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Flexion Device
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AlloSource Earns 6th Patent for Tis-
sue Processing Method
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Medtronic’s Prestige Cervical Disc 
Bests Fusion
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For all news that is ortho, read on.

4 Medicare’s Smoke Signals 
>> Can the U.S. healthcare system 

do what it does for 40% less than it 
charges now? There may be a homeless 
person shuffling around the subways of 
New York hearing voices who would 
say “yes.” But Medicare is hoping that 
administrators, manufacturer execu-
tives and physicians could somehow 
also get to “yes”. And soon.

9 Industry Lawyers Take on 
POD Doc >> Lawyers from the 

law firm of Hogan Lovells take off the 
gloves and pound on Dr. John Stein-
mann’s “spin” of the OIG Special Fraud 
Alert regarding physician-owned dis-
tributors. They argue the Alert destroys 
the credibility of any justification of the 
POD business model of reducing costs. 
Get your front row seat.  

15 Lewallen, Berend Debate 
the All-Poly Tibia >> “Many 

things have been discredited in our 
field (bone loss around failed total 
joints is due to ‘cement disease’),” says 
David Lewallen. As a result “blind ac-
ceptance of modular metal-backed tib-
ia must be reconsidered.” Mike Berend 
retorts, “We’ve had excellent survivor-
ship with non-modular implants (98% 
survivorship at 20 years). The 10-year 
survivorship of the same implant in an 
all-poly nonmodular system was cata-
strophic (68%).”

19 Surgeons Overly Conser-
vative? // Popping, Click-

ing Knees May be OK // Revi-
sion Osteochondral Allograft 
Transplantation: Patient Char-
acteristics Are Key >> A new re-
view article finds that when it comes to 
postsurgical load bearing surgeons may 
be overly conservative. Brigham and 
Women’s researchers find that pop-
ping, clicking sounds may be OK. Do 
revision osteochondral allograft trans-
plantations work? Yes, but…says a new 
study.

WEEK IN REVIEW

BREAKING NEWS
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Orthopedic Power Rankings
Robin Young’s Entirely Subjective Ordering of Public Orthopedic Companies

THIS WEEK:   We’re barreling to the end of 2013 and investors are starting to check the fine print on the American 
Taxpayer Relief Act (ATRA). Looks like the new Medicare surtax plus other goodies increase the tax bite on wealthy 
investors by as much as 14%. This is no time to sell your winners. But if there is a loss in the portfolio, dump it now. 
Bottom line: Weak stocks will likely weaken further and high flyers will stay strong.

RANK
LAST 
WEEK

COMPANY
TTM OP
MARGIN

30-DAY
PRICE CHANGE

COMMENT

1 1
Integra 

LifeSciences
11.77% 2.38%

Most analysts are forecasting a very large earnings 
increase to start the year—$0.61 vs. $0.39 for Q1.

2 3 Exactech 10.00 2.83
The margin of upside earnings surprises these last 
four quarters appears to be increasing with each 

passing quarter.

3 4
Globus 
Medical

28.53 1.28
Over the last four quarters GMED has beat the 

consensus EPS estimate by an average of $0.02 
per quarter.

4 5
Symmetry 
Medical

6.50 19.52
SMA’s stock price has risen from $7.99 to $9.55 in 
the last 30 days on no new news. Yet, even at these 

prices, PSR is very low.

5 6 Conmed 10.37 5.15
Is CNMD grossly undervalued? Seeking Alpha thinks so. 
On our rankings, it is the 3rd least expensive orthopedic 

equity overall.

6 2 Orthofix 16.25 (4.12)
Three new board members and a new CEO. Clearly 
fresh insights are needed. OFIX is not a train wreck, 

but it is sure struggling.  

7 7 NuVasive 6.30 (5.11)
Most analysts expect sales growth for 2013 to come 

in around 8%. Next year 6%. Seems overly 
conservative to us.  

8 9 Zimmer 27.31 0.97
The only reason ZMH moved one space higher this week 

was its low, low future PE and PE to growth rate.

9 8 Stryker 15.22 (3.06)
MAKO is now an official Stryker company. Is the age 

of robotics in orthopedics upon us?

10 10 Medtronic 28.84 (3.95)
Very nice Prestige data. Clearly superior after 7-years 

follow up. Now if only market share could stabilize.



ORTHOPEDICS THIS WEEK
VOLUME 9, ISSUE 40  |  DECEMBER 17, 2013 3 

ryortho.com | 1-888-749-2153

Click Here for more details
or email tom@ryortho.com
Tom Bishow: 410.356.2455 (office)
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Robin Young’s Orthopedic Universe

PSR: Aggregate current market capitalization divided by aggregate sales and the calculation excluded the companies for which sales figures are not available.

TOP PERFORMERS LAST 30 DAYS 

LOWEST PRICE / EARNINGS RATIO (TTM)

LOWEST P/E TO GROWTH RATIO (EARNINGS ESTIMATES)

WORST PERFORMERS LAST 30 DAYS

HIGHEST PRICE / EARNINGS RATIO (TTM)

HIGHEST P/E TO GROWTH RATIO (EARNINGS ESTIMATES)

LOWEST PRICE TO SALES RATIO (TTM) HIGHEST PRICE TO SALES RATIO (TTM)

COMPANY SYMBOL PRICE MKT CAP 30-DAY CHG

1 Aurora Spine ASG $3.44 $43 71.38%
2 MiMedx Group MDXG $7.77 $804 39.25%
3 Symmetry Medical SMA $9.55 $356 19.52%
4 ArthroCare ARTC $38.82 $1,102 11.58%
5 TiGenix TIG.BR $0.63 $101 6.60%
6 Smith & Nephew SNN $68.47 $12,224 5.42%
7 Conmed CNMD $39.37 $1,087 5.15%
8 Wright Medical WMGI $29.27 $1,379 4.99%
9 Exactech EXAC $24.01 $325 2.83%

10 Integra LifeSciences IART $45.66 $1,467 2.38%

COMPANY SYMBOL PRICE MKT CAP P/E

1 Orthofix OFIX $20.46 $398 8.22
2 Medtronic MDT $55.89 $55,798 15.04
3 Zimmer Holdings ZMH $90.51 $15,475 16.19
4 Smith & Nephew SNN $68.47 $12,224 16.77
5 Globus Medical GMED $18.94 $1,766 16.90

COMPANY SYMBOL PRICE MKT CAP PEG

1 Globus Medical GMED $18.94 $1,766 1.13
2 Orthofix OFIX $20.46 $398 1.17
3 Conmed CNMD $39.37 $1,087 1.54
4 Exactech EXAC $24.01 $325 1.61
5 Zimmer Holdings ZMH $90.51 $15,475 1.71

COMPANY SYMBOL PRICE MKT CAP PSR

1 Bacterin Intl Holdings BONE $0.42 $22 0.66
2 Orthofix OFIX $20.46 $398 0.86
3 Symmetry Medical SMA $9.55 $356 0.87
4 Alphatec Holdings ATEC $1.85 $180 0.92
5 RTI Biologics Inc RTIX $2.91 $164 0.92

COMPANY SYMBOL PRICE MKT CAP 30-DAY CHG

1 Baxano Surgical Inc BAXS $1.01 $46 -12.93%
2 Bacterin Intl Holdings BONE $0.42 $22 -8.57%
3 NuVasive NUVA $31.78 $1,418 -5.11%
4 Orthofix OFIX $20.46 $398 -4.21%
5 Medtronic MDT $55.89 $55,798 -3.95%
6 RTI Biologics Inc RTIX $2.91 $164 -3.64%
7 Stryker SYK $71.56 $27,080 -3.06%
8 Johnson & Johnson JNJ $91.35 $257,738 -2.13%
9 CryoLife CRY $10.12 $279 -1.56%

10 Alphatec Holdings ATEC $1.85 $180 -1.07%

COMPANY SYMBOL PRICE MKT CAP P/E

1 NuVasive NUVA $31.78 $1,418 83.63
2 Symmetry Medical SMA $9.55 $356 48.14
3 Integra LifeSciences IART $45.66 $1,467 29.14
4 CryoLife CRY $10.12 $279 26.13
5 ArthroCare ARTC $38.82 $1,102 24.86

COMPANY SYMBOL PRICE MKT CAP PEG

1 NuVasive NUVA $31.78 $1,418 6.80
2 CryoLife CRY $10.12 $279 6.53
3 Symmetry Medical SMA $9.55 $356 4.01
4 Integra LifeSciences IART $45.66 $1,467 3.90
5 Johnson & Johnson JNJ $91.35 $257,738 2.67

COMPANY SYMBOL PRICE MKT CAP PSR

1 MiMedx Group MDXG $7.77 $804 29.72
2 TiGenix TIG.BR $0.63 $101 24.80
3 MAKO Surgical MAKO $29.99 $1,544 15.03
4 Globus Medical GMED $18.94 $1,766 4.58
5 Johnson & Johnson JNJ $91.35 $257,738 3.83

mailto:tom@ryortho.com
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Medicare’s Smoke Signals
BY ROBIN YOUNG

Can the U.S. health care system do 
what it does for 40% less than it 

charges now?

There may be a homeless person shuf-
fling around the subways of New York 
hearing voices who would say “yes.” 
But Medicare is hoping that adminis-
trators, manufacturer executives and 
physicians could somehow also get to 
“yes.” And soon.

Sequestration’s second year is 2014. 
New budget battles are gathering like 
thunderheads on the horizon.

It’s a difficult time to be feeding off the 
government teat.

Directly or indirectly, 60% of orthope-
dic revenues (for physicians, hospitals 
and suppliers) emanate from the tax-
payer. When Medicare makes a pay-

ment change, the spillover hits private 
health insurers too.

So this past week the annual Prospective 
Payment Update ritual repeated itself as 
CMS (Centers for Medicare and Medic-
aid Services) issued its thousand page 
tome of payment schedule changes. 

Most companies, physicians and hos-
pitals will all see cuts, despite the fact 
(ironically) that health care spending 
growth and inflation are at their lowest 
point in 50 years.

