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picture of success

week in review

breaking news

4 Demand for Hip Replace-
ments, Knee Replacements 
and Spine Fusion ◆ After the 

pain comes the test of will. From on-
set to wheelchair, the task is the same: 
contain the pain…maintain mobility… 
stay working. Problem is, arthritis 
doesn’t read the newspapers, isn’t clued 
into budget deficits and never adjusts 
to economic news. Arthritis exacts its 
toll regardless of job status. 

9 Blackstone Whistleblower Wins 
Appeal ◆ The entire landscape 
for proving a “false claim” for 

Medicare reimbursement has been al-
tered as a Boston appeals court rein-
states Susan Hutcheson’s whistleblower 
lawsuit against Blackstone Medical. 
How are they related?  
  

13 IGOT: Musculoskeletal 
Health for All ◆ Those at 
the Institute for Global Or-

thopaedics and Traumatology aren’t 
changing the world via individual sur-
geries…they are doing it via capacity 
building with heavy doses of research 
and training. 

28 Dr. Vincent Arlet ◆ 
Dr. Vincent Arlet, Professor 
of Orthopedic Surgery and 

Neurosurgery at UVA, is the inventor of 
Scolisoft, an online database containing 
hundreds of scoliosis cases. As Chair of 
Spinal Deformity Research at King Saud 
University, Dr. Arlet assists budding 
Saudi surgeon-researchers.

17 Orthopedics This Week Now 
on Bloomberg
..........................................

Ekdahl Promoted to DePuy Orthopae-
dics President
............................................................
More Players Requesting Cell Therapy
............................................................
Stabilimax Rising From the Ashes
............................................................
Fracture Risk and Menses
............................................................
Bone Strength: Now We Know
............................................................
Orthofix’s Milinazzo Steps Down, 
Vaters Promoted

For all news that is ortho, read 
on.



1-877-817-6450   |   www.ryortho.com

VOLUME 7, ISSUE 20  |  JUNE 21, 20112
Orthopedic Power Rankings
Robin Young’s Entirely Subjective Ordering of Public Orthopedic Companies

Rank	 Last	 Company	 TTM Op	 30-Day 	          Comment
	 Week		  Margin	  Price Change	

This Week: The end of the Fed’s money pump (otherwise known as QE2) has most everyone, including us, a bit 
concerned. The issue is liquidity or access to capital. No capital, no growth. No capital, no R&D. No capital, no 
clinical studies. QE2 ends this month and starts affecting the economy sometime around Q4.

1 1 Orthofix 14.72% 6.08%
Bob Vaters is OFIX’s new CEO. No drama 

succession—another example of Milinazzo’s 
exemplary style and substance.  

2 2 NuVasive 6.84 6.52
NUVA’s short interest as percent of the stock’s 

float is 16.66%. Conditions are good for an old 
fashioned short squeeze.

3 4
Johnson & 

Johnson
26.33 0.55

3.40%. That’s the dividend yield. Name one
bank that pays as much. And JNJ is buying 

Synthes. Up one spot.

4 3 Zimmer 27.75 (9.90)
BUY recommendation from Wall Street firm

Collins Stewart. Third best overall ortho value.

5 8 Kensey Nash 34.24 0.41
New, $35 million unsecured line of credit. 

Why? Working capital and M&A.

6 7
Smith & 
Nephew

22.80 (5.96)
No summer doldrums at SNN. Q2 Sales

growth rates close to 7%—Wall Street estimates. 
Higher than full year rates. 

7 6 Stryker 25.23 (9.83)
SYK starting to use its cash to strategic advantage. 

Appears to be gravitating to a materials
technology focus.

8 5 Alphatec (2.01) (5.82)
Consensus sales growth estimate this quarter

is 9.70%. Spine is tough right now.  

9 NR Exactech 8.08 1.79
The first quarter was better than expected. Buyers 
are starting to find EXAC attractive at these prices. 

Q2’s report continue Q1’s momentum?  

10 10
Wright 
Medical

8.76 (8.55)
After the shock of the resignations and firings, 

maybe the dust is settling. Maybe not. But there’s 
probably more upside than down.
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Robin Young’s Orthopedic Universe

	 Company	 Symbol	 Price	 Mkt Cap	 30-Day Chg	 Company		  Symbol	 Price	 Mkt Cap	 30-Day Chg

	 Company	 Symbol	 Price	 Mkt Cap	 P/E	 Company		  Symbol	 Price	 Mkt Cap	 P/E

	 Company	 Symbol	 Price	 Mkt Cap	 PEG	 Company		  Symbol	 Price	 Mkt Cap	 PEG

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)

	 Company	 Symbol	 Price	 Mkt Cap	 PSR	 Company		  Symbol	 Price	 Mkt Cap	 PSR

Lowest Price to Sales Ratio (TTM) Highest Price to Sales Ratio (TTM)

1 NuVasive NUVA  $33.49  $1,329 6.52%
2 Orthofix OFIX  $40.49  $731 6.08%
3 Tornier N.V. TRNX  $27.37  $1,069 3.24%
4 Synthes SYST.VX  $173.22  $20,574 2.44%
5 Exactech EXAC  $18.15  $237 1.79%
6 ArthroCare ARTC  $33.37  $911 0.72%
7 Johnson & Johnson JNJ  $66.29 $181,710 0.55%
8 Kensey Nash KNSY  $24.29  $207 0.41%
9 Orthovita VITA  $3.84  $296 0.26%

10 MAKO Surgical MAKO  $27.14  $1,112 -5.07%

1 Bacterin Intl Holdings BONE  $2.76  $105 -20.00%
2 TiGenix TIG.BR  $1.42  $44 -16.61%
3 Symmetry Medical SMA  $8.44  $307 -12.36%
4 Medtronic MDT  $38.19  $40,840 -11.60%
5 Zimmer Holdings ZMH  $62.05  $11,911 -9.90%
6 Stryker SYK  $57.71  $22,392 -9.83%
7 RTI Biologics Inc RTIX  $2.67  $147 -8.87%
8 Wright Medical WMGI  $14.23  $555 -8.55%
9 Integra LifeSciences IART  $46.55  $1,330 -8.47%

10 ConMed CNMD  $26.63  $754 -6.33%

1 Medtronic MDT  $38.19  $40,840 11.64
2 Zimmer Holdings ZMH  $62.05  $11,911 13.70
3 Johnson & Johnson JNJ  $66.29  181,710 13.75
4 Kensey Nash KNSY  $24.29  $207 13.80
5 CryoLife CRY  $5.18  $145 14.00

1 NuVasive NUVA  $33.49  $1,329 39.87
2 ArthroCare ARTC  $33.37  $911 28.04
3 Synthes SYST.VX  $173.22  $20,574 22.64
4 Wright Medical WMGI  $14.23  $555 21.89
5 Exactech EXAC  $18.15  $237 21.10

1 Orthofix OFIX  $40.49  $731 0.92
2 Kensey Nash KNSY  $24.29  $207 1.05
3 Exactech EXAC  $18.15  $237 1.18
4 NuVasive NUVA  $33.49  $1,329 1.24
5 Symmetry Medical SMA  $8.44  $307 1.26

1 Alphatec Holdings ATEC  $3.40  $303 2.95
2 CryoLife CRY  $5.18  $145 2.71
3 ConMed CNMD  $26.63  $754 2.26
4 Johnson & Johnson JNJ  $66.29  181,710 2.06
5 ArthroCare ARTC  $33.37  $911 1.76

1 Symmetry Medical SMA  $8.44  $307 0.85
2 RTI Biologics Inc RTIX  $2.67  $147 0.89
3 ConMed CNMD  $26.63  $754 1.06
4 Wright Medical WMGI  $14.23  $555 1.07
5 CryoLife CRY  $5.18  $145 1.24

1 MAKO Surgical MAKO  $27.14  $1,112 25.10
2 TiGenix TIG.BR  $1.42  $44 18.35
3 Bacterin Intl Holdings BONE  $2.76  $105 5.63
4 Synthes SYST.VX  $173.22  $20,574 5.58
5 Tornier N.V. TRNX  $27.37  $1,069 4.70

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

http://www.ryortho.com/advertise.php
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Demand for Hip Replacements, Knee 
Replacements and Spine Fusiont
By Robin Young

After the pain comes the test of will. 
From onset to wheelchair, the task 

is the same: contain the pain…maintain 
mobility… stay working. Problem is, 
arthritis doesn’t read the newspapers, 
isn’t clued into budget deficits and 
never adjusts to economic news. Arthri-
tis exacts its toll regardless of job status. 
More than anything, that fact may well 
define whether the price of arthritis will 
be paid with surgical intervention, with 
pharmacopeia or in misery. It may also 
define whether suppliers of orthope-
dic implants can return to the robust 
growth of five years ago.

Pathology of Degenerative Musculo-
skeletal Diseases

The human body reaches its physical 
apex sometime between the 22nd and 
29th year of life. After that, because of 
DNA, wear and tear or other factors, 
the body’s systems begin to degenerate. 
When those degenerative processes 
affect the musculoskeletal system, they 
are called “osteoarthritis,” “osteoarthro-
sis,” “degenerative disc disease” or one 
of several other descriptive terms for 
the same basic physiologic process. 

The correlation between age and the 
onset of the degenerative processes is 
positive and absolute. As the muscu-
loskeletal system matures, osteophytes 
and subchondral cysts can form, spines 
can become more compact and unsta-
ble and millions of patients show up 
at their doctor’s office asking for relief 
from chronic and severe pain. 

