registry (NOPR). Now, all Medicare 
beneficiaries with certain cancers will be 
covered by Medicare for at least one PET 
scan as part of the initial treatment strat-
egy. The nine currently covered cancers 
have all been expanded to cover the subse-
quent treatment strategy, in addition to 
initial diagnosis. For all other cancers, PET 
coverage for subsequent treatment strategy 
evaluation requires participation in an 
approved Coverage with Evidence Devel-
opment (CED) program, such as a modi-
fied NOPR. 

The decision was based in large part on 
a comprehensive study released in May 
2008 in the Journal of Clinical Oncology 
with data from more than 41,000 patients 
that showed a striking consistency of the 
impact of PET on referring physicians’ 
intended management plans in more than 
one in three patients. 

Cardiovascular 
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Source: Abiomed 

The Impella console 
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Rai agrees that four slices is the mini-
mum, but considers eight- or 16-slice an 
appropriate standard. And given that 
most EDs already have higher slice-count 
CT scanners as a standard, this presents a 
challenge for very few hospitals. 

That said, a few institutions have 
forged ahead with top-of-the-line CT 
machines. 

According to Orrison, 256- and 320-
slice scanners like his center’s 320-slice 
Toshiba Aquilion One provide whole 
brain perfusion, allowing visualization of 
areas lesser machines can’t see, such as 
the brain stem. 

With other machines, he says, some 
areas “may very well be significantly com-
promised, but you just can't see it. You 
may see the vessels, but you can't see the 
decreased perfusion.” 

Says Orrison, "We don't miss those 
kinds of things.” 

As a second benefit, the speed of 
higher-slice machines means less contrast 
and radiation exposure. Plus, it saves 
time, a critical factor when brain is dying. 

Farkas, however, is “not sold on it just 
yet,” and adds that clinical evidence 
should be the determining criteria for the 
ideal technology level. “I have my opin-

ion because I have my experience, and 
my colleagues have theirs… But we don't 
know yet; we don't have criteria yet.” 

In addition, many doctors argue that 
the price point of these scanners—$2.5 
million for a 320-slice, compared to just 
$450,000 for a 16-slice—could crowd out 
smaller institutions. 

“If you set your standards based on 
those multi-detector scanners, then it will 
be very hard for the community hospi-
tals, the smaller hospitals, especially these 
days with budgetary restrictions and fro-
zen capital, to go and get those,” argues 
Rai. 

He and other doctors all highlight the 
need for awareness of the technological 
requirements, improvements in interven-
tional tools, stronger clinical evidence, 
and better reimbursement before ad-
vanced stroke imaging can take hold. 

But, as Farkas asserts, it is the institu-
tional will and desire to progress that is 
perhaps standing most in the way of these 
protocols’ wider adoption. 

“This is simple imaging for stroke,” 
says Farkas. “It’s not advanced imaging. 
It’s very simple and it's logical and it 
should be widespread, and the fact it's 
not widespread speaks to our lack of phy-
sician willingness to change.” 

Imaging 
(Continued from page 4) 
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STORZ-InTouch deal a 
boost to telementoring 

Last month, InTouch Health an-
nounced that it had entered into a defini-
tive agreement with KARL STORZ Endo-
scopy-America, Inc. to adapt certain func-
tionalities of its Remote Presence technol-
ogy into a telementoring device that is 
compatible with the KARL STORZ OR1 
integrated operating room. The agreement 
is an indicator of the recent expansion in 
the uses of telemedicine. 

The combined technology, called Visi-
tOR, will enable surgeons located in differ-
ent places to perform surgical mentoring, 
providing a valuable physician training 
and collaboration tool. The VisitOR sys-
tem will also be compatible with InTouch 

Health's existing 
Remote Pres-
ence robotic 
system (RP-7), 
providing re-
mote physicians 
with connec-
tivity to hospital 
emergency de-
partments, criti-
cal care units, 
and operating 
rooms.  
The integrated 
Remote Pres-
ence device, 
combined with 
the InTouch 
Health Control-
Station and pro-
prietary Sure-
Connect con-
nectivity plat-
forms, will en-
able a remotely 
located surgeon 
to project his or 
her presence 
into an OR1 

room and remotely control the VisitOR 
system above the surgical field via a high 
speed Internet connection, with high-
quality audio and video communication. 

The agreement is an example of Storz’s 
willingness to work with other vendors to 
improve integration with its OR1 product, 
and could provide benefits to institution 
looking to establish remote mentoring or 
teaching programs. 

Source: InTouch Health 

InTouch’s RP-7 system 

leave the future uncertain for this intrigu-
ing device. 