It’s as if Medicare asked its spouse to 
lose weight after he joined Weight 
Watchers.  

Health Care Spending Growth and 
Inflation Lowest in 50 years

According to CMS, health care infla-
tion is just 1% on year-over-year basis, 
the lowest level spending increase since 
January 1962. (Health care inflation 
measured using the medical CPI is at 
levels not seen since September 1972.)

Using CMS’ projections from earlier this 
year, real per capita health care spend-
ing has grown at an average annual rate 
of just 1.3% over the three years since 
2010. This is the lowest rate on record 
for ANY three year period and less than 
one-third the long-term historical aver-
age going all the way back to 1965. Yes, 
this is the lowest rate EVER recorded.

Because of these low rates of spending 
growth—which occurred without the 
Affordable Care Act, by the way—the 
Congressional Budget Office (CBO) 
lowered its projections of future Medi-
care and Medicaid spending in 2020 by 

Wikimedia Commons and John Mix Stanley
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$147 billion (0.6% of GDP). This is a 
10% reduction in projected spending.  
(Source: http://www.whitehouse.gov/
sites/default/files/docs/healthcostre-
port_final_noembargo_v2.pdf)

These Cost Changes Are Structural

Is flat to deflated health care spending 
temporary or the new normal? 

Economists who think this is only a 
curve in a cycle point to the 2007-2009 
recession—which was certainly a deep 
recession with the largest number of job 
losses since the Great Depression—and, 
concurrently, widespread reductions in 
insurance coverage.  

But a funny thing happened after the 
Great Recession ended in 2009. Health 
cost growth rates, which had declined 
during those two years, kept declin-
ing—at slightly accelerated rates—over 

the next four years of job growth and 
recovery. (Chandra, Holmes and Skin-
ner, 2013. Microeconomic analysis of 
the effect of income on demand for 
health care)

Here’s another fun health care anom-
aly from the Great Recession. Accord-
ing to economists at the CBO (Levine 
and Buntin, 2013) health claims from 
senior citizens in the Medicare system, 
which are more insulated from a weak 
labor market, slowed during and after 
the Great Recession.  

Something is slamming the brakes on 
health care cost inflation.

Here are three, maybe four, culprits:

1. Cost-sharing. The Kaiser Fam-
ily Foundation/Health Research 
and Educational Trust Employer 
Health Benefits survey found that 

recent increases in cost sharing in 
employer health plans have been 
substantial—more than 70%. The 
typical deductible in an employ-
er plan has more than doubled 
since 2006 (from $584 deductible 
then to $1,135 now). Ryu et al. 
(2013) studied the effects of cost 
sharing and concluded that this 
alone accounted for 20% of the 
reduction in healthcare spending 
growth from 2009-2011.

2. Shift to Outpatient Care. Hos-
pital profit margins as a percent 
of revenues are better for outpa-
tient services than those of inpa-
tient services. The opposite is 
true for Medicare margins where 
outpatient margins are lower than 
inpatient margins. With Medicare 
targeting inpatient reimbursement 
(where the margins are highest 
in their view) for cuts hospital 
administrators are increasingly 

WE’VE ADVANCED THE NATURE OF BONE.

Natural bone is a miracle. AlloSource has discovered a way to capture the essential qualities of natural bone 
in a cellular allograft tissue. 

AlloStem combines partially demineralized bone with adult mesenchymal stem cells to create an allograft tissue that is a natural 
scaffold to support new bone formation. All in a tissue with superior handling properties.

AlloStem. It’s an advancement of which nature would approve.

For more information, please visit 
allosource.org 
or call 720. 873. 0213 

AlloStem® Cube Al loStem® Morsel ized Al loStem® Str ip

Advertisement
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incentivized to expand outpatient 
services. For example; Brigham 
and Women’s Hospital in Boston 
generated $1,506 million in reve-
nues in 2009; $993million (66%) 
inpatient and $513 million (34%) 
outpatient. In 2010, just one year 
later the mix had shifted to $878 
million (57%) inpatient and $664 
million (43%) outpatient.  

3. More Physician Employees. 
According to the Advisory Board 
40% of primary care physicians 
and 25% of all physicians were 
employed by hospitals in 2010 
versus 20% and 5%, respectively, 
a decade ago. Fundamentally this 
represents a move by hospitals to 
gain pricing power and cost con-
trol.

4. Replacing Pay-for-Performance 
Pricing with Pay-for-Outcome 
Pricing. A growing number of 
insurers replacing pay-for-perfor-
mance with pay-for-outcomes are 

hoping that it will drive greater 
value and quality of care. Corol-
lary to that is the trend among 
payers to refuse to pay for “experi-
mental” procedures or implants—
and to expand the number of new 
and even old technologies which 
are deemed “experimental.” 

All of these trends are occurring inde-
pendently of and before “Obamacare.”

The 40% Solution

So where are we heading in this health 
care system? It is entirely possible that 
what we’re going to is a system with 
much narrower range of costs for ser-
vices and, on average, a 40% reduction 
in costs of service. On average.  

The problem with averages…ever hear 
the story of the guy who drowned in 
a lake with an average water depth 

of 6 inches? Yeah, he drowned in the 
20-foot section.

“Averages” mislead, for sure and we 
know that it’s really the variability that 
counts. With that in mind, check out 
this table. (See table above)

This table compares life expectancies in 
various countries with the amount spent 
in each country for health care per per-
son. Some country’s flags are way down 
at the lower left end of the chart. But 
there is an outlier flag. The Stars and 
Stripes…off to the right. This table is 
about five years old but it illustrates the 
essential health care cost dilemma in 
the United States. For $7,290 per capita 
in healthcare spending, Americans get a 
lower life expectancy rate than about 18 
other countries and pay roughly 40% 
more for the privilege.

(Yes, these are averages.)

Wikipedia and The Organisation for Economic Co-operation and Development (OECD) 

Advertisement
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The invisible hand of economics is 
pushing the U.S. health care system 
upward and to the left.

Ergo:

To get in line with the other major 
countries in this chart, U.S. per capita 
health expenditures would either have 
to decline by 40% or everyone else 
would have to rise by 40%—or meet 
somewhere in the middle.

Such a number seems ridiculously out-
rageous.  

The surprising answer is that we may 
be in the middle of this shift right now. 
And the current disruptions are the 
consequences of healthcare spending 
deflation.

It’s the Variability Stupid

This table is based on average amounts. 
Using averages to compare countries 
creates an apples to oranges mis-match 

since virtually every country in the 
upper middle section has a more uni-
fied health care reimbursement and 
pricing systems than the U.S. This is 
not a point of pride, however. In fact, 
probably the most dysfunctional aspect 
of the U.S. system is  its variability.  

In a major research brief, the Center 
for Studying Health System Change 
assessed the pricing variability and 
power of provider systems within 
eight healthcare markets. What they 
found is that claims payment rates by 
Aetna, Anthem BCBS, Cigna and Unit-

Wikipedia, The Organisation for Economic Co-operation and Development (OECD) and RRY Publications
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ed HealthCare varied widely across all 
eight markets. The average inpatient 
reimbursement rate, as a percentage of 
Medicare, ranged from 147% (Miami-
South Florida) to 210% (San Fran-
cisco), whereas the average outpatient 
reimbursement rate ranged from 234% 
(Cleveland) to 366% (San Francisco).   

Chopping the Tail Off

The bell curve for U.S. payments is flat 
and wide. It’s like the six inch deep lake. 
And the medical system is gasping for 
air in the six inch deep health care lake.

Here a picture of the typical bell curve.

One standard deviation above and 
below the average (center line in this 
image) encompasses roughly 68% of all 
data points in the bell curve. But, the 
two tails of the bell curve holds 31.6% 
of the data points. 

If one were to chop off the area from 
1 to 3 standard deviations above the 
average, the effect would be to lower 
the average dramatically.

And that is what appears to be happen-
ing in the U.S.  

Wal-Mart and Lowe’s, for example, are 
offering their 1.5 million employees 
free hip and knee replacements. No 

deductibles, no co-pays. The catch is 
that the employees have to have their 
procedure performed at one of four 
hospitals in the United States. Wal-Mart 
and Lowe’s will pay for the transporta-
tion, the hotel, the cost for one care-
giver to accompany the patient and, of 
course, the entire surgery and rehab 
costs—100% paid for.

Those four hospitals that  have con-
tracted to take on the volume of patients 
from Wal-Mart and Lowe’s are among 
the best in the United States as mea-
sured by low complication rates. Yet the 
prices they’ve agreed to charge are well 
below national averages. Yes, these are 

Wal-Mart priced hip and knee replace-
ments.

Then there are the rise of the super-
practices like the recently announced 
combination of Rothman, Cleveland 
Clinic, OrthoCarolina and The Core 
Institute. This group, with its 600 sur-
geons, is offering standard pricing, stan-
dard protocols and full-risk capitation!   

And then there is Dr. Haar with his 
private clinic in the Upper East Side of 
New York who has decided to go cash 
all the way and is posting his prices on 
his website—prices, by the way, that are 
also well below the national average.

Logistics over Implants

In an earlier, simpler time hamburgers 
cost $5 or $6 and were at the corner  
soda shop. Books were sold at the book-
store down the street. And computers 
had floppy drives and cost $10,000. 
Process innovation is what this coun-
try does very well. Think McDonald’s, 
Amazon, UPS or Wal-Mart.

Medicare’s new round of formula 
tweaking and cuts are part, we think, 
of a larger set of changes which, in 
the aggregate, are pulling the system 
to reduce variability of costs and out-
comes. Narrowing the U.S.’s health 
care bell curve will necessarily reduce 
the average per capita cost of health 
care while also improving outcomes. 
In other words, process innovation 
may be the next great economic driver 
of medicine.  ♦

Courtesy Wikipedia.com
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Industry Lawyers Take on POD Doc 
BY WALTER EISNER

Photo Created by RRY Publications LLC.