These are natural processes. They are 
universal. They are not going away. 

Cost of Hip/Knee/Spine Procedures 
in the United States 

When the pain of a degenerated joint 
or disc becomes debilitating, surgery is 
often the best long-term treatment.  The 
cost of surgery, however, is high. 

The following three tables provide the 
most recent data available on the cost 
and reimbursement of hip arthroplasty, 
knee arthroplasty and spine fusion pro-
cedures in the United States. This data, 
provided by PearlDiver Technologies 
Inc., is aggregated from Ingenix and 
the Centers for Medicare and Medicaid 
Services (CMS). 

 

 

 

Between 2006 and 2009, hospital charg-
es to private payers for hip arthroplasty 
increased from $39,338 in the Midwest 
region of the U.S. to $45,056, a 14.5% 
increase. Charges for knee arthroplas-
ties similarly rose as did charges for spi-
nal fusions. All told, charges for these 
three procedures ranged from a high of 
$127,000 to a low of about $39,000.

Medicare reimbursement for these 
procedures also increased between 
2006 and 2009, but the amount being 
reimbursed, which ranged from about 

Advertisement

Source: Wikimedia Commons and David Levinson
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Between 2006 and 2009, hospital charges to private payers for hip arthroplasty increased from $39,338 in the Midwest 
region of the U.S. to $45,056, a 14.5% increase. Charges for knee arthroplasties similarly rose as did charges for spinal 
fusions. All told, charges for these three procedures ranged from a high of $127,000 to a low of about $39,000.

Medicare reimbursement for these procedures also increased between 2006 and 2009, but the amount being reimbursed, 
which ranged from about $28,000 to about $11,000 was substantially less than the amounts being charged by hospitals. 

Even with insurance, reimbursements for these basic procedures do not appear to fully cover the charges. 

The Recent Drop in Health Insurance Coverage

Earlier this year, the U.S. Census Bureau 
reported that the number of people 
covered by some form of health insur-
ance had declined and that this was the 
first overall decline since records began 
to be compiled.  

As the table below shows, the num-
ber of people in the United States who 
are covered by insurance declined by 
about 6 million to 253,606,000 in 
2009 (the most recent data available). 
Most of those people (194 million) are 
covered by private health insurance. 
Most of those people (169.7 million) Source Wikimedia Commons and White House Counsel of Economic Advisors

PearlDiver Technologies, Inc.
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are covered by employment-based insurance plans. It was, in fact, the drop in employment-based insurance that accounted 
for virtually the entire overall drop. Every other category of insurance coverage increased in 2009. Only employment-based 
health insurance coverage fell. 

The Recent Drop in Employment 

Not coincidentally, the number of people employed in the civilian labor force in the United States also dropped in 2009. The 
number of people employed in the U.S. in 2009 fell to 139.9 million from 145.4 million. The unemployment rate increased 
from 5.8% to 9.3%. Those trends have continued into 2010 and 2011. In 2010, the number of people employed in the civil-
ian labor force in the United States declined slightly to 139.0 million. The unemployment rate edged even higher to 9.6%. 
So far this year, the unemployment rate is hovering around 9.1%

When the health insurance coverage data for 2010 and 2011 is finally released by the U.S. Census Bureau, there is no doubt, 
we think, that the number of people with employment-based health insurance will likely to have declined again. 

Also between 2008 and 2010, unit growth rates for hip, knee and spinal implants declined significantly. Could the drop in 
employment and therefore private insurance coverage be the main culprit?

We think so.

Employment Forecasts for 2012 and Beyond

Two recent economic forecasts point to a slight improvement in the overall employment rate this year but, for the next two 
to three years, stubbornly and historically high overall rates of unemployment. 

The report from the University of Michigan’s Research Seminar in Quantitative Economics (RSQE), George A. Fulton, Direc-
tor, wrote in their most recent report: “This year, with a new Congress in place, the focus is on deficit reduction through 
spending cuts. Some deficit reductions will occur automatically as the 2009 stimulus provisions expire, and lower troop 
commitments abroad should lead to slower growth in defense spending. An urgency has also developed regarding budget 
imbalances at the state and local levels. Federal dollars have been a stopgap over the past few years, but that funding is 
unlikely to continue. The fiscal restraint at all levels of government will likely be an impediment to economic growth over 
our forecast horizon.”

U.S. Census Bureau and RRY Publications

U.S. Census Bureau and RRY Publications
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The RSQE report goes on: “The unemployment rate inches down over the next two years, reaching 8.4% by the closing 
quarter of 2012. The improvement in jobless rate is slowed by workers re-entering the labor force as job prospects improve. 
The unemployment rate averages 8.8% this year and 8.5% in 2012, down from a 9.6% reading for calendar 2010.”

In a speech delivered to the International Monetary Conference last week in Atlanta, Fed Chairman Ben Bernanke said, 
“Although hours of work have increased during the expansion, this measure still remains about 6.5% below its pre-recession-
ary level. Other indicators, such as total payroll employment, the ratio of employment to population, and the unemployment 
rate, paint a similar picture. Particularly concerning is the very high level of long-term unemployment—nearly half of the 
unemployed have been jobless for more than six months.”

Bernanke went on to say; “Although the jobs market remains quite weak and progress has been uneven, overall, we have 
seen signs of gradual improvement. For example, private-sector payrolls increased at an average rate of about 180,000 per 
month over the first five months of this year, compared to less than 140,000 during the last four months of 2010 and less 
than 80,000 per month in the four months prior to that. As I noted, recent indicators suggest some loss of momentum, with 
last Friday’s jobs market showing an increase in private payrolls of just 83,000 in May. I expect hiring to pick up from last 
month’s pace as growth strengthens in the second half of the year.”

Bottom Line

The link between employment and health insurance 
coverage and then the further connection to demand 
for hip arthroplasties, knee arthroplasties and spine 
surgeries is, we think, clear. 

While underlying demand in the form of incidence 
rates of osteoarthritis or degenerative discs will 
increase in the U.S. over the next few years. (We know 
exactly what an aging populations means in terms of 
degenerative processes in the joints and the spine). 
Getting from diagnosis to procedure is proving to be 
ever more difficult.

Surgical intervention may represent the best solution 
for millions of these new patients but historically low 
rates of employment and insurance coverage are put-
ting millions of prospective patients in a painful and 
debilitating holding pattern. For the patient in pain, 
there are no easy answers. Drug prescriptions go only 
so far. The single most common prescription for legal 
marijuana is to treat musculoskeletal pain. 

So, despite the best of intentions and the most hope-
ful predictions, without higher rates of employment 
and, therefore, health insurance coverage, the outlook 
for orthopedic implant unit shipments in the United 
States will likely continue to be flat. ◆ Advertisement

http://skyeorthobiologics.com/
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Blackstone Whistleblower Wins Appeal
By Walter Eisner

Susan Hutcheson, the former 
Regional Manager for Blackstone 

Medical, Inc., whose 2006 qui tam 
(whistleblower lawsuit) against her 
former employer was dismissed by a 
Boston federal judge, is getting another 
shot at winning her case.

A federal 
appeals court in Boston 

ruled on June 1 that the district federal 
judge who dismissed her case made a 
mistake by accepting Blackstone’s argu-
ments that allegations of kickbacks to 
surgeons could not, according to the 
law, result in hospitals filing false claims 
for Medicare reimbursements because 
the hospitals didn’t know of the kick-
back allegations. The decision not only 
gives Hutcheson another bite of the 
apple, but creates a new legal landscape 
which expands the responsibilities of 
everyone involved in the food chain of 
Medicare reimbursements. 

Hutcheson’s Kickback and False 
Claims Allegations

First, a little background.

After being terminated by Blackstone, 
now a division of Orthofix Internation-
al, N.V, in January 2006, Hutcheson 
filed the whistleblower lawsuit alleging 
the company engaged in a nationwide 
kickback scheme to induce physicians 
to use its devices in spinal surgeries 
and knew this scheme would cause 
physicians and hospitals (unwittingly) 
to present federal healthcare programs 
with payment claims that contained 
material misrepresentations. 

These kickbacks, Hutcheson alleges, 
included: “monthly payments under 
sham consulting agreements; paid 
development projects; research grants; 
royalties; exorbitant and sometimes 
illicit entertainment expenses; high-end 
travel and accommodations; speaking 
engagements and seminars[;] and other 
illegal incentives.”

Wikimedia Commons
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Hutcheson alleged that Blackstone’s 
previous management (prior to the 
company’s purchase by Orthofix) 
supervised the kickback scheme and 
knew that Medicare beneficiaries rep-
resent a significant percentage of spine 
surgery patients. As a result of the 
kickbacks, doctors across the coun-
try performed spinal surgeries on 
Medicare and Medicaid patients using 
Blackstone’s devices.

She claimed that Blackstone paid sur-
geons between $1,666 and $8,000 a 
month to make sure they used the com-
pany’s implants. Although the alleged 
payments were officially to recruit sur-
geons for Blackstone’s “medical advisory 
board,” the company expressly linked 
the payments to sales of its products for 
the physicians’ surgeries. She further 
claimed that surgeons who stopped 
using the devices were admonished by 
company reps and then dropped from 
the payment list.

This, argued Hutcheson, was a viola-
tion of the federal Anti-Kickback Stat-
ute (AKS) and that Blackstone “know-
ingly” caused hospitals and physicians 
to submit materially “false and fraudu-
lent” claims to Medicare. 