Impella clinically compelling, but 
uncertainty over ideal treatable 
population 

The Impella has been positioned as a 
promising interventional assist option for 
the treatment of patients undergoing 
high-risk PCI or suffering an acute myo-
cardial infarction (AMI or heart attack). 
The device, which received 510(k) ap-
proval last year for up to six hours of 
continuous use, is threaded through the 
femoral artery and placed inside the left 
ventricle, where it helps the heart pump 
blood through the body in critically ill 
heart attack and heart failure patients. 

Impella has a number of potential 
advantages over its competitors—and 
stands apart from the IABP and Tandem-
Heart for its unique design, which houses 
the pump mechanism completely within 
the patient’s body. It is also smaller and 
easier to implant than TandemHeart, and 
has a higher flow capacity than IABP. 

Because of a lack of comprehensive 
clinical data, however, there is uncer-
tainty over the ideal patient population 
for Impella—and accordingly, how much 
market share it will draw from either de-
vice. 

Impella could allow hospitals to per-
form PCI on higher-risk patients histori-
cally excluded from PCI eligibility with 
IABP (a market potential of roughly 
60,000 patients per year), but identifying 
patients at “highest” risk—those in need 
of but ineligible for surgery and who are 
not currently being treated with PCI—
remains a challenge. 

Abiomed also estimates that 100,000 
of the more than 600,000 Americans who 
will suffer AMIs this year could be eligible 
for Impella, but more evidence is needed 
to determine how realistic this estimate 
is. 

Impella to challenge competing 
devices for market share 

For now, an incomplete clinical pic-
ture, as well as the prevalence of compet-
ing devices, makes the degree to which 
Impella’s promise will lead to an in-

Cardiovascular 
(Continued from page 4) 
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creased market presence unclear, but 
both TandemHeart and IABP could stand 
to lose volumes to the device. 

The IABP, well-established in cath labs 
across the country, consists of a cylindri-
cal balloon placed in the aorta with a 
catheter, and like 
Impella, it is indi-
cated for short-
term use in pa-
tients whose heart 
requires assis-
tance. Some small 
studies have 
shown non-inferiority of Impella com-
pared to IABP, and Impella’s higher flow 
capacity has demonstrated an advantage 
over IABP. Abiomed is currently recruit-
ing for an additional study, PROTECT II, 
for high-risk PCI patients, which it hopes 
will further cement the clinical case for 
Impella over IABP. 

But even if additional clinical evidence 
reinforces the case for Impella, it is not 
likely to absorb a large portion of IABP’s 
market share, as only a percentage of all 
patients who receive an IABP require the 
additional hemodynamic support offered 
by Impella. 

For example, Larry Snyder, VAD Pro-
gram Coordinator at the MultiCare Heart 
& Vascular Center at Tacoma General 

Hospital in Washington, believes Impella 
will end up snaring just a small percent-
age of the cases usually addressed with an 
IABP at his institution—only three or 
four out of every 60 to 70 cases each year.  

Like Impella, the TandemHeart, which 
received 510(k) approval in 2006, is used 
in place of or in conjunction with an 

IABP to increase blood 
flow. TandemHeart’s 
main benefit is its higher 
capacity—10 liters per 
minute, comparable to 
the function of a healthy 
heart—but in the cath 
lab, this full-cardiac-

output support is rarely necessary. De-
spite its higher flow rate, insertion of the 
TandemHeart also requires a transseptal 
puncture, making it more technically 
challenging to implant than Impella. In 
addition, the TandemHeart’s bulky pump 
must be strapped to a patient’s leg, 
whereas Impella’s is housed completely 
internally. 

No head-to-head studies comparing 
Impella to TandemHeart have been con-
ducted, but these factors, along with the 
recent release of a higher-capacity version 
of the Impella, the Impella 5.0, could 
deliver a blow to TandemHeart volumes. 

Cardiovascular 
(Continued from page 5) 

(Continued on page 7) 
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TIF outcomes promising 
Last month, Endogastric Solutions re-

leased results of a two-year study of  tran-
soral Incisionless fundoplication (TIF) for 
the surgical treatment of gastroesophageal 
reflux disease (GERD). The study’s find-
ings showed TIF to be effective in elimi-
nating heartburn in 93 percent of patients, 
and daily proton-pump inhibitor (PPI) 
therapy in 71 percent of patients. No ad-
verse events were reported. 

The study, however, was sponsored by 
EndoGastric Solutions, and only 14 pa-
tients completed two-year follow-up. 

In the TIF procedure, the company’s 
proprietary Esophyx device is passed 
through the mouth and used to construct 
an antireflux valve to repair the gastroe-
sophageal junction. 

Esophyx is one of the first natural ori-
fice surgery (NOS) devices to gain some 
degree of clinical backing. Although it 
doesn’t involve the puncture of an internal 
organ, the progression of TIF and Esophyx 
indicates another step on the path toward 
natural orifice transluminal endoscopic 
surgery (NOTES). 