On November 7, 2013, OTW pub-
lished a guest feature by John 

Steinmann, D.O., titled, “OIG Report: 
The Rest of the Story.” Dr. Steinmann 
provided the view of a surgeon leader 
from the physician-owned distributor 
(POD) community to a Special Fraud 
Alert (click here to see report--http://
oig.hhs.gov/fraud/docs/alertsandbul-
letins/2013/POD_Special_Fraud_Alert.
pdf) put out by the Office of Inspector 
General (OIG) this past March. 

The Alert said PODs are “inherently 
suspect” under the anti-kickback law 
due to the substantial risks of fraud and 
abuse. 

Dr. Steinmann argued that the OIG 
report was a draw and showed that 
implant usage and re-fusions went 
down with PODs, “while costs were 
the same and fusion rates went up—in 

a completely unregulated model that 
has no standards by which participants 
must act.” 

Since the Alert, medical device maker 
Reliance Medical, Inc. filed a federal 
lawsuit against the OIG saying the 
presumption that something legal is 
inherently suspect violates their First 
Amendment right to speak to physi-
cians about joining PODs. Additionally, 

a number of hospitals limited their use 
of PODs.

OIG Report a “Body Blow”

On Friday, December 6, 2013, Tom 
Bulleit and Natalie Morris, lawyers from 
the law firm of Hogan Lovells US LLP, 
replied to Dr. Steinmann’s feature article 
from the perspective of legal advisers to 
device companies.  

Thomas Bulleit represents clients from 
academic medical centers and compa-
nies engaged in biomedical research 
and development, to large and small 
manufacturers of medical devices and 
pharmaceuticals. Natalie Morris is an 
associate at the firm.

Bulleit and Morris say the OIG report 
reviewing the prevalence and use of spi-
nal devices supplied by PODs is a “body 

John Steinmann, D.O.

http://oig.hhs.gov/fraud/docs/alertsandbulletins/2013/POD_Special_Fraud_Alert.pdf
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blow” to the arguments that have been 
made in support of PODs as evidenced 
by the pullback of POD use by some 
hospitals.

“Now, OIG has taken away the only 
argument that POD proponents ever 
had in their favor by demonstrating 
convincingly that PODs do not reduce 
implant cost, and do lead to increased 
utilization.’

Dr. Steinmann’s attempt to downplay 
the “significance” of the findings of 
the report is, they say, “understandable 
given that it is the latest in a string of 
bad news for PODs.”

No Difference in Device Costs

According to Bulleit and Morris, even 
Dr. Steinmann conceded that the OIG 
report found that PODs do not bring 
about costs savings. “Specifically, OIG 
did not find a favorable difference 
between the total device cost for spi-
nal surgeries that used POD devices 
and those that did not.” In fact, they 
say that of six specific types of spinal 
devices examined by OIG, one device 
type (spinal plates), by a statistically 
significant degree, was more expensive 
when provided by PODs.

In attempting to address the findings 
that PODs fail to reduce costs, they 

note that Dr. Steinmann cited a report 
prepared by the American Association 
of Surgeon Distributors (AASD) which 
found that cost savings were substantial 
for a “select group” of five distributor-
ships that are members of the associa-
tion. The lawyers point out that AASD 
is a trade organization founded by Dr. 
Steinmann to promote PODs.  

They assert that, unlike OIG’s analy-
sis, AASD didn’t assess actual purchase 
prices at POD and non-POD hospitals. 
Instead, Bulleit and Morris say AASD 
simply compared existing implant con-
tract prices to the lower contract prices 
that AASD member-PODs agreed to 
charge hospitals when given the oppor-
tunity to underbid existing contracts. 

No Head-to-Head Competition

“There wasn’t head-to-head competi-
tion with other sellers, because once 

Thomas N. Bulleit/photo courtesy 
of Ropes & Gray
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PODs come on the scene, purchases 
from other channels essentially cease…
Given a chance to compete, manufac-
turers distributing implants through 
non-POD channels, with well-estab-
lished infrastructure and supply chan-
nels, can easily offer a competitive price 
for comparable or superior products.”

In other words, perhaps PODs should 
declare victory and go home. They’ve 
accomplished their goal of forcing sell-
ers to compete on price. 

Implant Density Fallacy

The lawyers write that the OIG found 
that the growth in the rate of spinal 
surgery after hospitals began buying 
from PODs was three times the rate for 
hospitals overall, and that the rate of 
spinal fusions grew more than twice as 
fast for hospitals that used PODs com-
pared to the overall hospital rate. “In 
addition, OIG reported that hospitals 
that purchased from PODs performed 
28% more spinal surgeries than hospi-
tals that did not purchase from PODs.”

They claim that Dr. Steinmann failed 
in his attempt to rebut this “powerful 
evidence” of increased utilization by 
emphasizing OIG’s finding that implant 
density—the number of implants used 
per spinal surgery—was lower in sur-
geries that used POD devices than sur-
geries not involving POD devices. The 
OIG report found that complex spinal 
fusion surgeries not involving POD 
implants used an average of 23 devices, 
while complex spinal fusion surgeries 
involving POD implants used an aver-
age of 16.5 devices. 

Bulleit and Shaw don’t buy Dr. Stein-
mann assertion that this suggests that 
“surgeon owners, as a whole, do not 
make surgical implant decisions based 
on their financial interests.”

Numerous explanations are possible. 
“For example, it may be that POD 
implants are less sophisticated than 
those sold by major implant manufac-
turers, and therefore used in less diffi-
cult cases requiring fewer implants. Or 

it may be that the most complex cases 
requiring the most implants per pro-
cedure are carried out in large ‘teach-
ing’ hospitals that can attract surgeons 
without doing business with PODs. Or 
it may be that minimally-invasive pro-
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cedures, which use more implants, are 
generally not supplied through PODs.” 

The POD Business Shuffle

Bulleit and Shaw say Dr. Steinmann’s 
main defense to “this evidence of an 
overwhelming increase” in utilization at 
POD hospitals, is to suggest that this is 
due to nothing more than “consolidat-
ing inventories” or “growing partner-
ships between hospitals and surgeons 
to create centers of excellence.” 

In other words, they say Dr. Steinmann 
argues that the surgeons aren’t doing 
more cases, but are just moving their 
cases to hospitals that buy from their 
PODs. 

“Putting aside the compliance issues 
raised when a hospital agrees to buy 
from a POD to reward a POD owner 
for his or her referrals, Dr. Steinmann 
doesn’t offer any evidence of such ‘con-
solidation,’ or any evidence that would 
adequately explain the dramatic dif-

ference in utilization between POD 
and non-POD hospitals, or the fact 
that when hospitals begin buying from 
PODs, their rates of spinal surgeries 
increase dramatically. The more obvi-
ous explanation for this increase in 
utilization is that giving a physician a 
financial interest in the implants used 
on his or her own patients will incentiv-
ize the doctor to perform more surger-
ies.”

A POD by Any Other Name

The lawyers also take on Dr. Stein-
mann over his attempt to differentiate 
PODs that are members of the AASD, 
or “ePODs” from PODs in general 
and arguing that the ePOD standards 
address the “valid concerns” raised by 
the OIG.

“Nothing in the OIG Special Fraud Alert 
or report lends them any credence. In 
fact, OIG’s Special Fraud Alert specifi-
cally dismisses several of the AASD’s 
standards, such as the standard that 

‘ownership is determined by each sur-
geon’s investment interest’ and ‘any 
profits are distributed proportionate 
to ownership interests,’ when it notes 
that adopting them would not serve as a 
blueprint for a ‘lawful POD.’ As long as 
physician owners have a financial inter-
est in the implants they use in their own 
patients, the risks to patients and fed-
eral healthcare program remain.”

Systems of Conflict

They also dispute Dr. Steinmann’s 
assertion that the fee-for-service model 
creates potential conflicts of interest. 
Bulleit and Shaw argue that conflicts of 
interest created by PODs are fundamen-
tally different than the conflicts created 
by a fee-for-service system.

As a former president of the American 
Association of Neurological Surgeons, 
Dr. James Bean, explains, the difference 
is that “PODs invite abuse that cannot 
be regulated or prevented. The POD 
surgeon may exert undue influence 
over the purchasing hospital, by either 
an offer to increase surgical procedures 
at the hospital if it agrees to a POD con-
tract, or a threat to shift practice away 
from the hospital if it does not. The 
hospital may enter an exclusive agree-
ment with the POD, irrespective of the 
quality of the device, without examin-
ing competing vendor offers. The hos-
pital may overlook quality monitoring 
of the surgeon’s practice, particularly 
surgical indications, since quality is 
generally judged by lack of complica-
tions, not surgical necessity or choice 
of procedure.”

“Not only does this conflict of interest 
result in increased costs and risks to 
patients, but can only tarnish the repu-
tations of physicians, as professionals 
who act in the best interest of their 
patients,” added Dr. Bean.
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The Myth of Market Failure

The lawyers chide Dr. Steinmann for 
making an apples-to-oranges compari-
son when he says there is a “clear mar-
ket failure” in the U.S. because implants 
cost more here than in Europe. They say 
his statement glosses over the dramatic 
differences among U.S. and European 
health care systems, and ignores the fact 
that market competition in the U.S. has 
indisputably driven down prices of spi-
nal and total joint implants.  

For example, from 2008 to 2013, Bul-
leit and Shaw note the average sales 
price of pedicle screws fell by almost 
20%. Additionally, average sales prices 
of artificial hips and knees fell dramati-
cally from 2007 to 2011. Over this four-
year period, the average sales price of 
hip replacements fell by almost 20% 
when adjusted for inflation, while the 
average sales price of knee replace-
ments fell by 13% over this time period, 
when adjusted for inflation.  

PODs Are Not the Answer

“Dr. Steinmann makes the admirable 
suggestion that healthcare providers 
‘step up and ensure the American pub-
lic obtains the highest quality healthcare 
for the lowest cost,’ surely a goal every-
one could embrace. However, OIG’s 
report makes clear that PODs are not 
the way to this end. PODs will not result 
in cost-savings. In fact, given that they 
result in increased utilization, they are 
likely to increase costs to federal health-
care programs.  Additionally, healthcare 
providers, manufactures, and hospitals 
and ASCs (ambulatory surgical centers) 
who deal with PODs do so at substan-
tial compliance risk.”  