In November 2008, her whistleblower 
case was unsealed after the U.S. Depart-
ment of Justice filed a notice saying the 
government would not intervene at that 
time because it was still investigating 
her claims. The government however, 
filed an amicus (friend of the court) 
brief in support of Hutcheson’s appeal.

Suit Dismissed

The federal district court dismissed her 
suit after agreeing with Blackstone’s 
arguments that there were no false 
claims because the hospitals submitting 
claims for payment to Medicare weren’t 

accused of violating the kickback laws, 
didn’t know about the alleged kick-
backs and therefore couldn’t be held 
responsible for false claims.

In short, the district court held that the 
hospital claims were not false, and that 
while the doctor claims may have been 
false, those claims were not materially 
false.

The $50 Million Reserve

When the previous owners of Black-
stone Medical, including founders Wil-
liam, Matt and Michael Lyons, sold 
their company to Orthofix for $333 
million, they agreed to set aside in an 
escrow account a $50 million reserve 
to pay for future potential penalties or 
whistleblower settlements arising from 
any disputes regarding Blackstone’s sur-
geon consulting arrangements.  

What is interesting is that the appeals 
court ruling comes after a string of 
at least seven federal court decisions 
which have required that conspirators 
expressly acknowledge they are break-
ing the law when fraudulently apply-
ing for reimbursement from the federal 
government for medical expenses. For 
all practical purposes, this meant that 
Medicare would practically have to find 
a written confession in order to demon-
strate false claims. As such, wrote Jim 
Edwards on bnet.com on June 3, those 
decisions virtually legalized drug price 
inflation through fraud and kickbacks.

In this case, says Hutcheson, Black-
stone did indeed make the surgeon 
payments in full knowledge that it was 
against the law.

Defining “False”

Hutcheson and the government argue 
that a claim is “false or fraudulent” 
under the FCA (False Claims Act) if it 
does not meet a material precondition 
of payment.

They argue that compliance with 
the AKS, 42 U.S.C. § 1320a-7b, is 
a precondition for Medicare reim-
bursement and thus that Blackstone, 
in providing the alleged kickbacks, 
caused the hospitals and physicians 
to submit false claims.

They argue, moreover, that the hospi-
tal and physician claims were materi-
ally false because the alleged kickbacks 
would have been capable of influencing 
Medicare’s decision whether to pay the 
claims had it been aware of them.

Blackstone’s attorneys argued “no” say-
ing that a claim can only be false under 
the FCA if it (1) misstates facts, (2) 
incorrectly certifies compliance with a 
statute or regulation, or (3) does not Advertisement

http://www.fwmetals.com
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meet an express condition of payment 
stated in a statute or regulation—and 
Hutchison’s claim did not meet any of 
these criteria. 

Blackstone also argues that even if the 
claims were false, they were not materi-
ally false because the claims made by 
hospitals and the services provided by 
physicians were not influenced by kick-
backs.

Factually False/Legally False

The appeals court didn’t buy it. 

There is an old saying in law school that 
says, if the law is against you, argue the 
facts. If the facts are against you, argue 
the law. In this case the appeals court 
admonished the lower court for playing 
semantics and creating an unsupport-
able legal construction that a claim is 
“false or fraudulent” if it is either “fac-
tually false” (the facts) or “legally false,” 
(the law).  

A factually false claim, said the lower 
court, is a claim “in which the goods or 
services provided are either incorrectly 
described, or make [a] claim for a good 
or service never provided.” A legally 
false claim, it held, is a claim in which 
“a party certifies compliance with a stat-
ute or regulation as a condition to gov-
ernment payment, but did not actually 
comply with the statute or regulation.”

“I Didn’t Know” Defense

The appeals court said the lower court 
found that the hospital claims were not 
on-their-face false but did not address 
the possibility that the claims could 
be based on a false set of facts. The 
lower court said that the Hospital Cost 
Reports which were used to claim reim-
bursement were not specific enough to 

“create an express certification of com-
pliance with the AKS.” In other words, 
the Cost Reports did not specifically 
include a representation that the physi-
cians were compliant with the AKS.

The lower court also ruled that the phy-
sician reimbursement claims were not 
materially false. The reasoning was that 
the doctors, despite allegedly receiving 
kickbacks and potentially submitting 
false certifications of compliance with 
the AKS, had requested reimbursement 
for their services, not for Blackstone’s 
products. As a result, any AKS misrep-
resentation had not influenced the gov-
ernment’s payment decision.

The appeals court disagreed.

Blackstone’s argument, said the appeals 
court, that only express statements in 
statutes and regulations can establish 
preconditions of payment is not in the 
text of the FCA. Additionally, the notion 
that a claim can be false only if the sub-
mitting entity knew or should have 
known it was false also doesn’t cut it.

Goodbye “I Didn’t Know” defense.

Supreme Court: Everybody’s Liable

According to the appeals court, the 
Supreme Court decided long ago that a 
non-submitting entity (like Blackstone) 
may be liable for knowingly causing a 

http://www.ca1.uscourts.gov/

Advertisement

http://www.istotech.com


1-877-817-6450   |   www.ryortho.com

VOLUME 7, ISSUE 20  |  JUNE 21, 201112
submitting entity (like a hospital) to 
submit a false Medicare claim. 

In 1976, the Supremes held that a sub-
contractor was liable for causing a con-
tractor to seek payment for materials 
that, apparently unbeknownst to the 
contractor, were labeled incorrectly.

The False Claims

So, did Hutcheson’s complaint actually 
identify a materially false claim?

Her complaint says that Blackstone’s 
customers’ Medicare claims stated that 
they were compliant with all material 
preconditions of payment—including 
that there had been no kickbacks. 
Blackstone’s attorneys countered saying 
because the hospital claims related to a 
diagnosis-related group which does not 
address a particular service, the claim 
cannot be false. 

Here, again, the appeals court sided 
with Hutcheson. Specifically it said, 
Medicare’s rules say that CMS (Centers 
for Medicare and Medicaid Services) 
will not pay claims if the hospital ask-
ing for reimbursement has—knowingly 
or not—violated the AKS. “Blackstone 
seeks to divert attention from this clear 
language by focusing on whether the 
hospitals knew of the underlying kick-
backs, a fact that has no bearing on 

Blackstone’s potential liability under 
the FCA.”

“If kickbacks affected the transac-
tion underlying a claim, as Hutcheson 
alleges, the claim failed to meet a condi-
tion of payment.”

Back to Court

The whistleblower case now heads back 
to district court under new, less strin-

gent requirements. With the appeals 
court ruling in her favor, Hutcheson’s 
attorney’s can now focus on arguing the 
facts. With the government also step-
ping in, the stakes have risen beyond 
the $50 million reserve to an expanded 
definition of liability. Does this open 
a new Pandora’s Box of liability for all 
implant suppliers or hospitals and phy-
sicians submitting Medicare claims? 
Stay tuned. ◆

Advertisement
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IGOT: Musculoskeletal Health for All
By Elizabeth Hofheinz, M.P.H., M.Ed.

		  If a child has an open fracture in sub-Saharan Africa, there is a 
good chance that he will develop chronic osteomyelitis and will require 
an amputation. This eventually impairs his ability to make a living, and he 
becomes a burden on his family. There are more instances like this than you 
can imagine…there are more of these cases than there are of HIV.

“ 
”

Orthopedics offers many ways to 
impact patients’ lives…you can 

reach across the OR table and you can 
reach across the world. Dr. Richard 
Coughlin, an orthopedic surgeon with 
the University of California, San Fran-
cisco (UCSF), has found that the most 
impact lies in the latter.

The co-founder and director of IGOT, 
the Institute for Global Orthopaedics 
and Traumatology, Dr. Coughlin states, 
“If a child has an open fracture in sub-
Saharan Africa, there is a good chance 
that he will develop chronic osteomy-
elitis and will require an amputation. 
This eventually impairs his ability to 
make a living, and he becomes a burden 
on his family. There are more instances 
like this than you can imagine…there 
are more of these cases than there are 
of HIV.”

Indeed, says Dr. Coughlin…according 
to studies, musculoskeletal problems 
are more of a global health burden 
than HIV, malaria, and tuberculosis 
combined. To address this, in 2006, 
Dr. Coughlin, along with Drs. Richard 
Gosselin and Harry Jergesen set out to 
give a man a fishing pole. “We could 
see that the most powerful and lasting 
way to impact global musculoskeletal 

health was through empowering ortho-
pedists in less resourced areas. To that 
end, IGOT focuses on building research 
capacity and infrastructure via academ-
ic to academic partnering. That way, 
countries can foster their own clini-
cal and research capabilities, and find 
answers to their own questions.”

“Housed at the Orthopaedic Trauma 
Institute at the San Francisco General 
Hospital (SFGH), IGOT resides in the 
Department of Orthopaedic Surgery 
at UCSF.” Dr. Coughlin: “SFGH has a 
strong tradition of caring for the vul-
nerable, so it was only natural that we 

selected that facility as a ‘home’ for 
IGOT. And because of our academic 
affiliation with UCSF, we can read-
ily partner with academic institutions 
around the world. For example, IGOT 
has provided financial and leadership 
support for orthopedic residents in 
Uganda who are conducting research 
projects. We have also funded visiting 
professorships for African academic 
leaders to UCSF and the AAOS Educa-
tors Course.”