Larger randomized, controlled trials 
will be required to determine TIF’s long-
term safety and efficacy compared to the 
well-established Nissen procedure. 

Over the last few years, many surgeons 
have replaced autograft—bone taken 
from a patient’s hip—with bone morpho-
genic protein (BMP), a substance that 
stimulates bone growth, to aid in bone 
fusion during spine surgery. Of the two 
BMPs on the market, the first, Stryker 
Corp.’s OP-1, received Humanitarian 
Device Exemption (HDE) in 2004 for 
revision posterolateral lumbar spinal fu-
sion, and thus can be used in only a lim-
ited number of patients each year. The 
other, Medtronic’s INFUSE, obtained 
approval for primary lumbar spine fusion 
in 2007 through the more rigorous pre-
market approval (PMA) process. This 
broader approval, along with a growing 
body of favorable clinical data, has made 
INFUSE the undisputed leader in BMPs, 
with roughly 90 percent of market share. 

In an attempt to widen the market for 
OP-1, Stryker recently tried to gain PMA 
designation from the FDA for OP-1 pos-

terolateral lumbar fusion.  This goal was 
struck down, however, when an FDA 
panel recently voted six to one to deny 
approval for OP-1 for use in this wider 
group of patients, marking a setback for 
Stryker, which had hoped to position OP-
1 as a competitor to INFUSE. 

The main study that served as the basis 
for the panel’s decision compared OP-1 to 
autograft for spine procedures. At the 
panel discussion, Stryker argued that pa-
tients receiving OP-1 putty had similar 
clinical outcomes to those receiving auto-
graft, with a lower retreatment rate. The 
FDA countered that OP-1 subjects had a 
lower rate of bone formation. 

The FDA had also raised concerns 
about the product in background memos 
prepared for the meeting, including the 
manufacturing of the protein used in OP-
1 and patients' immune responses to it. 

Recommendations for follow-up stud-
ies by the FDA panel suggest that it will 

likely be at least a year before Stryker is 
prepared to re-submit for OP-1 approval. 

OP-1 has so far been a source of dis-
may for Stryker. The U.S. District Attor-
ney in Massachusetts is investigating 
Stryker’s biotech division for submitting 
false reports to the FDA, illegally promot-
ing some products, and selling mis-
branded medical devices. In February, a 
former sales territory manager pleaded 
guilty to felony misbranding, and in No-
vember, a former sales representative 
pleaded guilty to making a false statement 
and felony misbranding, both involving 
OP-1. 

For the near future, it appears INFUSE 
will dominate the biologic market for 
spine fusion—and continue to be a finan-
cial headache for spine administrators, 
whose profit margins take a significant hit 
due to INFUSE’s high price point and lack 
of incremental Medicare reimbursement.  

Orthopedics 

OPOPOPOP----1 non1 non1 non1 non----approval cements INFUSE’s dominance for nowapproval cements INFUSE’s dominance for nowapproval cements INFUSE’s dominance for nowapproval cements INFUSE’s dominance for now    

“Impella brings a new level 
of device to the cath lab.” 

Patricia Wynn, Technology Insights 
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Broad surgical field grapples to find 
an identity 

SIMIS is an umbrella notion for a set 
of advanced minimally invasive proce-
dures in which the surgeon passes instru-
ments through a single site of entry placed 
in the abdomen, typically the navel. Apart 
from the use of a single entry site, SIMIS 
procedures are similar to laparoscopic 
surgery in their use of general anesthesia, 
insufflation, and laparoscopic visualiza-
tion. 

Single-incision minimally invasive 
techniques have been used to perform 
colon resections, cholecystectomies, and 
appendectomies, as well as other opera-
tions such as splenectomies, hernia re-
pairs, and some bariatric procedures. 
Most procedures are performed with a 
single port in the umbilicus, though the 
port can also be placed elsewhere in the 
abdomen. 

Despite its diverse applicability across a 
number of procedures, relatively few sur-
geons have adopted SIMIS techniques, 
and those that have operate using a wide 
array of instruments and surgical methods 
depending on the procedure and their 
preference. 

In fact, given the myriad surgical ap-
proaches and procedures encapsulated by 
SIMIS, many are confused as to how to 
even refer to the field. Dr. John Ro-
manelli, a surgeon at Baystate Medical 
Center in Springfield, Mass., who has per-
formed a number of single-port cholecys-
tectomies, has come across “at least 15 
different names” for the field. 

Says Romanelli, “It’s a free-for-all out 
there.” 