Bulleit and Morris conclude that OIG’s 
report “destroys the credibility of any 
justifications of the POD business 
model.”  ♦ Advertisement
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Lewallen, Berend Debate the All-Poly Tibia
BY ELIZABETH HOFHEINZ, M.P.H., M.ED.

“Many things have been dis-
credited in our field (bone 

loss around failed total joints is due to 
‘cement disease’),” says David Lewal-
len. As a result “blind acceptance of 
modular metal-backed tibia must be 
reconsidered.” Mike Berend retorts, 
“We’ve had excellent survivorship 
with non-modular implants (98% sur-
vivorship at 20 years). The 10-year 
survivorship of the same implant in an 
all-poly nonmodular system was cata-
strophic (68%).”

This week’s Orthopaedic Crossfire® 
debate is “The All-Poly Tibia: Cheap-
er and Better.” For the proposition is 
David G. Lewallen, M.D. of Mayo Clin-
ic in Rochester, Minnesota; against the 
proposition is Michael E. Berend, M.D. 
from the Center for Hip and Knee Sur-
gery in Mooresville, Indiana. Moderat-
ing is Thomas S. Thornhill, M.D. from 
Harvard Medical School in Boston.

Dr. Lewallen: “In the work we do there 
are few things more dangerous than the 
things we think we know for certain. 
These are things that I was taught dur-
ing the course of my training which 
were proven to be false or harmful: 
suction irrigation tubes are good for 
infected joints; bone loss around failed 
total joints is due to ‘cement disease,’ 
etc. Blind acceptance of modular metal-
backed tibias as the current gold stan-
dard for total knee is something you 
should reconsider.”

“In my practice, with a lot of revision 
work, one of the biggest challenges we 
face is this manmade plague—which we 
did not see in the early years of arthro-
plasty—and that is tiny, particulate-

driven masses of osteolysis in implants 
that are still relatively well fixed and not 
very symptomatic.”

“Some of these cases come in quite 
silently. There are a lot of different 
types of poly wear and deformation, 
but I think that it’s multifactorial. But 
one factor in some of these cases can 
be what’s happening on the backside of 
components. It’s not just top side wear. 
Take the example of a case 28 years 
postop with lots of poly damage and 
not that great of a design. I challenge 
you to find me an all-poly case with 
massive lysis.”

“In the early ‘80s there was broad 
adoption of metal-backed implants 
for a variety of reasons, some of them 
related to cementless…some allowed 
insert exchange. It turns out that the 
advantage of insert exchange is illuso-
ry and almost always a bad idea. This 
was demonstrated in three Journal of 
Bone and Joint Surgery articles and one 
Journal of Arthroplasty article, which 
showed either no benefit or bad results 
in revisions where only isolated poly 

exchange was undertaken. It doesn’t 
address the other pathology such as 
malrotation and malposition.”

“Locking mechanism instability is no 
myth. It’s common and cuts across a 
variety of designs. We’ve all seen this 
with abrasion and top side damage to 
titanium trays, which were all adopted 
in the ‘80s as well across the industry. 
You can have extrusion of poly as well; 
this is a rare problem with a modular 
tray where it’s up in the pouch. Lock-
ing mechanism and backside wear are 
very real, and have been documented 
numerous times in the literature. ”

“If you look at what we do in our practice 
it’s a bait and switch. We quote results 
of one type to our patients, guarantee-
ing results with a very different device 
than we use. So we talk about long term 
results of total knees, but many cases 
are with monoblock designs…that’s not 
what you folks are using. You’re using 
modular trays.”

“Looking at the modular data you see 
that the longer follow-up is not quite 
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ORTHOPEDICS THIS WEEK
VOLUME 9, ISSUE 40  |  DECEMBER 17, 2013 16 

ryortho.com | 1-888-749-2153

as good. In a scattergram, as you get 
further out into the second decade the 
monoblock and modular survival drops 
off pretty quickly from wear and partic-
ulate-related problems. Is it technique 
related? Maybe. But there is a series by 
Dr. Chitranjan Ranawat, a master sur-
geon using his own cases, where he 
looked at all polys and metal-backed 
modular and found a large difference 
(75% and 96%, respectively).”

“We examined the long term survival of 
tibial implants at our institution over a 
20 year period, comparing 17 different 
all-poly designs. We compared them to 
metal-backed components in the same 
implant systems. We corrected for age 
and gender, and found that all-poly tib-
ias won all the time across all designs. 

All-poly tibias were at much less risk of 
revision versus metal-backed modular 
versions. We saw something interest-
ing with posterior-stabilized (PS) and 
cruciate-retaining (CR) where it looked 
like our PS results weren’t quite as 
good…and when we took one implant 
system out that was disproportionately 
represented and a locking mechanism 
that was not ideal, that association 
went away.”

“But the message is important: the 
more constraint you have, the more 
you need to worry about these metal-
backed modular connections. So the 
etiology of osteolysis is multifactori-
al…I’m not here to tell you that it’s all 
metal-backed tray driven, but this is 
one important part of it. Remember…

osteolysis involves small particles and 
it’s those particles that drive this pro-
cess. So going forward we can look for 
answers in cross-linked poly and per-
haps in rotating platforms. But if you’re 
interested in expense and you care 
about bone loss and stress shielding 
consider all-polys…at least for some of 
your patients.”

Dr. Berend: “I think you’ll find that I 
have a similar line of thinking with a 
different conclusion. Mayo had an over-
powered study (11,606 total knees) 
looking at both patient and implant fac-
tors and had a 98% survivorship at 10 
years. The best implant in their series 
was a non-modular, metal-backed tibial 
component…cemented fixation, all-
poly patella, and retention of the PCL. 
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This is what’s been proven in our data 
as well.”

“Wear is a problem, and is something 
we’ve not seen with molded, metal-
backed implants in our series. There 
are many ways to improve on the wear 
issue, such as improved locking mech-
anisms. We can change the femoral 
material or the counter surface. You can 
add more movement like with a mobile 
bearing device, but that has not been 
shown to decrease it. We can go into the 
cross-linked poly era.”

“There are some advantages of all-poly 
implants; the non-modular feature is 
important. It is cost-sensitive, and per-
haps in some markets or with bundled 
payments there may be an issue going 
forward. It does perhaps give us less 
resection for a given polyethylene thick-
ness, however we’ve learned from the 
AGC experience that it may be design 
sensitive. And it hasn’t been adopted 

worldwide, nor have non-modular 
metal-backed implants, representing 
just under 4% of the knees in the Brit-
ish registry.”

“Looking at our data, we’ve had excel-
lent survivorship with the nonmodu-
lar implants; using the Himont 1900 
molded implants we had 99% survivor-
ship at 15 years, and we now have 98% 
survivorship at 20 years. Unfortunately, 
the 10 year survivorship of the same 
implant in an all-poly nonmodular 
system had rather catastrophic results 
of 68%. These failures were all due to 
the same mechanism: the medial tibial 
bone could not support the implant.”

“The all-polyethylene implant has given 
us an excellent surrogate for studying 
the effects of alignment on the bone. In 
the long term failures we’ve observed 
the change in the medial tibial plateau 
from an overload from lack of transfer 
through the medial tibial plateau with 

metal backing. We’ve quantified this is 
in our lab, both on the anterior and pos-
terior aspect of the medial tibial metaph-
ysis. We had somewhere between a 
40% and 500% increase in strain in the 
proximal tibia in the absence of metal 
backing. So for those patients you think 
are at risk for overload metal-backing is 
an important thing to consider. ”

“We’ve repeated these experiments 
with finite element analysis and the 
data is the same—increased load 
transfer from metal-backing in the 
proximal tibia. So we think there is 
a clinical correlation with this medial 
tibial overload, bone resorption and 
remodeling, and eventual loosening 
in all-poly implants that is much more 
unlikely in metal-backed devices.”

“We’ve looked at it in an RSA [radio-
stereometric analysis] model and devel-
oped an estimated tibial stress model 
looking at the size of the tibial plateau 
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in the patient’s mass. We’ve correlated 
that with our ability to produce tibial 
component alignment. In looking at the 
failure rates we found that in smaller 
tibial components with larger patients 
there was a 20% failure rate at just 1.2 
year follow up.”

“This same study was correlated with a 
radiostereometric analysis (RSA) study 
from Hyldahl out of England with 41 
metal-backed implants and 40 all-poly 
implants. We found the same thing: 
smaller implants in bigger patients had 
higher rotation in the anterior-posterior 
direction, and a higher rotation in var-
us-valgus. There is some registry data 
which reflects selection bias on behalf 
of the surgeon to show equal survi-
vorship between all-poly and metal-
backed implants. And a meta-analysis 
by Forster of over 5,000 knees (Level 1 
evidence) shows no difference in appro-
priate patients with all-poly implants.”

Moderator Thornhill: “David, what 
percentage of your total knees gets all-
poly implants?”

Dr. Lewallen: “Probably 40%.”

Moderator Thornhill: “Mike, what 
percentage of your practice is nonmod-
ular, metal-backed components?”

Dr. Berend: “99%.”

Moderator Thornhill: “So if you agree 
that most of the implants available 

today have done things to substantially 
improve backside wear, and with mate-
rial and mechanical things, etc., you 
still feel that we’re not there yet with 
the modularity?”

Dr. Berend: “We don’t have long term 
data. We change the design every 
5/8/10 years before we have long term 
data. And 75% survivorship in metal-
backed modular implants…we can do 
better than that.”

Moderator Thornhill: “David, is it pos-
sible that these people do well because 
you’re usually choosing lower demand 
patients?”