You might think of Richard Coughlin 
as Mother Teresa with a database. An 
enthused Dr. Coughlin notes, “No one 

“Flap” course/Dr. Richard Couglin
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is doing this! IGOT is a far-reaching, 
sustainable enterprise which involves 
collaborating with smart, compassion-
ate academic orthopedic surgeons from 
resource poor countries. We are helping 
empower these surgeons so that they 
can train their own people and start 
answering their own research ques-
tions. These are typically clinical ques-
tions such as, ‘Is it more cost-effective to 
use a flexible nail for a pediatric fracture 
in a sub Saharan country?’ or ‘How long 
should someone stay in traction?’ We 
are definitely not going there to figure 
out their questions and answers…that 
would be disempowering.”

As someone who has experienced 
a range of ways to help others, Dr. 
Coughlin says that he could not stand 
by and do nothing about the larger 
problem (translation: he couldn’t stay 
in the OR). Dr. Coughlin, who stud-
ied at the London School of Hygiene 
and Tropical Medicine and received his 
Masters in Public Health for Developing 
Countries, states, “I have been working 
abroad for 20 something years. When 
I see the well-heeled set complaining 
of tennis elbow or I have to deal with 
lawyers and excess paperwork, I am 
frustrated because then there is less 
time for impactful work. There are tre-
mendous pathologies and disparities in 
the world, something that really ‘came 
home’ to me when I spent three months 
in South Africa and saw an extraordi-
nary amount of trauma and a need that 
could never be filled by surgeons fly-
ing in and performing surgeries. While 
there is no question that this improves 
lives, it is just not the most impactful 
way of helping others.” 

Opening up about his philosophy, Dr. 
Coughlin states, “A bit under duress, 
last year I went to the Dominican 
Republic with a well established volun-

teer charity. By the end of the week we 
had seen a lot of trauma, but there was 
no education or training. I was almost 
embarrassed. As those from Médecins 

Sans Frontières (MSF) say, we physi-
cians are the witnesses to trauma, atroc-
ities, disparity, and injustice—and we 
must stand up and make changes.”
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A man of his word, Dr. Coughlin and 
the other exceptional IGOT staff have 
made concrete things happen for their 
less resourced colleagues. “Last year we 
were the host for a regional, soft tissue 
flap course along with SIGN, the Surgi-
cal Implant Generation Network. In all, 
50 orthopedic surgeons from Pakistan, 
Nepal, and Africa came to UCSF for 
two days to work with plastic surgeons 
and learn how to do rotational flaps. 
The immediate feedback was stunning: 
we received emails from these sur-
geons within days saying that patients 
who had been stuck in the hospital for 
months had undergone the flap surgery 
and could go home! That is a pretty 
strong multiplier effect.”

And the beat of Dr. Coughlin’s “self suf-
ficiency first” drum gets louder. “This 
year we are expanding the course, and 
adding a day long workshop on how 
to do clinical research. Twenty-five par-
ticipants will learn the ins and outs of 
formulating a research question, etc., 
and will go forward to create a consor-
tium that will address substantial clini-
cal questions.”

Like any decent researchers, the IGOT 
team wants to know the details. And 
those, says Dr. Coughlin, are “on the 
ground.” “Our major goal this year is to 
determine the status of clinical research 
in sub-Saharan Africa, and then find 
out how we can help our colleagues 

there move for-
ward. The work 
of these sur-
geons is hardly 
represented in 
the literature...
looking at four 
major ortho-
pedic jour-
nals over three 
years, we found 
that only .4% of 
the articles were 
from sub-Saha-
ran Africa. It’s a 
long-term proj-
ect, but to start, 
we are send-
ing a medical 
student to do 

qualitative interviews at three sites. We 
want to find out about attitudes toward 
clinical research, and see what the sur-
geons say are the barriers to clinical 
research. We also want to know what 
they consider to be the most impor-
tant journals for them, i.e., is it better 
to publish in the East African Medical 
Journal, the British Journal of Bone and 
Joint Surgery, etc. Following this initial 
work, we can strategize and undertake 
a larger study that will involve as many 
sub-Saharan sites as we can enroll.”

Harry Jergesen with collaborator Dr.David Oloruntoba at Bedford Orthopaedic Center, 
Mthatha, South Africa/Dr. Richard Coughlin

		  A bit under duress, last year I went to the Dominican Republic with 
a well established volunteer charity. By the end of the week we had seen a lot 
of trauma, but there was no education or training. I was almost embarrassed. 
As those from Médecins Sans Frontières (MSF) say, we physicians are the 
witnesses to trauma, atrocities, disparity, and injustice—and we must stand 
up and make changes.

“ 

”
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IGOT’s specific GPS coordinates point 
toward the UCSF/SFGH Orthopaedic 
Trauma Institute (OTI). “Dr. Ted Miclau 
and I created the OTI ten years ago; 
now we are in a three floor building 
with ten full-time orthopedic surgeon 
faculty members and a host of physical 
medicine and podiatric professionals. 
When you look at the global inequities 
of musculoskeletal health, you see that 
the vast majority involve some sort of 
trauma. Having IGOT here means that 
we can more easily keep the focus on 
solving the capacity building issues that 
are related to trauma.”

Because of its cadre of experienced 
academicians, IGOT can reach far and 
wide. Dr. Coughlin notes, “Dr. Ted 
Miclau, Professor and Vice Chair of 
Orthopaedics at UCSF, is on the IGOT 
board. He has led several large projects, 
such as a clinical research course in 

Havana that drew 135 Cuban surgeons 
last year. He also organized a course in 
Mexico where over 1,000 medical pro-
fessionals had access to learning about 
clinical research.” 

Other examples of IGOT power? “We 
provided the financing for the first 
research in Uganda on the surgical 
impact of chronic osteomyelitis. Also, 
my wonderful co-director, Dr. Rich-
ard Gosselin—who is always ‘on the 
road,’—is lead Orthopedic Consultant 
for MSF and is on the faculty at the Uni-
versity of California, Berkeley School of 
Public Health. Then there is Dr. Harry 
Jergesen, who has provided consulta-
tion to Nicaraguan educators about 
their orthopedic resident training. And 
we have Dr. Amir Matityahu, who has 
recently spent ten months traveling to 
all of the major trauma centers around 
the globe so that he can write a paper on 
the worldwide trauma system.”

With so much need, how does the 
IGOT team know where to invest its 
time and energy? “We have found that 
we get the biggest impact from work-
ing in locations where there is some his-
tory of orthopedic training or research. 
Partnering with Orthopaedics Overseas 
offers great synergy of mission. This 
enables us to spend more time helping 
to strengthen the orthopedic leader-
ship capacity as opposed to just getting 
things off the ground. Uganda was a 
great ‘bet’ as it does have such a his-
tory; Orthopaedics Overseas started a 
residency program there and we have 
been able to send their Chairman to 
the AAOS Educators’ Course and pro-
vide a Visiting Professor opportunity at 
UCSF.” 

So they must have an NIH (National 
Institutes of Health) grant for all of this 
work, right? No…they have a big-heart-

ed bartender. “We raise money where 
we can. There is even a local bar owner 
who gives us $5,000 a year and likes to 
say, ‘Drink Locally...Act Globally.’”

“My goal is to be able to grow IGOT to 
the point where we have an improved 
infrastructure and even more sustain-
ability. Having a dedicated develop-
ment person and/or several full time 
researchers would allow us to pursue 
the larger NIH grants or substantial pri-
vate grants.”

A man on a very doable mission, Dr. 
Coughlin says, “Through academic 
partnering we are able to advance the 
training, clinical research capacity, and 
leadership development of those in 
the poorer areas of the world. Increas-
ingly, our world is more connected…
and medical students are having more 
and more global experiences. Instead 
of just having a ‘buzz’ about the latest 
unproven gizmo, why can’t we create 
a ‘buzz’ about a new research facility 
in Tanzania that will change countless 
lives for generations?”

And there is the issue of sending sig-
nals…indeed, of being patronizing. “If 
we remain mired in the old model of 
helping, i.e., flying to XYZ country to 
do surgeries and leaving without hav-
ing trained anyone, then we are sending 
the wrong message. We are saying, in 
effect, ‘We have to do it for you.’ Giving 
our orthopedic colleagues the tools to 
create the change their countries need 
means many things…one of which is 
that they will be more respected local-
ly and then they can vie for resources 
themselves.”

Dr. Coughlin: “We are a global family 
of orthopedic surgeons. Let’s treat one 
another with the utmost respect and 
care.”  ◆Advertisement
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PRESS RELEASE-
Orthopedics This Week Now on Bloomberg
OTW now part of the global Bloomberg Terminal Network

June 13, 2011

Wayne, PA:  Orthopedics This Week announced today that it has entered into an agreement with Bloomberg News to 
supply Orthopedics This Week, the #1 source for Orthopedic Industry News, to more than 300,000 Bloomberg ter-

minal subscribers including some of the most prominent investors and decision makers around the world.  

The Bloomberg network includes portfolio managers, central bankers, finance ministers and others.  By adding Orthopedics 
This Week to its global news network, Bloomberg is providing its subscribers with critical and timely information regard-
ing companies that supply or manufacture orthopedic products, technology trends, as well as expert analysis of the rapidly 
changing market for medical products generally.   

The combination of Orthopedics This Week and Bloomberg dramatically increases the visibility of orthopedics companies 
to a well established global financial decision maker and investor customer base.  