Terms used to describe SIMIS ap-
proaches include single-port access (SPA), 
single incision laparoscopic surgery 
(SILS), one port umbilical surgery 
(OPUS), natural orifice transumbilical 

Minimally Invasive Surgery 
(Continued from page 1) 

(Continued on page 8) 

Price, uncertain reimbursement 
situation inspire some caution 

Despite the existing competition, adop-
tion of Impella has so far been relatively 
strong, at least according to Abiomed re-
ports. Revenue from Impella sales more 
than doubled to $8.9 million during the 
company’s most recent fiscal third quar-
ter, and the company reports that 163 hos-
pitals have purchased the device. 

Compared to the IABP, Impella is a 
very expensive tool, but generous reim-
bursement has allowed some institutions 
to turn a profit. While many such hospi-
tals consider Impella a ‘no-brainer’ from a 
financial standpoint, its sticker price—as 
well as concern about the sustainability of 
current reimbursement levels and how to 
code for the device—has kept it off many 
institutions’ shelves. 

After the release of TandemHeart, CMS 
created an ICD-9 code specific to the per-
cutaneous insertion of an external heart 

assist device. The code, which centers have 
also used successfully for Impella claims, 
rolls into one of three high-paying surgical 
DRGs that account for the device cost of a 
pVAD. Even with a one-time cost of 
$50,000 for the drive unit and a disposable 
cost of $20-$25,000 per pump, Impella 
could prove to be more profitable than 
IABP, which only costs roughly $800 per 
use but is tied to a lower-paying DRG. 

With strong commercial contracts and 
a favorable payer mix, some institutions 
have been able to garner significant in-
creases over the already attractive Medi-
care rate.  But in order to achieve the 
maximum reimbursement for Impella, 
hospital reimbursement staff must code 
for it using the high-paying valve DRG. 
Although the Impella can be coded under 
this DRG, 90 percent of Impella implanta-
tions occur in the cath lab, where valve 
devices are not normally implanted. This 
issue has reportedly caused a number of 
early adopter institutions to miss out on 
potential profits with Impella. 

In addition, a change in CMS’s stance 
on Impella reimbursement could leave 

hospitals that invest heavily in the technol-
ogy with unrecoupable expenses related to 
its significant device costs. As utilization of 
Impella increases, it is possible that CMS 
will begin to deny or restrict coverage un-
der what are now classified as valve sur-
gery DRG codes—sweeping the rug from 
under the feet of hospitals that currently 
enjoy healthy profit margins with Impella.  

“Once several thousand of these start 
hitting the CMS computers… they’re go-
ing to adjust that down,” warns Snyder.  

The promise is there for Impella, but 
questions, both clinical and financial, re-
main unanswered. The device still takes 
more skill than an IABP to implant, and 
although current reimbursement is strong, 
investing in it comes with some financial 
risk. 

Plus, with its ideal patient population 
still undetermined, many cardiac centers 
may not be able to justify bulk-purchasing 
Impella in sets of ten, as Abiomed cur-
rently requires—but they should still keep 
a close eye on a device that could disrupt 
the ventricular assistance market in the 
not-too-distant future. 

Cardiovascular 
(Continued from page 6) 



H o r i z o n  S c a n April 2009 | 8 

Th e  A d v i s o ry  B o a r d  C o m pa n yTh e  A d v i s o ry  B o a r d  C o m pa n yTh e  A d v i s o ry  B o a r d  C o m pa n yTh e  A d v i s o ry  B o a r d  C o m pa n y     

surgery (NOTUS), and laparoendoscopic 
single-site surgery (LESS). 

Naming questions aside, however, none 
of the various single-port techniques or 
procedures has yet shown the kind of 
clinical or economic benefits that would 
favor its adoption over a laparoscopic ap-
proach. 

Clinical, cost rationales not yet 
compelling enough for wider 
adoption 

SIMIS has been touted for its theoreti-
cal promise of less pain, blood loss, and 
risk of complications, but these advantages 
have not yet borne out in actual clinical 
practice. A few surgeons report faster re-
covery times or improved post-surgical 
pain, but the rationale for SIMIS from a 
patient care perspective has so far centered 
on its cosmetic benefits. 

Dr. Paul Curcillo, a general surgeon at 
Drexel University College of Medicine, is a 
foremost proponent of SIMIS, having de-
veloped the SPA technique and performed 
over 200 such procedures to date. He con-
cedes, though, that “at present, there is no 
demonstrated benefit over what we’re cur-
rently doing, except for the cosmetics.” 

Dr. Edward Lin, Surgical Director at 
Emory Bariatric Center in Atlanta, rein-
forces this idea. Lin has used a single-port 
technique for several different procedures, 
and he notes that the patient benefits “are 
very minimal, except for cosmesis.” He 
foresees that for the near future, SIMIS 
will probably appeal to “the Hollywood 
stars” but few others. 