Dr. Lewallen: “When we corrected for 
the things that people usually list (age, 
etc.) the all-polys still outperformed 
metal-backed designs. I think a prob-
lem in this industry is that when we 
have a problem we don’t always address 
it; then when we start to recognize it, 
we stay one design iteration ahead of 
what we know for sure. We sometimes 
need modular trays. But many designs 
in the ’80s and ’90s didn’t work and cre-
ated numerous problems.”

Moderator Thornhill: “If you are using 
a modular system you could always 
change it out; not so with an all-poly 
tibia or a nonmodular system.”

Dr. Lewallen: “So you put the trials in, 
and if you have well-designed trials that 
fit well you can go through the exact 

exercise right then and decide if you 
want a 10 or a 12, etc.”

Moderator Thornhill: “With your vol-
ume you change the geometric proper-
ties of these trials with repeated auto-
claving. Another issue: what specifical-
ly was it with the AGC that made their 
all-poly tibia so much riskier?”

Dr. Berend: “It was a combination of 
the coronal plane geometry (flat on 
flat); we didn’t understand the impor-
tance of depth of tibial resection, and 
maybe the post geometry is too flexible 
and allowed medial-tibial loading. To 
your prior point about deciding during 
the operation, we haven’t had to deal 
with that in over 16,000 nonmodular 
implants; so there’s education needed 
about when to make the decision, how 
to make the exposure to put in a one 
piece implant.”

Dr. Lewallen: “Tom, you’re right. 
When I’m doing all-polys or monob-
locks I will err a bit towards the next 
thicker.”

Moderator Thornhill: “Good discus-
sion. Thank you both.”  ♦
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Surgeons Overly Conservative? // Popping, Clicking 
Knees May be OK // Revision Osteochondral Allograft 
Transplantation: Patient Characteristics Are Key 
BY ELIZABETH HOFHEINZ, M.P.H., M.ED.

Orthopedists too Conservative 
With Load Bearing?  You put 

a lot of work into that surgery. Why 
not play it safe and restrict load bear-
ing? Because, says Erik Kubiak, M.D. 
and collaborators, the patient may 
likely undergo unnecessary functional 
decline and prolonged periods of lost 
productivity…and because medicine 
should be based on science. Dr. Kubiak, 
an associate professor at the University 
of Utah Medical Center, tells OTW, “My 
colleagues and I have just published a 
review article in the Journal of the Amer-
ican Academy of Orthopaedic Surgeons 
indicating that weight-bearing proto-
cols are often applied arbitrarily based 
on little objective data. Certain studies 
suggest that patients with normal pro-
tective sensation—those who autoreg-
ulate—can safely bear weight sooner 
than most protocols permit. Then there 
are the randomized, controlled trials 
of ankle fractures that have shown no 
difference in outcomes between imme-
diate and delayed (≥6 weeks) weight 
bearing. Yet patients with periarticular 
fractures may not fare as well with early 
weight bearing.”

“My colleagues and I began considering 
this issue of autoregulation. Pediatric 
patients do what they want; older peo-
ple do what they want. We were struck 
by the question, ‘What is it about those 
patients in the middle. What makes 
humans irrational between 20 and 50 
years old?’ When you begin discussing 
restricting weight bearing you move into 
the realm of opinion; for example, you 
might hear, ‘They should wait because 

I don’t want them to hurt themselves 
or worse yet develop wound or fracture 
healing complications.’ We realized 
that there was no concrete evidence to 
support one way or another. The best 
evidence we have says that people will 
autoregulate based on pain—if they 
have a working neural pain protective 
mechanism/pain response. What we 
see in practice is that most patients are 
being overprotected.”

“I just had cervical spine fusion three 
weeks ago and my surgeon instructed 
me not to do any exercise of any kind. 
But there is nothing in the literature to 
support his directive! I’m fortunate to 
have a secure job, but for many people 
this kind of instruction can result in a 
prolonged periods of non productivity, 
anxiety, and depression.”

“We have obtained a grant from the 
Department of Defense to complete 
the development of a blinded activity 
monitoring system to better define the 
optimal healing parameters for lower 
extremity fractures. The ultimate aim 
would be to construct a patient based 
activity monitoring system which 
would facilitate an optimal rehabilita-
tion program based on objective data 
with real time feedback to the patient 
and the treating physician.”

Popping, Clicking Knees May Be 
Fine Shaking up traditional thought, 
researchers from Boston have found 
that those clicking, popping, and crack-
ing sounds in the knee are not neces-
sarily signs of a meniscal tear. Dr. Jef-
frey Katz, a rheumatologist at Boston’s 
Brigham & Women’s Hospital and pro-
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fessor of medicine at Harvard Univer-
sity, tells OTW, “We asked whether the 
assessments of experienced physicians 
as to whether the patient did or did not 
have a meniscal tear agreed with typi-
cal signs and symptoms like clicking 
and locking and giving way. We found 
poor agreement between these signs 
and symptoms and the experts’ diagno-
sis of symptomatic meniscal tear. Our 
study, which involved individuals who 
were all 40 or older, found that many 
of the mechanical symptoms people 
experience (like the popping sensa-
tion) are actually their own perceptions 
of OA [osteoarthritis] symptoms. We’re 
imposing the paradigm developed in 
younger people onto those who are 
middle aged.”

“Patients who had symptoms that were 
more typical of chronic OA tended 
NOT to have symptomatic meniscal 
tears. Also, people with patellofemoral 
tenderness or anterior knee pain tend-
ed not to have symptomatic mensical 
tears. We concluded that while 1/3 of 
the middle aged and older adults have 

meniscal tears on their MRIs, we don’t 
know how to identify which of these 
tears are symptomatic. The symp-
toms we’re accustomed to linking with 
meniscal tear may not be useful. At this 
point we need to reevaluate our rules of 
thumb about diagnosis and prognosis 
of meniscal tear. We can’t rely on what 
we learned about how a meniscal tears 
acts in younger people to inform the 
diagnosis of symptomatic tear in older 
persons.”

Revision Osteochondral Allograft: 
Patient Characteristics Determine 
Success  Do revision osteochondral 
allograft transplantations work? Wil-
liam Bugbee, M.D., an orthopedic sur-
geon with Scripps Clinic in La Jolla, 
California, wanted to find out. “We did 
a case series of 33 patients (33 knees) 
and found that indeed allografts are a 
versatile option for biologic joint resto-
ration. Revision osteochondral allograft 
transplantation of the knee did result in 
acceptable outcomes, but they did not 
match those of primary allograft trans-
plantation procedures.”

“The key finding is that it is really the 
patient characteristics that predict long-
term outcome. If the person is older 
or has a fair amount of arthritis the 
results are inferior. This is predictable 
and makes sense. We would still try an 
allograft in a patient that is too young or 
not interested in artificial joint replace-
ment, but with the knowledge that the 
results are not predictable. In younger 
patients that have a failed allograft we 
are confident about doing it again.”

“As for future research, on the clinical 
side we are continuing to look at all 
aspects of outcome: patient characteris-
tics, diagnosis, technique and the biol-
ogy of how the grafts behave in vivo.” 

$1 Million to HSS, Others for OA 
Research  Hospital for Special Surgery 
(HSS) in New York, the University of 
California, San Francisco, and Mayo 
Clinic in Rochester, Minnesota will 
share $1 million awarded by the Arthri-
tis Foundation to validate the use of new 
MRI techniques and newly identified 
biomarkers in identifying early stages of 
osteoarthritis. Scott Rodeo, M.D. is an 
orthopedic surgeon and co-chief of the 
sports medicine and shoulder service at 
HSS and co-principal investigator of the 
tripartite grant. He said in a November 
12, 2013 news release, “Using X-rays 
to measure joint space narrowing is the 
gold standard for assessing the pres-
ence and progression of osteoarthritis, 
but X-rays are next to worthless for 
detecting the early changes of arthritis. 
This study will help us understand the 
early factors that lead to the degenera-
tive changes in ACL [anterior cruciate 
ligament] injured knees.”

Asked about the early factors that lead 
to these changes, Dr. Rodeo told OTW, 
“The early changes are likely due to a 
combination of both biomechanical 
and biological changes in the injured 
joint. I believe that biomechanical and 
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kinematic alterations may be the prima-
ry initiating factor. These changes likely 
lead to abnormal and excessive loading 
of different areas of articular cartilage. 
The presence of inflammatory media-
tors and other metabolic alterations 
also likely contribute to the degenera-
tive process, especially in the setting of 
the altered biomechanics.”

“One year from now we hope to have 
begun to identify imaging biomarkers 
(using quantitative MRI) that provide 
the ability for early detection of degen-
erative articular cartilage changes.”

James Andrews, M.D. to Receive Ger-
ald Ford Award  The National Collegiate 
Athletic Association (NCAA) is report-
ing that famed sports medicine surgeon 
James Andrews, M.D. will be the 2014 
recipient of the NCAA President’s Ger-
ald R. Ford (“Andrews named recipient 
of Ford Award,” December 12, 2013, 
Greg Johnson). Dr. Andrews, a former 
president of the American Orthopedic 

Society of Sports Medicine, is receiving 
this work as recognition of his contribu-
tions to student-athlete well-being and 
his work regarding injury prevention. 
Dr. Andrews is known internationally 
for his work with elite athletes and for 
his extraordinary efforts to raise aware-
ness regarding injury prevention. He 
sits on the Medical and Safety Advisory 
Committee for USA Baseball and on the 
Board of Little League Baseball, and has 
made recommendations that have led 
to the establishment of pitch counts in 
youth baseball. Dr. Andrews also devel-
oped the widely-recognized STOP pro-
gram, which stands for Stop Trauma 
Overuse Prevention in youth sports.

Dr. Andrews is one of the founding 
members of Andrews Sports Medicine 
and Orthopaedic Center in Birming-
ham, Alabama. He is also a founder of 
the American Sports Medicine Institute 
(ASMI) a non-profit institute dedi-
cated to injury prevention, education 
and research in orthopedics and sports 

medicine. Doctor Andrews continues to 
serve as Chairman and Medical Direc-
tor of ASMI. He has mentored more 
than 275 orthopedic/sports medicine 
fellows and more than 55 primary care 
sports medicine fellows.