Using their Bloomberg terminal, customers around the world will be able to search Orthopedics This Week by company 
name, subject matter, product, technology category, geography or other search term and either read 
individual articles or download the entire newsletter.  

“Bloomberg is the world’s most trusted source of infor-
mation for financial professionals and businesses.  The 
combination of Orthopedics This Week and Bloom-
berg creates an unmatched analytical, data, news and 
analysis tool for healthcare and financial decision 
makers around the world.” said publisher Robin R. 
Young, founder of RRY Publications LLC and Ortho-
pedics This Week.

About Orthopedics This Week: Orthopedics This 
Week (OTW) is the four time winner of the MORE 
award which is presented annually by the Ameri-
can Academy of Orthopaedic Surgeons. OTW is 
published online to the broader community of 
healthcare providers, implant and instrument 
manufacturers, consultants and medical technol-
ogy analysts.  For more information please visit 
Orthopedics This Week online at www.ryortho.com 
or contact Robin Young, Publisher at robin@ryortho.com.  

company

Photo manipulation by RRY Publications. Source: OTW and Wikimedia Commons
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Orthofix’s Milinazzo 
Steps Down, Vaters 
Promoted

He fought off pirates, hired his own 
replacement, managed the Black-

stone Medical, Inc. acquisition, navi-
gated a government investigation and 
guided Orthofix International, N.V. to 
the top of the Orthopedics This Week 
Power Rankings. 

Alan Milinazzo led Orthofix Interna-
tional for six years as president and 
CEO, and as Mizuho analyst Mike Mat-
son wrote in an investor note, “leaves 
with Orthofix in a much better position 
than when he started.”

Vaters Promoted 

Orthofix announced on June 16 that on 
August 1, 2011, Bob Vaters, the com-
pany’s current chief operating officer 
will become its new president and chief 
executive officer. Milinazzo will remain 
on the Board of Directors. 

“This is what succession should look 
like,” Milinazzo told OTW after the 
announcement. He’s proud of having 
been in charge of the company as rev-
enue grew from $300 million to $600 
million annually and positioning the 
company to compete effectively in a $12 
billion dollar market. He hopes he’ll be 
remembered for having made a positive 
impact on the orthopedic market, par-
ticularly on patients and surgeons.

Paul Keller, M.D., principal inventor of 
Orthofix’s Firebird System, said Milin-
azzo was, “a heck of a leader that led 
the company through some challenging 
times. In doing so he grew the business, 
kept the wolves away from the door and 
increased shareholder equity. He was 
also the kind of guy a surgeon in the 

trenches could call and get something 
done pronto. The man following in his 
steps has big shoes to fill, indeed.”

Scott Blumenthal, M.D., of the Texas 
Back Institute said that Milinazzo was 
the key figure in transitioning Black-
stone Medical into the Orthofix culture. 
“He was the one that I could contact 
immediately (and he was 
always responsive). I would 
say that the acquisition 
would have not seen the suc-
cess it has without him. He 
has become a confidant and 
a friend and his leadership 
will be missed.”

Milinazzo once told us that 
hiring the right people is 
perhaps the most important 
decision a company’s CEO 
makes. If that’s the case, then 
Milinazzo’s decision to hire 
Bob Vaters in 2008 as chief 
financial officer was a home 
run. Matson wrote that Vaters 
and Milinazzo were the key 

players in fixing the numerous prob-
lems that Orthofix was dealing with 
after its acquisition of Blackstone Medi-
cal. Milinazzo had to fight off a very 
public attempt by a dissident share-
holder investment fund as it attempted 
to oust him and board members for 
acquiring Blackstone in 2006. He won 
that battle.  

Alan Milinazzo (Top) and Bob Vaters (Bottom)
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Vaters is highly respected by Orthofix 
insiders and is expected to lead the 
company’s operating margins back to 
where they were before the Blackstone 
acquisition. The news of Vater’s promo-
tion and Milinazzo’s departure was not 
surprising given the company’s March 
15 SEC 8-K filing which telegraphed 
the eventual change of leadership.

Jim Gero, Chairman of the Orthofix 
Board of Directors said, “We’re very 
thankful to Alan for everything he has 
done for Orthofix over the past six years 
and delighted that he will remain an 
essential advisor to us as a member of 
the Board.”

Jeffries analyst Raj Denhoy wrote that 
the company’s recent shift of most of its 
operations to Austin, Texas, from Bos-
ton and the resultant increased travel 
demands and time away from his fam-
ily, precipitated Milinazzo’s decision to 
step down. And the Bruins won the 
Cup. 

Well done Alan Milinazzo.

—WE (June 17, 2011)

Synthes and Eli Lilly 
Collaborate for Bone 
Healing

Orthopedic devices containing 
pharmaceuticals have been under 

development for some time and have 
slowly made their way to the FDA for 
approval. Now, Synthes, Inc., a device 
maker and Eli Lilly and Company, a 
pharmaceutical company and maker 
of the osteoporosis drug Forteo, have 
agreed to work together to develop site-
specific bone healing (osteoinductive) 
products based on Synthes biomateri-
als combined with Lilly’s biologics and 
pharmaceuticals.

The exclusive worldwide collabora-
tive agreement announced on June 9 
promises to address needs of orthope-
dic patients suffering from osteoporosis 
and bone fractures.

Joint Development, Licensing and 
Promotion

The agreement calls for the joint devel-
opment and licensing of early stage 
compounds from Lilly to Synthes for 
use within orthopedic trauma, spine, 
craniomaxillofacial and reconstructive 
areas. The compounds, according to a 
joint press release from the companies, 
already have pre-clinical and in some 
cases, clinical data packages.

One development program calls for 
the two companies to jointly conduct 
and fund the evaluation of Lilly’s For-
teo (teriparatide [rDNA origin] injec-
tion) for additional orthopedic uses. 
The companies say a Phase II study 
that Lilly has already completed will be 
a first step to conduct additional clini-

cal studies to evaluate potential future 
indications for Forteo, including frac-
ture healing.

The collaboration also includes co-pro-
moting Forteo to orthopedic surgeons 
throughout the world. 

Michel Orsinger, president and CEO of 
Synthes, said, “Strategic collaborations 
between medtech and pharma com-
panies represent a new and promising 
avenue to develop and market true 
innovations in a changing, dynamic 
market environment.”

“Many orthopedic surgeons are in the 
position to diagnose and treat osteopo-
rosis when their patients present with 
fractures, and we believe it is impera-
tive to treat the underlying cause of the 
initial fracture,” said Johnston Erwin, 
Bone/Muscle/Joint global development 
platform leader, Lilly Bio-Medicines, 
Eli Lilly and Company. “Our collabo-
ration will also explore ways to treat 
fractures with Forteo in older patients 

Source: Forteo/Eli Lilly and Synthes
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and/or those who have osteoporosis 
and, longer term, will look for new 
ways to deliver medicine locally to the 
fracture site.”

Financial terms of the agreement have 
not been disclosed.

Forteo

Forteo is a treatment for postmeno-
pausal women with osteoporosis who 
are at high risk for fracture and to 
increase bone mass in men with pri-
mary or hypogonadal osteoporosis who 
are at high risk for fracture. 

Last summer Lilly announced that the 
FDA had given the company the go 
ahead to promote the use of Forteo to 
treat osteoporosis associated with sus-
tained, systemic glucocorticoid thera-
py in men and women at high risk of 
fracture.

As OTW reported at the time, because 
this was a new indication that extends 
the use of the drug to patients who 
may be younger than those currently 
receiving the medication, the company 
updated the language in the existing 
boxed warning section of the label 
regarding the risk of osteosarcoma 
to reinforce that Forteo should not 
be used in pediatric and young adult 
patients whose bones are still grow-
ing. In addition, due to the increased 
patient population, Lilly established 
a voluntary Forteo Patient Registry to 
further evaluate the long-term safety of 
the drug.

—WE (June 13, 2011)

More Players Re-
questing Cell Therapy

The semi-experimental stem-cell 
therapy, (reported by OTW on 

June 7), that Bartolo Colon, a pitcher 
for the New York Yankees, underwent 
last spring in the Dominican Republic 
has increased interest in the procedure 
from other injured athletes.

Bartolo appeared in just 19 games after 
2005 when he partially tore the rotator 
cuff in his pitching arm. Bone spurs in 
his elbow caused him to miss the entire 
2010 season. In a last ditch attempt 
to repair and regenerate the torn tis-
sue and salvage his pitching career, 
last spring Bartolo agreed to have stem 
cells extracted from his bone marrow 
and fatty tissue and re-injected into his 
elbow and shoulder. 

This January Bartolo signed anoth-
er contract with the Yankees, for 
$900,000, and is back on the pitcher’s 
mound throwing baseballs across the 
plate at 95 miles an hour. 

According to Leonel Liriano, one of the 
doctors who assisted in the procedure 
on Bartolo, ten other pitchers have 
expressed interest in the surgery. Liria-
no is the medical director of the Flori-
da-based Regenocyte, which does most 
of its work in the Dominican Republic. 

Major League Baseball has launched 
an investigation of the stem cell proce-
dure in order to determine whether the 
application of Colon’s own stem cells 
in this manner qualifies as a perfor-
mance enhancing drug. Joseph Purita, 
an orthopedic surgeon from Boca Raton 

who was part of Colon’s medical team, 
thinks it does not. “This is not hocus-
pocus. This is the future of sports medi-
cine, in particular,” he says.