Reports also differ on the cost impact 
of single-port procedures. Costs can vary 
widely depending on the procedure, and 
the surgical tools and technique. 

While some surgeons have converted 
procedures to SIMIS in a cost-neutral or 
even cost-saving manner, others’ costs 
have ballooned due to longer operating 
times—especially as they begin to ascend 
the learning curve—or expensive new ac-
cess ports and instruments. 

In addition, there is currently no incre-
mental reimbursement for SIMIS over a 
standard laparoscopic approach. 

Current tools lag behind surgeons’ 
needs, vision 

Compounding clinical and cost uncer-
tainty is dissatisfaction with the current 
instrumentation for many SIMIS proce-
dures. As Romanelli puts it, “I’m not sure 
that the technology is in our hands yet to 
be able to make this widespread.” He 

highlights the specific need for methods of 
tissue retraction that don’t involve trocars 
or occupy a port. 

Curcillo echoes the notion that current 
tools are inadequate, and claims he has not 
yet found a SIMIS access device capable of 
facilitating independence of motion—the 
ability of an instrument to move freely and 
independently of other instruments. 

He also has concerns about available 
articulating instruments—that bend in a 
manner similar to the human wrist—as 
difficult to use and inadequate to achieve 
the “critical view of safety,” a technique he 
describes as the “gold standard” of safety 
in preventing bile duct injury in laparo-
scopic cholecystectomy. He has, however, 
been able to achieve the critical view with 
traditional “straight-stick” tools. 

Is there a silver lining for SIMIS? 
Given these factors, SIMIS’s theoretical 

promise has yet to materialize, and pa-
tients certainly don’t appear to be clamor-
ing for procedures; Lin says that “virtually 
no one” to this point has asked for a single 
incision at his center. 

And even those who are interested may 
have trouble satisfying their curiosity. Ac-
cording to Dr. Howard Kaufman, Chief of 
General Surgery at USC University Hospi-
tal (who performed the first single-port 
colon resection in the country), the low 
level of interest and adoption has meant 
that there is “not much for patients to find 
on SIMIS when they go searching.”  

Nonetheless, the door is open for a 
catalyzing factor to emerge. A technical or 
technological innovation could make SI-
MIS attractive to a wider group of sur-
geons, or a positive clinical result in a 

large, randomized trial may spur interest 
among patients and clinicians. 

And despite current instrument limita-
tions, the surgeons who spoke with HSM 
believe vendors will drive technical inno-
vation and provide the improved instru-
mentation—and marketing dollars—
necessary to bring SIMIS to a wider audi-
ence. 

Curcillo believes some form of reusable 
flexible or articulating instruments will 

eventually “have a place on every sur-
geon’s tray” as vendors devise more intui-
tive tools than are currently available.  

On the surgeon end, Curcillo and other 
proponents are conducting training ses-
sions around the country on their SIMIS 
techniques—which should undergo con-
tinuous refinement as more surgeons 
adopt them. 

To improve the single-port toolkit and 
techniques, though, Romanelli asserts that 
vendors and surgeons will have to think 
creatively and collaboratively. 

“For single-incision laparoscopic sur-
gery to evolve into a widespread, mass-
reproducible, teachable, and cost-effective 
way of providing general surgery care, we 
have to have outside-the-box thinking to 
come up with ways of doing surgical ma-
neuvers that differ from putting an instru-
ment through the abdominal wall,” says 
Romanelli. “Until that happens, I think 
you’re going to see a smattering of people 
and scattered case reports over the next 24 
to 36 months.” 

As technical improvements and sur-
geon adoption increase, there is hope that 
patients will become attuned to the poten-
tial benefits of SIMIS. Kaufman thinks 
that patient demand will rise once “more 
reports are published, or there’s more 
marketing.” 

Romanelli believes the public will even-
tually demand SIMIS, much like they did 
laparoscopy. He recounts how some of his 
single-port cholecystectomy patients 
“were literally walking up and down the 
wards showing off the fact they had only 
one cut and got their gallbladder out.” 

In fact, Romanelli notes, one patient 
even found himself in an argument with a 

nurse who didn’t believe such an opera-
tion possible with one incision. 

Institutional rationale for SIMIS 
hinges on laparoscopic adoption 

Even if the single-port revolution does 
not happen—or at least if SIMIS tech-
niques do not become much of an evolu-
tion beyond traditional laparoscopy—the 

Minimally Invasive Surgery 
(Continued from page 7) 

(Continued on page 9) 

Next month: SIMIS and more from SAGES  
Join Horizon Scan Monthly in May as we cover the highlights from the annual 
conference of The Society of American Gastrointestinal and Endoscopic Sur-
geons (SAGES). Technology Insights’ general surgery team will weigh in on 
important developments in SIMIS and NOTES, as well as endoluminal therapies 
for GERD,  obesity surgery, and other endoscopic techniques and devices. 
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field will certainly be worth watching. But 
is it worth exploring? 