Dr. Andrews is senior consultant for 
the Washington Redskins Professional 
Football team; medical director for the 
Tampa Bay Rays Professional Baseball 
Team; and team physician for the Bir-
mingham Barons Double A Professional 
Baseball Team, an affiliate of the Chi-
cago White Sox. Doctor Andrews is the 
medical director of the Ladies Profes-
sional Golf Association.

Dr. Andrews has been a member of 
the Sports Medicine Committee of 
the United States Olympic Commit-
tee having served during two previous 
quadrennia. He has also served on the 
NCAA Competitive Safeguards in Med-
ical Aspects of Sports Committee.  ♦
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COMPANY

Starch-Based Soft 
Tissue Regeneration 
Company Raises 
Funds

How much starch do you want on 
that graft?

That’s a question an orthopedic surgeon 
might ask in the future because Soft Tis-
sue Regeneration, Inc. (STR), the New 
Haven, Connecticut-based clinical 
stage company working on soft tissue 
regeneration devices using corn starch, 
has almost reached it’s $5 million fund-
ing round goal.

So far, according to MassDevice, they’ve 
raised $4.7 million from 14 unnamed 
investors listed in regulatory filings. 

ACL Regeneration

The company has developed and tested 
what it calls a “breakthrough” technol-
ogy for soft tissue regeneration of the 
anterior cruciate ligament (ACL) of the 
knee. This patented and proprietary 

technology, using a clinically proven 
polymer called poly(L-lactide) acid  
(PLLA—which is derived from renew-
able sources such as corn starch), is 
already used in  biomedical devices, can 
allow STR to address an unmet clini-
cal need in the repair of musculoskel-
etal soft tissue injuries. The product is 
called the L-C Ligament. It is a synthetic 
bioresorbable scaffold that is designed 
to stabilize the knee and encourage the 
regeneration of ligament tissue and may 
result in faster, better healing and great-
er odds of making a full recovery.

FDA Cleared Rotator Cuff Repair

The company has also developed a soft 
tissue augmentation device for rotator 
cuff repair called the STR GRAFT. In 
November 2012, the company received 
510(k) clearance to market the graft for 
soft tissue augmentation and rotator 
cuff repair in the U.S.

The company is also developing a three-
dimensional braided surgical mesh for 
breast reconstruction and hernia repair.

“There are several products available to 
augment rotator cuff repair, but they suf-
fer from strength, suture pull-through 

and surgical deployment issues, all of 
which the STR graft addresses,” found-
er and the device developer Cato Lau-
rencin, M.D., Ph.D., said in prepared 
remarks.

STR was founded in 2008 by Laurencin 
and Joseph W. Reilly.

Scientific Heavyweights

Laurencin, who serves as a consultant 
to the company, is CEO of the Connect-
icut Institute for Clinical and Transla-
tional Science, director of the Institute 
for Regenerative Engineering and the 
Van Dusen Endowed Chair in Ortho-
paedic Surgery.

He previously served as the UConn 
Health Center’s Vice President for 
Health Affairs and Dean of the UConn 
School of Medicine. Prior to his arrival 
at the UConn Health Center, he was 
the Lillian T. Pratt Distinguished Pro-
fessor and Chair of the Department of 
Orthopaedic Surgery at the University 
of Virginia, as well as the Orthopaedic 
Surgeon-in-Chief at the University of 
Virginia Health System. In addition, he 
was designated as a University Profes-
sor at the University of Virginia, and 

held professorships 
in Biomedical Engi-
neering and Chemi-
cal Engineering.

The company’s sci-
entific advisory 
board includes, 
Kenneth Alleyen, 
M.D., Robert Arcie-
ro, M.D., James 
Andrews, M.D., 
and Robert Stanton, 
M.D.

—WE (December 
10, 2013)

Soft Tissue Regeneration, Inc.
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Medtronic’s Prestige 
Cervical Disc Bests 
Fusion

After seven years of clinical and 
radiographic outcomes under 

their belts, patients with Medtronic, 
Inc.’s Prestige Cervical Disc kept their 
improvements and had significantly 
lower rates of additional surgery when 
compared to anterior cervical discec-
tomy fusion (ACDF).

Vincent Traynelis, M.D., director Neu-
rosurgery Spine Service, and vice chair-
person and professor, Department of 
Neurosurgery, at Rush University Medi-
cal Center in Chicago, Illinois, present-
ed the results on December 5, 2013 
at the Cervical Spine Research Society 
Annual Meeting held in Los Angeles, 
California. 

“In the past several years, the long-term 
implications of cervical disc replace-
ment have been the subject of much 
debate,” said Dr. Traynelis, “The sev-
en-year results of this study show that 
patients receiving cervical disc replace-
ment maintained their clinical improve-
ments and had a significantly lower rate 
of additional surgical procedures com-
pared to fusion.” 

The Prestige disc is a stainless steel 
device and articulates via a ball and 
trough mechanism. It was the first 
artificial cervical disc FDA-approved 
for the treatment of single-level cervi-
cal disc disease (radiculopathy and/or 
myelopathy).

Specific Findings

Out of 541 patients, 395 patients (212 
Prestige disc and 183 fusion patients) 
completed seven years of clinical fol-
low-up. Results indicate that significant 

improvements in pain and functional 
outcomes achieved by 1.5 months in 
both groups were sustained at seven 
years. 

According to a Medtronic company 
press release, specific findings at seven 
years included:

•	 The	 rate	 of	 patient	 overall	 suc-
cess – the primary study endpoint, 
comprising of important effective-
ness and safety measures, was sig-
nificantly higher (p = 0.010) in the 
PRESTIGE® Disc group (72.6%) as 
compared to fusion (60.0%).

•	 The	rate	of	maintenance	or	improve-
ment in neurological status was 
significantly higher (p = 0.011) 
compared to fusion (88.2% versus 
79.7%).

•	 Neck	pain	was	significantly	lower	(p	
= 0.004) compared to fusion (mean 
score of 13.1 versus 19.4 on a scale 
of 0-100).

•	 The	 rate	 of	 additional	 surgeries	 at	
the index level was significantly 
lower (p < 0.001, log-rank test from 
a Kaplan-Meier analysis) compared 
to fusion (4.8% versus 13.7%).

•	 At	seven	years,	one	incident	of	screw	
loosening in the investigational group 
classified as associated with implant/
surgical procedure was observed.

Indications, Contraindications and 
Warnings

To be extra vigilant in making claims 
about one of their spine products, the 
company offered a brief summary of 
indications, contraindications, and 
warnings for the disc.

The PRESTIGE® Cervical Disc is indi-
cated in skeletally mature patients for 
reconstruction of the disc from levels 
C3-C7 following single-level discec-
tomy for intractable radiculopathy 
and/or myelopathy. The PRESTIGE® 

Medtronic, Inc./PRESTIGE Cervical Disc
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device is implanted via an open anteri-
or approach. Intractable radiculopathy 
and/or myelopathy should present with 
at least one of the following items pro-
ducing symptomatic nerve root and/or 
spinal cord compression which is docu-
mented by patient history (e.g., pain 
[neck and/or arm pain], functional 
deficit, and/or neurological deficit), and 
radiographic studies (e.g., CT, MRI, 
x-rays, etc.): 1) herniated disc, and/or 
2) osteophyte formation.

The PRESTIGE® Cervical Disc should 
not be implanted in patients with an 
active infection or with an allergy to 
stainless steel.

The PRESTIGE® Cervical Disc should 
only be used by surgeons who are expe-
rienced in the surgical procedure and 
have undergone adequate training with 
the device. A lack of adequate experi-
ence and/or training may lead to a 
higher incidence of adverse events, such 
as neurological complications.

The safety and effectiveness of this device 
has not been established in patients with 
the following conditions: more than one 
cervical level with DDD [degenerative 
disc disease]; not skeletally mature; 
clinically significant cervical instabil-
ity; prior fusion at adjacent cervical 
level; severe facet joint pathology of 
involved vertebral bodies; prior surgery 
at treated level; osteopenia, osteomala-
cia, or osteoporosis as defined by bone 
mineral density T-score of -3.5, or -2.5 
with vertebral crush fracture; spinal 
metastases; chronic or acute renal fail-
ure or history of renal disease; taking 
medications known to potentially inter-
fere with bone/soft tissue healing (e.g., 
steroids); pregnant; cervical instability; 
severe insulin dependent diabetes; and 
were not refractory to at least six weeks 
of unsuccessful conservative treatment 
or had signs of progression or spinal 

cord/nerve root compression with con-
tinued non-operative care.

Implanted metal alloys release metal-
lic ions into the body (especially those 
devices with metal-on-metal articulat-
ing surfaces). The long-term effect of 
these ions on the body is not known.

Patrick Wilson, head of Medtronic 
Spine’s cervical business said Medtronic 
is the first company to offer seven-year 
level-one clinical evidence on cervical 
disc replacement. “Both physicians and 
patients will benefit from access to this 
information when making decisions 
about the PRESTIGE® Disc.”

—WE (December 9, 2013)

AlloSource Earns 6th 
Patent for Tissue
Processing Method

AlloSource, of Centennial, Colo-
rado, a provider of skin, bone and 

soft tissue allografts for use in surgical 
procedures, has received the sixth pat-
ent covering its AlloTrue product’s pro-
cesses and methods. 

AlloTrue is a tissue cleaning and disin-
fecting system that uses rotation, cou-
pled with sonication, to reduce bacte-
ria. Technicians expose the allograft to 
a variety of cleaning solutions inside 
an automated, closed rotating can-
ister. Besides bacteria, AlloTrue also 
removes the marrow and lipids that can 
be responsible for discoloration of the 
allograft.

Thomas Cycyota, AlloSource presi-
dent and CEO , said, “Garnering not 
one but an entire group of patents sur-
rounding the AlloTrue system has been 
a lengthy process but an important and 
highly valuable one, due to the pioneer-
ing nature of AlloTrue. This exclusive 
method of cleaning transplantable tis-
sues allows us to maximize each gift of 
life donated by generous donors and 
their families.