Purita has commented in the press that, 
to his knowledge, the exact mechanism 
of action underlying the use of autolo-
gous stem cells in sports medicine is 
still largely unknown. In his view, either 
Colon’s stem cells became new tendon 
and muscle tissue themselves or they 
released a cocktail of proteins and pep-
tides, including various growth factors 
that encouraged resident tendon and 
muscle cells to proliferate at the injured 
site. The published record, said Purita, 
is limited with respect to using autolo-
gous stem cells in sports medicine indi-
cations like Colon’s where the treatment 
actually improved tendon or joint per-
formance beyond pre-injury abilities.

There are, however, more published 
studies regarding the use of autologous 
stem cell therapies in equine athletes. 
Specifically, a recent study showed that 
when horses with tendon injuries receive 
conventional treatment, between 50% 
and 60% re-injure themselves. But in 
141 racehorses who received stem cell 
therapy, the rate of re-injury dropped 
to 27.4%. This study was published in 
Equine Veterinary Journal in May 2011.

—BY (June 14, 2011)

biologics

Wikimedia Commons and Brandonrush/



1-877-817-6450   |   www.ryortho.com

VOLUME 7, ISSUE 20  |  JUNE 21, 201121

Wrinkles Predicting 
Fracture Risk?

New use for old skin…Researchers 
from Yale School of Medicine have 

found that wrinkles might actually be 
able to predict a woman’s bone fracture 
risk. Specifically, the severity and dis-
tribution of skin wrinkles and overall 
skin quality could tell the story of bone 
mineral density in early menopausal 
women.

In the June 5, 2011 news release, Dr. 
Lubna Pal, associate professor in the 
Department of Obstetrics, Gynecology 
& Reproductive Science at Yale School 
of Medicine, noted, “Skin and bones 
share common building blocks—pro-
teins, and aging is accompanied by 
changes in skin and deterioration 
of bone quantity and quality.” They 
hypothesized that in postmenopausal 
women, the quality of an individual 
woman’s skin—the degree of wrinkling 
and hardening—will reflect the status 
of her bones.

The investigators assessed skin wrin-
kles at 11 locations on the face and 
neck, and assessed skin rigidity at the 
forehead and the cheek. Skeletal mass 
and density were studied by dual X-ray 
absorptiometery as well as by a portable 
heel ultrasound device.

“We found that deepening and worsen-
ing skin wrinkles are related to lower 
bone density among the study par-
ticipants,” said Dr. Pal. “The worse the 
wrinkles, the lesser the bone density, 
and this relationship was independent 
of age or of factors known to influence 
bone mass.”

As for what led to this work, Dr. Pal told 
OTW, “I had first explored the relevance 
of tissue collagen for skeletal fragility in 
the postmenopausal women enrolled in 
the WHI-Estrogen Plus Progestin trial 
and had demonstrated that postmeno-
pausal women with a common gyneco-

logical condition—pelvic prolapse (a 
condition recognized to be related to 
comprised tissue collagen)—were at an 
enhanced risk for low bone density and 
fracture compared to women without or 
with minimal prolapse. That study then 
led to the next question…are there any 

large joints 
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clinically more obvious manifestations 
of tissue collagen deterioration (other 
than pelvic prolapse) that may identify 
women at fracture risk? The most obvi-
ous tissue to study was the skin!”

Dr. Lubna also commented to OTW, 
“We have reported on baseline data for 
early menopausal women enrolled in an 
ongoing clinical trial—the Kronos Early 
Estrogen Prevention Study (KEEPS) 
study. We are continuing to follow these 
participants on a yearly basis for the 
duration of the parent trial and will be 
able to assess if women with worse skin 
wrinkles at baseline lose bone at a faster 
rate than those with fewer wrinkles. We 
will also be able to assess if higher skin 
rigidity relates to slower rates of bone 
loss in early menopause. Future analy-
ses at the completion of the KEEPS trial 
will thus better clarify the observed 
relationship between skin and bones.”

—EH (June 15, 2011)

New Osteoarthritis 
Treatment Popular in 
UK

Orthopedic surgeons in the United 
Kingdom are treating some of 

their younger patients who suffer from 
osteoarthritis with a new procedure that 
involves cementing metal to the dam-
aged parts of the knee. This approach 
allows the younger patient to receive a 
partial knee replacement surgery but 
with fewer or none of the usual nega-
tive side effects associated with a more 
traditional joint replacement. 

Osteoarthritis affects 8.5 million people 
in the United Kingdom and each year 
the National Health Service carries out 
more than 70,000 knee-replacement 
procedures. (Osteoarthritis of the knee 

develops when the cartilage that coats 
the bone wears away, either because of 
wear and tear, injury or genetic predis-
position—leading to the bones grinding 
against one another and deteriorating.)

The particular surgical technique tar-
gets only the areas of the knee that have 
been damaged by the effects of osteoar-
thritis and, according to the surgeons 
who’ve written about this surgical tech-
nique, provides patients with greater 
post-operative mobility as compared 
to more traditional and invasive joint 
replacement surgery.

The new procedure requires the sur-
geon to clearly identify and map out 
which areas of the knee cartilage have 
become worn down due to osteoarthri-
tis. Then, under general anesthetic or 
an epidural, the surgeon makes a small 
(3.5 inch wide) incision on the inside 
of the knee. 

After filing down the rough sections of 
the knee the surgeon cements a thin 
shell of cobalt chrome to cover the 
affected part of the knee. To keep the 
metal surface from grinding against the 
bone or other sections of metal, a small 

plastic bearing is attached to the top of 
the tibia to replicate the role of the car-
tilage in the natural knee. Over time, 
bone tissue grows around the implant-
ed surfaces to make them an integral 
part of the joint.

“We have patients who do very strenu-
ous activities that they would not be 
able to do with a full knee replace-
ment,” says David Barrett, professor of 
orthopedic engineering at Southamp-
ton University, who has been perform-
ing  the operation since October. He 
says that with this procedure more of 
the original joint is conserved, none 
of the ligaments around or inside the 
knee are disturbed and the plastic insert 
can be renewed. Additionally, further 
compartments or areas of the knee can 
be resurfaced if the arthritis begins to 
affect other parts of the joint. Barrett has 
found that patients can get up and walk 
the same day and usually can go home 
after a few days. 

One successful patient is a fireman at 
Southampton airport who was also a 
cyclist and jogger. He had an opera-
tion to clear out the bony debris that 
had accumulated since he developed 
osteoarthritis in his knees. The surgery 
worked for his left knee but not his 
right. 

“Professor Barrett suggested that I try a 
new resurfacing treatment for my right 
leg and the results were fantastic,” said 
the patient who returned home from 
the hospital after just four days. Three 
weeks of physiotherapy later he was 
back at work and enjoying pain-free 
cycling again. “If I had been given a 
full knee replacement with much less 
mobility, I would have lost my job. It’s 
been a lifesaver,” he said. 

—BY (June 14, 2011)Source: Wikimedia Commons
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Busy Hospitals Better 
For Joint Surgery

For joint replacement surgery, busy 
hospitals are better. A study pub-

lished on June 7 in Arthritis and Rheu-
matism, a peer-reviewed journal of the 
American College of Rheumatology, 
found that patients who undergo elec-
tive total hip or knee arthroplasty at 
hospitals with lower surgical volumes 
had a higher risk of venous thrombo-
embolism and one-year mortality fol-
lowing the procedure. 

The authors theorize that the causes of 
complications at low-volume hospitals 
could be connected to hospital pro-
cedures and peri- and post-operative 

care processes. One example cited by 
the authors is the different types and 
levels of medication prescribed by 
physicians to prevent blood clots fol-
lowing elective joint replacement sur-
gery. The authors also suggest that the 
outcome of surgery may well be affect-
ed by how much time elapses between 
initiation of clot prevention therapy 
and its cessation. Dr. Singh Jasvinder, 
M.D., M.P.H. of the University of Ala-
bama, lead author of the study, con-
cluded, “Further studies are needed 
to investigate whether the underlying 
reasons for poor surgical outcomes at 
low-volume hospitals are modifiable 
and which interventions may reduce 
complications for patients at these 
facilities.” 

Researchers used the Pennsylvania 
Health Care Cost Containment Coun-
cil database to identify the number 
of patients who underwent total hip 
replacement (n=10,187) and total 
knee replacement (n=19,418) surgery 
in 2002 in the state. The mean age of 
patients in both groups was 69 years, 
and men comprised 43% of the total 
hip replacement cohort and 35% of the 
total knee replacement group. Hospi-
tal volume was categorized by less than 
25 surgeries, per year, for low-volume 
hospitals and 200 or more surgeries 
per year for high volume hospitals. 

—BY (June 14, 2011)

RRY Publications LLC
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Bone Strength: Now 
We Know

So THAT’s what’s going on with those 
bone nanocrystals…Researchers at 

the U.S. Department of Energy’s Ames 
Laboratory have identified what gives 
bone its outstanding properties and the 
important role citrate plays, work that 
could benefit those with osteoporosis 
and other bone diseases.

Using nuclear magnetic resonance 
(NMR) spectroscopy, Ames Labora-
tory scientist and Iowa State University 
chemistry professor Klaus Schmidt-
Rohr and his colleagues studied bone, 
whose stiffness is provided by thin 
nanocrystals of carbonated apatite, a 
calcium phosphate, imbedded in an 
organic matrix of mostly collagen. They 
noted that how these apatite nanocrys-
tals form and what prevents them from 
growing thicker was unknown. While 
some research pointed to sugars being 
involved, Dr. Schmidt-Rohr wasn’t con-
vinced.