For institutions or surgeons looking to 
increase their cachet in the realm of mini-
mally invasive surgery, the answer may be 
yes, but the decision will hinge largely on 
their level of laparoscopic adoption. 

The embrace of laparoscopic tech-
niques still has far to rise in many surgical 
specialties. According to Advisory Board 
national data, only a third of colon resec-
tions are currently done laparoscopically. 
Hysterectomy, another high-volume pro-
cedure, is only performed laparoscopically 
about half the time.  

What, then, are the implications for 
SIMIS adoption of the slow transition 
from open to laparoscopic surgery in 
many service 
lines? As 
many point 
out, surgeons 
who cling to 
open tech-
niques are 
even less 
likely to move 
to SIMIS than 
they are to 
s t a n d a r d 
laparoscopy. 

Speaking of colorectal surgery, in which 
only one-third of procedures are currently 
performed laparoscopically, Kaufman 
asserts that it is “such a challenge now to 
get [the remaining] two-thirds to adopt 
laparoscopy, that you’re talking about a 
much smaller sample size” of potential 
single-port adopters in this field. 

For large academic medical centers 
with an already significant laparoscopic 
caseload, SIMIS could provide an oppor-
tunity to stake a claim at the forefront of a 
field that could grow markedly in the next 
few years. 

But because of the limited clinical 
benefits and lack of patient interest to this 
point, SIMIS alone is unlikely to set an 
institution apart. 

For smaller centers looking to enhance 
their minimally invasive surgery offerings, 
SIMIS could serve as a small piece of an 
overall strategy, but most institutions have 
more to gain by simply increasing their 
proportion of standard laparoscopic pro-
cedures. 

That said, surgeons interested in SIMIS 
may be able to explore without incurring 
significant risk or cost, as long as they are 
careful about device costs and operating 
times. 

Romanelli stresses his strategy of at-
tempting a single-port technique only in 
cases he anticipates will not be difficult. 

Curcillo advocates a “step-down” ap-
proach where the surgeon adjusts to oper-
ating through fewer holes in a stepwise 
manner. 

Plus, SIMIS provides a built-in fallback 
option: A surgeon can start with one port, 
and convert to multiple incisions if neces-
sary. 

NOTES on an uncertain future for 
surgery 

Discussions about SIMIS often turn to 
its relationship to NOTES, another cutting
-edge technique posited by some as the 
future of minimally invasive surgery, but 
that has also yet to gain significant trac-
tion. 

S u r g e o n s 
i n v o l v e d 
with SIMIS 
differ on the 
role of 
NOTES and 
its relation-
ship to SI-
MIS, but 
some feel 
SIMIS has 
o v e r t a k e n 

NOTES to a small degree. 
Kaufman, for one, thinks SIMIS has 

“leapfrogged NOTES a bit” at this point, 
and Romanelli argues that despite interest 
in NOTES, it is still “struggling to get out 
of the blocks.” 

He points out that gastroenterologists 
and surgeons have been slow to build the 
collaborative know-how necessary for 
NOTES to take off, and that technological 
innovation has suffered. 

At the same time, Romanelli credits the 
proponents of NOTES for creating a 
working group (“NOSCAR”) in 2006 to 
help foster dialogue and innovation. He 
and others believe the creation of a similar 
organizing body could bring cohesion to 
the fragmented surgical field of SIMIS. 

According to Curcillo, just such an 
organization may be in the formative 
stages. He reports that a group of 15 or 16 
interested surgeons has met a handful of 
times, and that they are “trying to slowly 
guide out” the development of SIMIS. 

One advantage SIMIS offers over 
NOTES is the potential for less institu-
tional red tape. Embarking on NOTES 
typically requires institutional review 
board (IRB) consent due to the risks in-
volved, but a surgeon interested in SIMIS 
could more easily overcome this barrier to 

entry thanks to the overlap between SIMIS 
and laparoscopic surgery. 

As Kaufman points out, SIMIS uses 
“the same technology [as laparoscopy] 
through less invasive means and smaller or 
fewer incisions”—allowing a surgeon to 
make an easier case that he’s not placing 
his patients at added risk with SIMIS. 

Still, SIMIS advocates are not hasty to 
dismiss the promise of NOTES. Even a 
proponent like Curcillo concedes that 
“NOTES is a really phenomenal idea. I’ve 
bought into it now.” 

Romanelli also points out how much of 
the interest in SIMIS has been due to 
NOTES’ role in “making surgeons look at 
new ideas.” 