The U.S. Patent Office issued Allo-
Source’s first patent in February 2010. 
According to Cycyota, AlloSource has 
grown since into one of the nation’s larg-
est non-profit, soft tissue and allograft 
skin networks in the country.

—BY (December 10, 2013)

Courtesy of AlloSource Organization
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Even Late Starters 
Benefit From Exercise

From the Oman Daily Observer comes 
welcome news: There is hope for 

the couch potatoes among us. People 
who begin a program of exercise, even 
late in life, reap many of the benefits of 
good health. Researchers in Great Brit-
ain tracked the health of 3,500 fellow 
subjects, whose average age was 64. 
After following them for eight years, 
they found that those who maintained 
a record of sustained and regular exer-
cise—defined as vigorous exercise at 
least once a week—were seven times 
more likely to age in a healthy manner, 
than did those who were inactive.

“Healthy aging” was defined as an 
absence of major diseases and disabili-
ties, good mental health, no depression 
or cognitive decline and the ability to 
maintain social connections. Around a 
fifth of the volunteers fell into this cat-
egory at the eight-year follow up mark.

Significantly, new-
comers to exercise 
gained approxi-
mately as much as 
did those who were 
long-time exercisers. 
The researchers pub-
lished their results 
in the British Journal 
of Sports Medicine, 
noting that “signifi-
cant health benefits 
were… seen among 

participants who became physically 
active relatively late in life.” The gain 
among newcomers to exercise was 
roughly triple that of those who did not 
exercise.

—BY (December 10, 2013)

LARGE JOINTS

Wikimedia Commons and Alex Promois

Retired Friends Invent 
Knee Flexion Device

What do you get when you cross 
an orthopedic surgeon, age 72, 

with an industrial engineer, age 70, 
who are looking for something to do? 
You get a new machine called the X10 
that will restore and maintain knee flex-
ibility and strength after a total knee 
replacement. The machine, invented 
by the two friends, uses pressure to flex 
the knee to the point where fluid in the 
knee is released, thereby avoiding the 
buildup of scar tissue that causes knees 
to deteriorate after surgery.

Gary Anglebrandt told the story on 
Crains Detroit Business website. David 
Halley, M.D. is a Columbus, Ohio-
based surgeon who has performed 
8,000 knee replacements. Paul Ewing 
is an engineer who sold his cold-form-
ing steel business, NSS Technologies, in 
2000. Together the two launched Hal-

ley Orthopedic Products LLC in 2009. 
As Halley explained, “Paul had sold his 
business. He made a lot of money with 
it, and he was going nuts. There was 
nothing for him to do. We started talk-
ing about it (knee problems following 
surgery) and, oh my God, did he get 
involved. It’s amazing how quickly he 
caught on.” 

The initial idea, as Anglebrandt 
explained it, was to improve the 
straightness of 
patients’ knees, 
post-surgery. One 
patient of Halley’s 
had made a con-
traption at home 
using wood, rope 
and a plunger to 
keep his knee 
straight. Ewing 
couldn’t bear to 
see that and set 
to work building 
something bet-

ter. In a short time Halley and Ewing 
discovered that the device they were 
working on would also treat “flexion,” 
or bendability, not just straightness of 
the leg. A complication with total knee 
replacement is that while flexion might 
be perfect immediately after surgery, it 
can quickly diminish because a built-
up of fluid can cause scarring.

It took the two men several years and 
$1 million to work through eight varia-

Courtesy of Halley Orthopedics
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tions, but they eventually came up with 
a machine they liked and registered it 
with the U.S. Food and Drug Admin-
istration. A computer screen displays 
biofeedback information, mainly angle 
and pressure readings, so patients can 
monitor their improvement and adjust 
the settings. The company rents the 
machine for however many weeks the 
patient needs it to restore the knee to an 
acceptable level of motion. The inven-
tors say it saves money for patients by 
avoiding nursing homes and reducing 
physical therapy visits. 

As Halley explained, “People would 
come back in six weeks and have 
a flexion contracture. It wasn’t that 
many people but, still, you want 100% 
because right after surgery everyone 
could straighten it out.” 

The critical extension point for the 
releasing of fluid is reached at the very 
last point before real pain is felt, he 
said. The X10 reaches this point slowly 
and precisely. A doctor initially sets the 
X10 to extend the leg to just before 
the patient feels pain. As flexibility 
improves, the patient can adjust it to 
move the leg farther.

The two inventors want their patients 
to achieve a better range of motion than 
they had prior to surgery. (Many doc-
tors consider it a success when patients 
achieve 110 degrees of motion instead 
of the 130 degrees normally seen in 
healthy knees.) Some patients use their 
X10 device three or four times a day 
in the hope they will achieve superior 
results. The machine, which measures a 
foot and a half wide and about 2 1/2 feet 
tall, became available in March 2013. 
Since then, about 100 patients have 
used it. 

—BY (December 9, 2013)

More Shoes, 30% 
Fewer Injuries

Can running in two or more pair of 
shoes in a week lower a runner’s 

risk of injury? According to the first 
study of its kind, it may. As reported 
by Scott Douglas, writing for Runners’ 
World, researchers in Luxembourg col-
lected information on injury rates, run-
ning volume, shoe usage and other 
variables from 264 adult recreational 
runners. The study lasted for 22 weeks. 
During that time 87 of the runners suf-
fered at least one running-related injury 
as a result of their running activity.

Those who wore a single pair of shoes 
for most of their running, as 116 of 
them did, ran 91% of their mileage in 
1.3 pairs of shoes. The investigators 
classified the other 148 of the runners 
as multiple-shoe runners. Runners in 
this group tended to have a main shoe 

which they wore for 58% of their mile-
age, but also rotated shoes among an 
average number of 3.6 pairs.

So what difference did wearing multiple 
shoes make? The researchers found that 
the multiple-shoe runners had a 30% 
lower risk of injury than did the single-
shoe wearers. The study was published 
in the Scandinavian Journal of Medicine 
and Science. 

In their report the researchers offered 
some possible reasons for the out-
come. They wrote, “The concomitant 
use of different pairs of running shoes 
will provide alternation in the running 
pattern and vary external and active 
forces on the lower legs during running 
activity. Whether the reduced [injury] 
risk can be ascribed to alternation of 
different shoe characteristics, such as 
midsole densities, structures or geom-
etries cannot be determined from these 
results and warrants future research.”

—BY (December 13, 2013)

EXTREMITIES

Wikimedia Commons and Josiah Mackenzie
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Getting the Ya-Ya’s 
Out!

The British are getting serious about 
the failure of government to encour-

age a more active life style among chil-
dren. Calling the present practice “child 
neglect,” physicians writing in the Brit-
ish Journal of Sports Medicine accuse 
politicians of “neglecting state policy 
on child physical activity for decades.”

Regular exercise in childhood can help 
boost academic performance, curb anti-
social behavior, improve general health 
and wellbeing, the experts from Uni-
versity College London Hospitals, Liv-
erpool John Moores University and the 
Sydney School of Public Health said. 
They noted that only 33% of boys and 
21% of girls aged 4 to 15 meet the mini-
mum levels of physical activity for basic 
health benefits.

The authors wrote, “Given the over-
whelming evidence supporting physical 
activity for the physical health, mental 
health and productivity of children, the 
lack of policy, lack of cross party debate 
and interest, lack of leadership and stra-
tegic action on physical activity within 
schools are complicit and tantamount 
to state child neglect.” 

In their call for reform, the authors noted 
that, in British schools, the amount of 
time children spend in physical educa-
tion and activity is neither monitored 
nor known by any educational or regu-
latory authorities. In addition there is 
no statutory minimum requirement for 
schools to devote a specific amount of 
time to physical education. 

—BY (December 13, 2013)

Altitude Lessens Risk 
of Concussion

If you are going to experience a con-
cussion, try to have it at a high alti-

tude. That is the advice implied by a 
study carried out by the Colorado 
School of Public Health. The study 
shows that high school athletes play-
ing at higher altitudes suffer fewer con-
cussions than those who play closer 
to sea level. Dawn Comstock, Ph.D. a 
co-author of the study, said, “This is 
the first time any research has linked 
altitude to sports-related concussion. It 
appears that when you are at altitude 
there may be a little less free space in 
the skull so the brain can’t move around 
as much.”

The Orthopaedic Journal of Sports Medi-
cine published the study that was 
authored by David Smith, M.D., of 
Cincinnati Children’s Hospital Medical 
Center.

According to a report in Medical Press 
the researchers analyzed the concussion 
statistics of athletes playing multiple 
sports in 497 high schools throughout 
the U.S. The schools ranged in altitude 
from near sea level to 6,903 feet. The 
medium altitude was 600 feet. The data 
came from the National High School 
Sports-Related Injury Surveillance Sys-
tem directed by Comstock.

The results showed a 31% decrease in 
concussion rates among all high school 
sports played at altitudes of 600 feet 
and above. Concussion rates for high 
school football, which they examined 
separately, decreased by 30% at the 
higher altitude.

“We did see significant differences in 
concussion rates with elevation chang-

es,” Comstock told the Medical Press 
writer. “This could mean that kids in 
Colorado are less likely to sustain a 
concussion playing sports than kids in 
Florida.”

One possible explanation, suggested 
by the fact that concussions usually 
result from the brain colliding with the 
skull, is that as one ascends in altitude 
blood vessels in the brain undergo mild 
edema or swelling. This swelling causes 
the brain to fit more tightly in the skull 
so that it cannot move around as vio-
lently when struck. 

Comstock said that, if the study results 
are correct, researchers should be able 
to replicate the study results in the 
National Football League. “For exam-
ple, if the Broncos play the Chargers 
in San Diego or the Dolphins in Miami 
they should experience more concus-
sions than when they play in Denver,” 
she said.