In the June 8, 2011 news release, Dr. 
Schmidt-Rohr stated, “We can see all 
the peaks clearly,” referring to a spec-
tral graph which shows the points at 
which specific components in bone 
samples resonate; these specific signa-
tures are the key to NMR technology, 
“even those at the organic-inorganic 
interface, where the organic material’s 
signal strength is relatively weak.”

“We had gotten some crystalline col-
lagen samples to study,” he continued, 
“and it turned out that the supplier, 
Sigma-Aldrich, had used citrate to dis-
solve the collagen. And the citrate sig-
nature in the collagen samples matched 
the signature we were seeing in bone.”

FDA Clears Arthrocare’s New Rotator Cuff 
Anchor

ArthroCare Corporation, a manufacturer of minimally invasive surgi-
cal products, has just received clearance from the U.S. Food and Drug 

Administration for its Spartan 6.5 Needled Anchor. The Spartan device is a 
preloaded threaded anchor for physicians to use when fixing soft tissue to 
bone—for example, during rotator cuff repair surgery.

The needled version of the Spartan line of anchors was developed by Arthro-
Care’s engineers for use by surgeons in the open rotator cuff repair surgery. 
The non-needled version of the Spartan line is already cleared by the FDA and 
it is meant to be used by surgeons in arthroscopic repair cases. The company 
believes that its Spartan anchor complements its line of other anchors which 
can be used by surgeons with the company’s suture passing technology, such 
as the FirstPass suture passer. The Spartan anchor has a 6.5mm, screw-in 
design and can be used by 
surgeons to perform single 
and double row repairs. (A 
5.5mm version of the Spar-
tan received FDA clearance 
in February 2011.) Arthro-
Care’s marketers estimate 
that more than 400,000 
patients undergo rotator 
cuff surgery annually in 
the U.S. 

—BY (June 13, 2011)
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Then graduate research assistant Yan-
yan Hu was able to extract citrate from 
cow bone and replace it with carbon 
13 (C13)-enriched citrate, resulting 
in a 30-fold enhancement of the NMR 
signals of the bone sample. The peaks 
matched exactly, confirming the pres-
ence of citrate on the surface where 
the apatite nanocrystals had formed. 
Schmidt-Rohr further hypothesized 
that, since citrate is too large to be incor-
porated into the apatite crystal lattice, it 
must be bound to the nanocrystals’ sur-
face where it stabilizes the nanocrystals’ 
size by preventing their further growth.

“Based on the old literature, we looked 
at the citrate levels in a variety of types 
of bone and found that herring spine 
had the highest citrate concentration—
about 13% by weight,” Schmidt-Rohr 
said. “So it should hold that the citrate 
signal for herring spine should be three 
times higher than for cow bone, and 
indeed it was.”

They then found that the higher con-
centration of citrate, the thinner the 
apatite nanocrystals in bone. This was 
further confirmed on bone-mimetic 
nanocomposites in a collaboration with 
Ames Lab faculty scientists Surya Mal-
lapragada and Muffit Akinc, using a 
polymer template with various concen-
trations of citrate to synthesize apatite 
nanocrystals. At higher concentrations, 
the nanocrystals that formed were thin-
ner and should therefore be more resis-
tant to crack propagation.

“At this point, we feel that citrate prob-
ably also has a role in the biomineraliza-
tion of the apatite,” Schmidt-Rohr said. 
“It’s also been noted in the literature that 
as an organism ages, the nanocrystal 
thickness increases and the citrate con-
centration goes down,” Schmidt-Rohr 
said, “and there’s also support from 

clinical studies that citrate is good for 
bones,” adding that one of the leading 
supplements for bone strength contains 
calcium citrate.

—EH (June 16, 2011)

Fracture Risk and 
Menses

New research from Mass General 
has found that young female ath-

letes who have stopped menstruating 
have a weakening in the quality of their 
bone structure that may predispose 
them to breaking a bone—despite get-
ting plenty of weight-bearing exercise.

Madhusmita Misra, M.D., the study’s 
principal investigator, is a pediatric 

endocrinologist at Massachusetts Gen-
eral Hospital in Boston. She told OTW, 
“The study was prompted by our pre-
vious observation of low bone density 
despite weight bearing activity in teen-
age athletes who lose their menses in 
the course of endurance training, rais-
ing concerns regarding fracture risk. 
We were also concerned about teenage 
athletes who have normal menses and 
apparently normal bone density, and 
yet develop stress and other fractures. 
Studies in post-menopausal women 
indicate that assessment of bone micro-
architecture can provide informa-
tion regarding fracture risk above and 
beyond that provided by DXA measures 
of bone density. Hence, we decided to 
assess bone microarchitecture using 
high resolution peripheral quantitative 
computed tomography (HRpQCT) at 

Werner100359/Wikimedia Commons
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both a weight bearing site (the lower 
end of the shin bone or tibia), and a 
non-weight bearing site (the lower end 
of one of the forearm bones).”

“We found differences between the 
study groups at the tibia (weight bear-
ing bone) that appeared to be specific to 
athletic activity, and other changes that 
appeared to be more specific to the state 
of amenorrhea (absence of menses). At 
the tibia, both groups of athletes had 
an expansion of the total cross-sectional 
area of bone and the inner trabecular 
(spongy) component of bone, likely 
from weight bearing activity. An increase 
in cross-sectional bone area would be 
expected to improve bone strength. 
However, the spicules of trabecular 
bone were thinner and further apart in 
athletes who had stopped having men-
ses compared with those who were still 
having menses and non-athletes, which 
would be expected to be deleterious to 
bone strength. Also, while bone den-
sity for bone as a whole (cortical and 
spongy) was lowest in athletes who had 
stopped having menses, bone density of 
the outer rim of bone (the cortex) was 
lower in both groups of athletes com-
pared with non-athletes, suggesting a 
lag in mineralization of cortical bone, 
concerning for poor bone strength in 
both groups of athletes despite weight 
bearing activity.”

She also commented to OTW, “We are 
following our study subjects prospec-
tively to determine how bone micro-
architecture changes over a year-long 
period in athletes who are or are not 
having menses compared with non-ath-
letes. We are also performing an inter-
vention study examining the impact of 
estrogen replacement on bone density 
and bone microarchitecture in athletes 
not having menses.”

—EH (June 15, 2011)

Stabilimax Rising 
From the Ashes

The Stabilimax Dynamic Spine Sta-
bilization System is still alive.

When Applied Spine Technologies 
(AST) closed its doors last year and auc-
tioned off its assets, it all but appeared 
that years of clinical, legal and commer-
cial work may go down the drain.

But a June 13 press release from Bos-
ton based Rachiotek LLC announcing 
receipt of a U.S. patent (patent number 
7,931,675, B2), titled, “Dynamic Stabi-
lization Device including Overhanging 
Member,” showed that Dr. Manohar 
Panjabi’s spine stabilization technology 
was alive and expanding.

Rachiotek is the entity formed by the 
venture fund, BioVentures Investors, to 
acquire AST’s assets last October. Bio-
Ventures was a Series A investor in AST. 
The fund also includes HydroCision in 
its portfolio.

Peter Feinstein, Chairman of Rachiotek 
and co-founder of BioVentures, said, 
“One problem with many dynamic 
stabilization devices is a lack of space 
between the pedicles. This lack of space 
limits the amount of motion allowed by 
the device and is thought to be criti-
cal to clinical performance.” Feinstein 
added, “To gain space Rachiotek’s new 
patent describes an overhang of the 
rod beyond the upper or lower screw 

spine

Stabilimax NZ System

Photography by Aaron Sesker
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of the construct. The overhang ‘creates 
space’ between the pedicles, potentially 
increasing the amount of motion that 
the device permits and enabling clini-
cally relevant motion.” 

Feinstein told OTW that Rachiotek will 
continue to collect Stabilimax clinical 
data and enhance the patent portfolio 
of the technology. The company may 
return to the FDA in the future with a 

new PMA (premarket application) for 
the Stabilimax system. 

—WE (June 15, 2011)

people

Ekdahl Promoted to DePuy Orthopaedics President

Indiana-based DePuy Orthopaedics, Inc. has promoted Andrew Ekdahl to 
be its new president. He replaces David Floyd, who left the company at the 

end of March.

Ekdahl is no stranger to DePuy. He joined the company over 20 years ago 
and has worked on orthopedics, trauma, sports medicine, neurosciences and 
spine. Prior to his new appointment, he was Franchise Vice President, DePuy 
Europe, Middle East and Africa. He had held positions in sales, marketing and 
distribution in the U.S., Canada and abroad.

He received his undergraduate degree in Economics from the University of 
Manitoba and his MBA from Wilfred Laurier University, both in Canada.

DePuy Orthopaedics, headquartered in Warsaw, Indiana, makes devices for the hip, knee, extremities and trauma, 
as well as bone cement and operating room products. Having served DePuy in Europe, he should be well situated 
to help DePuy and Synthes integrate over the coming months. One of his challenges will be to rebuild DePuy’s hip 
business, which saw an erosion of market share to its cross-town rival, Zimmer, due in part to the metal-on-metal ASR 
hip system recall in 2010. The company regained some of that market share in the first quarter of 2011. In knees, 
the company gave up some market share in the first quarter. 