In addition, Kaufman and Lin highlight 
the crossover potential of a burgeoning 
technique called embryologic NOTES, in 
which NOTES instruments are passed 
through the umbilicus, as with SIMIS. 

Ambiguity over the relationship be-
tween SIMIS and NOTES may contribute 
to a lack of clarity over SIMIS’s future, but 
some surgeons appear to be excited by 
what they don’t yet know. 

They see the two fields not merely as 
competitors, but as twin catalysts for the 
development of an as-yet unimagined hy-
brid paradigm for minimally invasive sur-
gery. 

Curcillo, for one, believes that the fu-
ture of surgery is one in which SIMIS and 
NOTES converge into something greater. 

“I personally think we’re going beyond 
NOTES, beyond SIMIS, to something big-
ger, something better, something differ-
ent,” he says. 

“I don’t know what it is yet, but… 
we’re developing a way to get there. We’ve 
been stagnating for 20 years.” 

Minimally Invasive Surgery 
(Continued from page 8) 

Some surgeons appear to be excited by 
what they don’t yet know. They see the 
two fields not merely as competitors, but 
as twin catalysts for the development of 
an as-yet unimagined hybrid paradigm 
for minimally invasive surgery. 

Source: Covidien 

Devices like Covidien’s single-incision laparoscopic 
surgery (SILS) port are being increasingly used for 
SIMIS procedures. 
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This month in From the Expert’s Desk, 
Technology Insights consultants Matt Ga-
rabrant (Oncology) and Brian Maher 
(Imaging) discuss the capacity require-
ments of a linear accelerator (LINAC) 
system. 

Have a question for one of our experts? 
Email it to horizonscan@advisory.com. 

 
We are looking at installing a LINAC 

machine. Do you have a rule-of-thumb 
guide for determining whether to install one? 
How many annual radiation treatments 
would drive a need for one LINAC? How 
many for the second and third? At this point 
a ROI analysis isn’t necessary. We need to 
understand the relationship between vol-
umes and number of machines needed to 
support varying volumes, or the number of 
procedures needed to support a requirement 
for varying numbers of ORs. 

 
There are no real cancer-specific codes 

for CT and MRI.  Approximately 90 to 95 
percent of procedures performed on a 
PET/CT scanner stem from oncology-
related uses, with cardiac and brain imag-
ing comprising the remaining fractions. 

For a hospital-based cancer center, it 
would be assumed 100 percent of volume 
on a PET/CT is for cancer diagnosis, stag-
ing, re-staging, or monitoring. 

Measuring the demand to support an 
individual CT, MRI, or PET/CT scanner is 
difficult, but can be addressed in two dif-
ferent ways: capacity, or volume required 
to break even on a scanner. The figures 
that follow and in the graphic below de-
scribe the volume requirements to break 
even and should give a basic idea of the 
number of procedures necessary to make a 
LINAC investment worthwhile. 

For a capacity analysis, Technology 
Insights can conduct a custom sensitivity 
analysis with respect to average time per 
procedure and scheduled weekly operating 
hours. 

For a 64-slice CT scanner, between 
2,500 and 3,000 studies would need to be 
performed annually over five years to 
break even, assuming a four percent an-
nual growth rate.  This number would be 
approximately double for a next-
generation CT system (256-slice or 320-
slice CT). 

For a 1.5T MRI, between 2,900 and 
3,300 studies would need to be performed 
annually over five years to break even, 
assuming a four percent annual growth 
rate.  This number would escalate to ap-
proximately 4,500 studies to break even on 
a 3T scanner. 

For a PET/CT scanner, between 1,000 
and 1,400 studies would need to be per-
formed annually over five years to break 
even, assuming an eight percent annual 
growth rate.   

Fraction regimens vary widely (some 
patients receive adjuvant radiation therapy 
(RT), in which case they would get fewer 
fractions of RT), but the figures in the 
attached graphic are fair capacity bounds. 
Return on investment (ROI) can be 
reached with lower volumes in many 
cases, but the data in the graphic shows 
how many LINACs at capacity would 
serve a market. 

There are no notable economies of 
scale in LINAC-based RT, so the same 
figures would apply for assessing the de-
mand for additional LINACs, either in the 
same facility or elsewhere. 

From the Expert’s Desk 

Justifying a LINAC purchaseJustifying a LINAC purchaseJustifying a LINAC purchaseJustifying a LINAC purchase    
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Greetings! I hope you are enjoying this 
early spring. Here in Washington, DC, the 
cherry blossoms and their admirers have 
come and gone and we are enjoying the 
wonderful three-week period before the 
temperatures and humidity 
start to soar. 