The Centers for Disease Control and 
Prevention estimate the annual inci-
dence of sports-related traumatic brain 
injury in the U.S. at 1.6 million to 3.8 
million with many going undiagnosed. 
In a recent 10-year period there has been 
a 100% increase among 8- to 13-year-
olds and a 200% increase among 14- to 
19-year-olds in sports-related emergen-
cy room visits for concussion.

—BY (December 13, 2013)

Wikimedia Commons and Imperial War Museum
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Wikimedia Commons and Dr. Penfield
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20 States Turn Down 
Billions of Obamacare 
Dollars

If you are a surgeon who works for a 
hospital, your pay depends on your 

employer maximizing all the reim-
bursements they can get from public 
and private sources. 

What if you found out that your hospital 
administrator was turning down federal 
reimbursement funds to pay for poor 
patients who show up at your doorstep? 
Worse yet, what if you found out it was 
politicians in your state who are keep-
ing your administrator from accepting 
those funds already earmarked for you?

According to a recent study by the Com-
monwealth Fund, Texas hospitals will 
forgo $9.2 billion in federal funds over 
the next eight years. Florida is giving 
up $5 billion. Georgia, Missouri, North 
Carolina and Virginia will turn down 
over $2 billion; Louisiana, Oklahoma 
and Wisconsin, over $1 billion. Tennes-
see and Indiana are still deciding, but 
if they pass on the money, they’ll forgo 
more than $2 billion. Overall, 20 states 
have chosen not to take the money.  

The money they’re turning down are 
funds already collected under Obam-
acare and designated to pay for the cost 
of expanding Medicaid coverage in the 
states. The rub is that citizens of those 
states will already have paid the Obam-
acare tax AND already pay for the care 
of the indigent. They’re putting taxes 
into the federal kitty, but refusing to 
take any of it back. 

The political leaders of those states 
say they don’t want to get obligated to 
expanding coverage for the poor and 

that it will strain their state budgets 
after the federal subsidies run out. The 
federal subsidies will pay for 100% of 
the expansion for the first three years 
and then drop down to 90% thereafter. 

Hospitals in those states are urging their 
state politicians to take the money. After 
all, it’s good economic development 
policy. For example, by 2022, Ken-
tucky will spend about $1.7 billion in 
economic development incentives to 
attract new businesses. In that same 
time, the state will spend $301 million 
to cover additional low-income resi-
dent. Kentucky will receive $2.6 billion 
because it joined up.

Plus, the hospitals need the money. In 
some cases, hospitals have even agreed 
to pay new state taxes if their state lead-
ers take the federal dollars because they 
expect their uncompensated care costs 
to decrease considerably.

“States that choose to participate in the 
Medicaid expansion will gain consid-
erable new federal funds,” the study’s 
authors write. “States often seek to 
increase their share of federal funds, 
lobbying for military bases, procure-
ment contracts, and highway funds. 
Federal funding provides direct ben-
efits and bolsters local economies.”

Taxpayers in states that don’t expand 
their Medicaid programs will still be 
on the hook for federal taxes aimed at 
covering costs in other states, without 
benefiting on their own, the authors 
conclude. And no state that rejects 
Medicaid expansion will actually save 
money, the report alleges.

Medicaid expansion will constitute an 
increasing share of federal funds allo-
cated to the states in coming years. 
On average, the amount of new fed-
eral funds flowing to states that expand 
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Medicaid will be more than twice as 
large as the amount of federal highway 
dollars by 2022.

If every state expanded Medicaid, the 
new program would cover up to 21 
million Americans who make less than 
138% of the federal poverty level.

—WE (December 11, 2013)

VEXIM Launches In-
terface for SpineJack

The minimally invasive team at 
VEXIM has just announced the 

launch of Interface, an innovative new 
biomaterial for bone fixation. Interface, 
meant to be used with SpineJack, is a 
biological alternative to existing ortho-
pedic cements for treating traumatic 
vertebral fractures in patients with 
good bone quality. As indicated by the 
company, Interface preserves the exist-
ing bone tissue. The injection of this 
biomaterial permits optimal stabilizing 
of the vertebral body while facilitating 
bone remodeling. This osseointegration 

results from Interface’s specific formula, 
composed of 50% hydroxyapatite par-
ticles, with a formulation very close to 
bone structures.

The Interface cement, developed by 
VEXIM, has the same physical proper-
ties as the well-known and widely used 
cement, Cohesion:

•	 Very	 high	 viscosity,	 reducing	 the	
risk of leakages

•	 Optimal	 working	 time	 before	
hardening, making it safer for sur-
geons to inject

•	 High	 radiopacity,	 allowing	 its	
deployment in the vertebra to be 
monitored with precision

Vincent Gardès, CEO of VEXIM told 
OTW, “Vexim aims at pushing the 
boundaries of vertebral fractures treat-
ment by launching new products such 
as Interface, compatible with SpineJack. 
This has allowed us to equip numerous 
European hospitals and provide inten-
sive training to surgeons that work with 
our technology. We intend to pursue 
this strategy to establish SpineJack as a 
benchmark for the treatment of verte-
bral compression fractures.”

—EH (December 11, 2013)

Car Accident Claims 
Life of Nebraska Hand 
Surgeon

Scott Carroll, M.D., a 53-year-old 
hand surgeon from North Platte, 

Nebraska, was killed last week in an 
automobile accident in Colorado. Dr. 

Carroll had been employed by North 
Platte Orthopaedic and Sports Medi-
cine Associates. He is survived by his 
daughter, Hannah Carroll; grand-
daughter, Harper Faith Lowry; son, 
Noah Carroll; his parents; sister, Luann 
Carroll Cutting; brothers, Steve Car-
roll, Shawn Carroll, and Todd Carroll; 
his former wife, Sam Carroll; and his 
partner, Marta Lucille Hudson.

Carroll did his internship and resi-
dency at Des Moines General Hospital VEXIM
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in Des Moines, Iowa. He completed a 
fellowship in cardiac surgery at Debo-
rah Heart and Lung Center in Browns 
Mills, New Jersey, and also completed 
a one-year hand surgery fellowship at 
Baptist Medical Center in Oklahoma 
City, Oklahoma. He was certified to 
perform general, thoracic and cardio-
vascular surgeries. He specialized in 
hand surgery including carpal tunnel 
and trauma injury.

Carroll also worked at the Community 
Hospital in McCook and had been a 
part of the medical staff at Great Plains 
Regional Medical Center (GPRMC) 
since 2008.

Greg Nielsen, chief executive officer of 
GPRMC told OTW, “Dr. Carroll joined 
the Great Plains medical staff in 2008. 
He was a kind man and a gifted surgeon. 
We were very fortunate to have had him 
on our medical staff. His gentleness and 
easy-going personality will not be for-
gotten. He will be greatly missed.”

John D. Hannah, M.D. of North Platte 
Orthopaedic & Sports Medicine told 
OTW, “Dr. Scott Carroll has been our 
colleague at North Platte Orthopaedic 
& Sports Medicine since 2008. He was 
a great addition with his hand and wrist 
practice. Dr. Carroll was a very enter-
taining and an energetic partner, as well 
as a very industrious and hardworking 
surgeon. He was exceptional with his 
patients, even being considered a ‘rock 
star’ by his pediatric patients. His loss 
leaves a huge hole in his family’s life as it 
does in our orthopaedic family. He will 
be greatly missed. Our thoughts and 
prayers go out to his family and all who 
knew him.”

—EH (December 11, 2013)

Mac Is Back

Stephen MacMillan is returning to 
the medical device industry as pres-

ident and CEO of Hologic, Inc. The 
company announced the appointment 
on December 9, 2013. The company 
also announced the appointment of two 
Icahn Capital managing directors to the 
company board of directors. 

Needham & Company analyst Mike 
Matson said MacMillan was well-
regarded during his seven years as 
head of Stryker Corporation. MacMil-
lan left Stryker abruptly in 2012 after 
a disagreement with his board over 
a relationship with another Stryker 
employee. 

Matson noted MacMillan’s track record 
of execution and managing expecta-
tions, as well as his experience in each 
of Hologic’s markets and experience 
with both surgical products and capi-
tal equipment from his time at Stryker 
and experience with diagnostics from 
his time at Pharmacia. He has nearly 
25 years of healthcare experience, most 
recently as CEO of Stryker from January 
2005 to February 2012 and President 
of Stryker from June of 2003 to Febru-
ary of 2012. Prior to Stryker, MacMillan 
worked at Pharmacia, Johnson & John-
son, and Procter & Gamble.

MacMillan replaces Jack Cumming who 
returned as CEO in July 2013 after 
serving as Hologic’s CEO from 2001 to 
2009.

The company bills itself as a “leading 
developer, manufacturer and supplier 
of premium diagnostic products, medi-
cal imaging systems and surgical prod-
ucts, with an emphasis on serving the 
healthcare needs of women.”

David LaVance, Jr., the company’s 
chairman said it was clear that MacMil-
lan was the “right leader” to take the 
company forward. The company has 
not performed to expectations and is 
in need of a turnaround. For the last 
reported quarter, the company reported 
$622.1 million in revenue with a net 
loss of $1.1 billion.

LaVance said MacMillan nearly tripled 
Stryker’s revenue and outperformed 
the stock prices of the S&P 500 index. 
“Hologic has made progress in reviewing 
the strategy, leadership and cost structure 
of each of its businesses, and the Board is 
confident that under Steve’s leadership the 
company can leverage its strong product 
platforms to drive value for shareholders 
and other key stakeholders.”

MacMillan currently serves on the board 
of directors of Alere Inc. He has previ-
ously served on the boards of direc-
tors of Texas Instruments, the Greater 
Kalamazoo United Way and AdvaMed, 
and was a member of the Institute of 
Medicine’s Roundtable on Value & Sci-
ence-Driven Health Care. In 2010, Mr. 
MacMillan was also appointed by the 
U.S. Commerce Secretary to a two-year 
term on the U.S. Manufacturing Coun-
cil, a group which advised the admin-
istration on ideas to create more U.S. 
manufacturing jobs.

—WE (December 9, 2013)

Stephen MacMillan
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