In his role as president, Ekdahl will serve on the DePuy Franchise Global Management Board of the DePuy Family 
of Companies of Johnson & Johnson.

—WE (June 13, 2011)

Andrew Ekdahl/DePuy Orthopaedics, Inc.
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THE PICTURE OF SUCCESS
Dr. Vincent Arlet

By Elizabeth Hofheinz, M.Ed., M.P.H.

When Vincent Arlet did his 
training, the words he heard 

in class were “une ostéotomie” and 
“l’osteonécrose.” Born in Paris in the 
late fifties, Dr. Vincent Arlet, the War-
ren G. Stamp Professor of Orthopedic 
Surgery and Professor of Neurosurgery 
at the University of Virginia (UVA), 
has come to see his dual worldview as 
particularly helpful when it related to 
orthopedics.

Importantly, Dr. Arlet is also the inven-
tor of Scolisoft, an essential software 
database tool that has changed the way 
surgeons treat patients with scoliosis. 
What motivated such an esteemed 
professor of orthopedics to become a 
database developer? “My mom was a 
homemaker and my dad was an engi-
neer. I found his work stimulating, and 
had my sets set on following in his foot-
steps.”

But he temporarily lost sight of that 
engineering goal when he lost sight of 
his skis. “I had a ski accident in high 
school that almost killed me. I had 
severe intra-abdominal bleeding and 
the only surgeon in the local hospital 
was an orthopedist…he saved my life. 
Because I missed three months of class-
es, I couldn’t get into any engineering 
schools. As I interacted with my doc-

tors, I thought, ‘Medicine looks inter-
esting. These people are intense and get 
to make truly important decisions.’”

Now a seasoned surgeon, researcher 
and accomplished database innovator, 
Dr. Arlet helps others get started. As 
Chair of Spinal Deformity Research at 
King Saud University in Riyadh, he is 
laying the groundwork for Saudi sur-
geons who want to pursue a career in 
research. “Saudi Arabia has a popula-
tion of 25 million, but only a hand-
ful of spine surgeons. Two years ago 
the Chief of Spine, Dr. Abdulmonem 
Alsiddiky, asked me to help establish 
their research program and assist with 
complex spine surgeries. Twice a year I 
travel to Riyadh both to operate and to 
help clinician researchers establish the 
framework for their research and spi-
nal deformity program. The extremely 
challenging pathology I see there is 
usually only something found in text-
books.”

Deputy editor of the European Spine 
Journal, Dr. Arlet has a deep appre-
ciation for the value of learning from 
others. “I was fortunate to have superb 
mentors, including Dr. Jean Paul Pado-
vani, who had such an extensive knowl-
edge of pediatric orthopedic pathology 
that even specialists—such as geneti-

cists—would consult with him. I must 
also credit Dr. Max Aebi, Chairman of 
Orthopaedics at McGill University. His 
ability to conceptualize the entirety of a 
surgery taught me how to understand 
the surgical problem and how best to 
‘attack’ it. Without him I would never 
be where I am today.”

In perhaps the first case of “orthopedic 
stalking,” the determined Dr. Arlet often 
sought the advice of Dr. Jean Dubous-
set. “I never trained with Dr. Dubous-
set, who developed the most famous 
method of spinal instrumentation ever 
invented. But I would seek out meet-
ings where I knew he would be in atten-
dance…and I would bring my X-rays 
of particularly difficult cases. Once I 
found him, I would scribble his recom-
mendations on the folders.”

As an established surgeon, Dr. Arlet 
would use his skills in diplomacy to 
lead orthopedic departments. The 
insight needed to manage this task 
began in his early years, with the dawn-

Dr. Vincent Arlet
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ing realization that politics is every-
where. “European career pathways are 
very hierarchical. This means that to 
attain academic milestones you have to 
contend with an extraordinary amount 
of politics. In American medicine, 
for example, when there is a position 
available, there is usually a nationwide 
search; in Europe they usually don’t 
look beyond the hospital grounds. I 
saw many instances of those who were 
better qualified not even being consid-
ered for jobs. I was frustrated with the 
system, and was planning on entering 
private practice in France. That is when 
I was offered a position at McGill Uni-
versity in Canada.”

Dr. Arlet remained a member of the 
McGill community for 13 years, during 
which time he became director of the 
spine division, as well as head of the 
spine fellowship. “I started out doing 
50/50—half of my surgeries involved 
children and the other half involved 
adults. The Chair, Dr. Aebi saw an 
evolving need for a vertical concept of 
spine treatment from birth to the elder-
ly, so I altered my practice and began to 
work more with adults. Once I moved 
to UVA my practice began to consist of 
about 90% adults.”

And the young residents and fellows 
who trail behind him on rounds are 
often surprised by what seem like radi-
cal words. “When I tell trainees to ‘For-
get the X-rays and listen to the patient’ 
they are rather shocked. I explain, ‘If 
you have someone with complex adult 
scoliosis—with an obvious curve—but 
the only thing he complains of is leg 
pain, then you probably shouldn’t do a 
big surgery. The rest of the disease is not 
important enough for him to want to 
undergo such an extensive procedure. 
So you can do a big operation, get the 
spine perfectly straight and feel proud 

of yourself, but the patient isn’t happy 
because he has had a major surgery and 
he now has post operative complica-
tions.”

Orthopedic trainees who want to learn 
more about the nervous system come 
to see Dr. Arlet at UVA. “There are only 
several places in the U.S. that have a 
combined orthopedics/neurosurgery 
fellowship…we are one of them. We 
learn from neurosurgeons how to han-
dle nerve tissues and they learn certain 
aspects of biomechanics from us. It’s 
interesting to see a young surgeons’ 
thinking evolve. Right after they have 
completed their training, they think 
that they are the only ones who know 
the truth. Then they see others doing 
something different and getting good 
outcomes and think, ‘Well, they are not 
wrong.’”

So what is Dr. Arlet especially proud of? 
Scolisoft. “I have established an online 
database of scoliosis cases that can be 
used by any surgeon worldwide. The 
impetus for this goes back to my men-
tor, Dr. Padovani, who had several cup-
boards filled with slides. When a chal-
lenging case came in we would go to 
his cupboard and find an identical case. 
Years later at McGill I commented to a 
resident how nice it would be to have 
a clinical answer on the other end of 
a mouse click. He got to work and we 
soon had an embryonic software…now 
there are 300 cases. We only include 
those cases that have been documented 
extensively. The biggest challenge is to 
get surgeons to submit cases. But those 
who get involved really benefit…they 
can find cases that are identical to the 
one they are dealing with.” 

When asked about his favorite research, 
Dr. Arlet discusses a study that shows 
“more is not always better.” “We had 

cases from Scolisoft reviewed by sco-
liosis surgeons and then laypeople, all 
of whom were blinded to some part 
of the procedure. The tendency is for 
people to think that more screws, etc. 
results in better outcomes; our study 
showed that when blinded, surgeons 
do not think this is true. For example, 
if I have a patient with a 55° right tho-
racic curve, 30 years ago we would have 
used a Harrington rod and two hooks. 
Fifteen years ago we would have used 
two rods and eight implants; now, some 
surgeons would put in two rods and 24 
screws!! Our study showed that with a 
middle grade curvature, it is unlikely 
that you need such an extensive num-
ber of screws.”

As for how his European background 
and North American experiences con-
tribute to his success, Dr. Arlet says, 
“When there is a new trend in spine I 
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http://www.geisert-square.com


1-877-817-6450   |   www.ryortho.com

VOLUME 7, ISSUE 20  |  JUNE 21, 201130
try to have a critical appreciation of it. 
The first reaction of North Americans 
is to be open to new things, whereas 
Europeans tend to criticize first. Then if 
something doesn’t work North Ameri-
cans are the first ones to drop it (Euro-
peans may keep it for a longer time, 
especially if this has become a tradi-
tion!) We all need to be wary of things 
that are unproven. On the other hand 
we must be ready to abandon tech-
niques that do not work.”

Dr. Arlet is unusually honest about 
the experience in his career that most 
changed him. No, it wasn’t any sort of 
accolade. It was failure. “Like everyone, 
I have had surgical failures. Having a 
complication in spine surgery is dev-
astating…it was your own hands that 

didn’t do the job right. This is when you 
really learn how to talk to patients—
you must look them in the eyes and 
tell them the whole truth. Then you do 
everything in your power to ensure that 
it doesn’t happen again.”

Several times a year, Dr. Arlet takes 
his experience and skills to Trinidad. 
“There is one pediatric orthopedist—
Dr. David Toby—for this island of 1.2 
million people. I started helping him 
with the big cases—those with over 
100° curvature—in 2006. While Trini-
dad has a fairly high GDP, the resources 
for specialized surgery aren’t available. 
I’m proud to be part of this effort, which 
is affiliated with FOCOS, the Foun-
dation of Orthopedics and Complex 
Spine.”

As an academic surgeon, there is little 
room for downtime. Especially when 
you have four children. “My wife Anne 
and I have a 26-year-old daughter who 
is a family medicine resident at McGill, 
a 24-year-old son who just graduated 
from Columbia, a 20-year-old at Vir-
ginia Commonwealth University, and 
our ‘baby,’ who is in high school. We 
find as much time as we can to get out 
on the water and do some sailing. My 
wife has been invaluable in helping me 
find balance; as academic surgeons we 
have the tendency to throw ourselves 
too heavily on the side of work.”

Dr. Vincent Arlet…a critical eye plus an 
honest heart equals success. ◆
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