It has been some time since I 
have written this column, shar-
ing the space with a host of in-
novation experts here at the 
Advisory Board. I’d like to say 
that my comeback topic is one 
that is top of mind for all hospi-
tal administrators and execu-
tives, but instead I’m going to 
write about the future of prod-
uct coding standards. 

Before you stop reading, 
however, trust me that what 
must seem extraordinarily ordinary may 
actually be one of the most important de-
velopments over the next decade for hos-
pital finances and operations. 

Bear with me while I provide a little 
background here. Product coding stan-
dards are the common identifiers that 
manufacturers use to identify or categorize 
their items. The most ubiquitous of these 
standards is the United Nations Standard 
Products and Services Code (UNSPSC), 
which is a global convention that permits 
accurate classification of products and 
services. 

In essence, UNSPSC codes represent 
four hierarchical categories that describe a 
product. For example, the commodity 
“pen refills” is part of a larger class of 
products, “Ink and lead refills,” which in 
turn belongs to of a family of products, 
“office supplies”—which is itself part of a 
segment of products, “office equipment, 
accessories, and supplies.” In this classifi-
cation system, each level of the hierarchy is 
represented by a pair of digits in the eight-
digit UNSPSC code. 

Although the UNSPSC classification 
was a critical step forward in managing 
supply chains, it is not health care-specific, 
and many of its medical device categories 
are woefully under-developed (“coronary 
stents” is the most specific level for drug-
eluting and bare metal stents, for exam-
ple). 

Two initiatives, however, have emerged 
to improve upon UNSPSC and provide 
better coverage for health care products: 

GS1 and the FDA’s Unique Device Identi-
fication (UDI). 

GS1 is an international not-for-profit 
outfit with the goal of improving effi-
ciency and visibility of supply and demand 

chains. They have created a 
proprietary classification called 
Global Product Classification 
(GPC) that is more specific 
than UNSPSC. This means that 
while the UNSPSC system 
would stop at the description of 
“milk and milk substitutes,” 
GS1 can go further, describing 
whether the milk requires re-
frigeration, contains probiotic 
properties, and is from a cow or 
a goat. 
For its part, the FDA threw its 
hat officially in the product 

standards ring in 2007 and has been con-
ducting public workshops on UDI to un-
derstand the opportunities and challenges 
of such a mandate. The FDA hopes to go 
beyond categorization, however, and 
wants the product code to contain a num-
ber unique to the actual device.  The goal 
here is explicitly around efficient product 
tracking for recalls and other safety con-
cerns. 

To date, however, neither GS1 nor the 
FDA’s UDI have come to fruition.  Many 
hospital supply chain professionals are 
disappointed that GS1 has not gone deeply 
enough in health care categorization 
(although some larger systems are incor-
porating GS1 standards into their opera-
tions). 

Plus, UDI is currently mired in the 
wonderful world of red tape. UDI’s chief 
administrator, Jay Crowley, told me that 
he expects traction by 2011, but even after 
these standards fully come online, there is 
the question of getting product manufac-
turers to comply; UDI at least has a federal 
mandate behind it which might expedite 
this process. 

The reason these initiatives are so im-
portant for hospital finances is that consis-
tent and rigorous product categorization 
would finally let materials managers peer 
into the black box many medical device 
manufacturers create around their prod-
uct attributes. 

In the big business world of physician 
preference items (PPI represents up to 60 
percent of supply spend at some hospi-

tals), many supply chain professionals feel 
that manufacturers deliberately mask and 
confuse the features of their devices, mak-
ing it extremely difficult to accurately con-
tract for them. 

For example, if a contract outlines a 
price for highly cross-linked polyethylene 
hip implants (a premium device), but a 
manufacturer’s new  polyethylene hip is 
branded as a “hatch-linked” implant, it 
may not be covered by that contract and 
the hospital might pay a higher price for it 
until the situation is sorted out. And the 
materials manager, inundated by literally 
thousands of new technologies a year, is 
often at the mercy of the manufacturer to 
accurately describe and classify their prod-
ucts—a phenomenon manufacturers can 
take advantage of through creative naming 
and branding. 

With more advanced product coding 
standards, this guesswork should be re-
moved.  If the mandated product category 
is “highly cross-linked poly,” whether a 
manufacturer calls it “hatch-linked” or 
“super-linked” is immaterial because it 
will be categorized as highly cross-linked if 
that is its attribute. 

And with this type of categorization 
available, purchasers gain the ability to 
standardize implant types across vendors, 
have more informed conversations with 
physicians around utilization, and demys-
tify the world of physician preference 
items. 

Maybe I’m a bit of an optimist, but I 
think these initiatives have a great deal of 
potential.  The Advisory Board Company 
will be tracking them closely and keep you 
updated as details emerge. 

 
Best regards, 
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