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 Dueling Statin  
 Guidelines Put 9 Million 
 Americans at Crossroads
If all doctors followed advice from the US 
Preventive Services Task Force (USPSTF), 9 million 
fewer adults would be taking statins than if they 
adhered to the American College of Cardiology/
American Heart Association recommendations, 
according to a study published in April in the 
Journal of the American Medical Association.

The study, which analyzed the most recently 
available 6-year data from the National Health 
and Nutrition Examination Survey, also found  
that most of those who would be dropped from 
the USPSTF guidelines are younger adults.

“Even though younger people have a modest 
short-term risk of developing cardiovascular dis-
ease in 10 years, the risk escalates over 30 years,” 
notes the study’s senior author, Duke professor 
of biostatistics and bioinformatics Michael J. 
Pencina, PhD. “Half of all cardiovascular events 
in men and one-third in women occur before the 
age of 65 years, so reliance on 10-year risk could 
miss many younger people who could potentially 
benefit from long-term statin therapy.”

The study’s lead author, Duke’s Neha J. Pagidipati, 
MD, adds: “Having multiple guidelines out there 
can be confusing to physicians and patients. Until 
we get more definitive answers about the optimal 
approach, the best we can do is understand the 
pros and cons of each set of guidelines. Our study 
adds some of that context.” 

News Briefs

 Duke OB-GYNs Assume  
 New Leadership Roles
 Duke Announces Barber 
as  New Chair
On May 1, Matthew D. Barber, MD, MHS, 
was named chair of the Duke Department of 
Obstetrics and Gynecology. Fellowship-trained in 
urogynecology and pelvic reconstructive surgery 
at Duke, Barber is nationally recognized for his  
work as a researcher and surgeon specializing  
in the surgical treatment of gynecologic condi-
tions, particularly urinary incontinence and  
pelvic reconstruction surgery. 

ACOG Appoints Brown as President
On May 8, Duke obstetrician-gynecologist 
Haywood Brown, MD, became the 68th president 
of the American Congress of Obstetricians and 
Gynecologists (ACOG) at the group’s annual 
meeting in San Diego, CA. Brown, who served as 
the chair of the Department of Obstetrics and 
Gynecology at Duke for more than a decade, 
follows his 3 department chair predecessors, all 
of whom held the position. During his tenure, he 
plans to pursue 2 main initiatives: address health 
disparities for women in rural areas and aid pro-
viders in educating patients on the relationship 
between pregnancy and long-term health. 
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It is not yet clear whether 2018 will be another 
transition year or whether it will require full 
participation, Marron-Stearns says. But it will get 
harder to avoid progressively steeper Medicare 
cuts as the years advance and the program scales 
up, he adds.

Payment Models
The goal of MACRA is to transform Medicare from 
a fee-for-service model of reimbursement to a 
value-based one. Providers and health care organi-
zations report on various criteria and receive  
penalties or bonuses accordingly. (For more back-
ground, see part 1 of this series in our June issue.)

If it is your first year accepting Medicare patients 
or you receive less than $30,000 a year in Medicare 
reimbursement or treat fewer than 100 Medicare 
patients, you are excluded from MACRA. CMS 
estimates that 41% of providers will be excluded.

Physicians subject to the law will fall into 1 of 3 
payment groups: the Merit-Based Incentive Payment 
System (MIPS), the Alternative Payment Model (APM), 
or the Advanced Alternative Payment Model (AAPM).

Physicians in most APMs will still receive a MIPS 

This was supposed to be the first year of data 
collection for the Medicare Access and CHIP 
Reauthorization Act (MACRA), a federal law 
creating sweeping changes in Medicare physician 
reimbursement. But, faced with criticism over 
the proposed timeline, the Centers for Medicare 
& Medicaid Services (CMS) decided to offer 
participants considerable flexibility in 2017. Even 
practices that have not put effort into MACRA so 
far can avoid a 4% reimbursement cut in 2019.

Federal officials call it the “Pick Your Own Pace” 
program, and the bare minimum allows reporting 
on just a single data point for 1 patient. “This first 
option is designed to ensure that your system is 
working and that you are prepared for broader 
participation in 2018 and 2019 as you learn 
more,” then–CMS Administrator Andy Slavitt 
wrote in a blog post last year.

“You can just wait until December 31 and report 
the blood pressure of 1 patient that day, and as 
long as you submit it before March 31, 2018, you 
will dodge the cuts,” explains Michael Marron-
Stearns, MD, CPC, a compliance consultant based 
in Austin, TX. “I know that sounds bizarre, but I 
actually confirmed it with the CMS.”

What track is right for your practice?

 What Is MACRA? 
 Part 2
 By Frank Celia
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score, but they will share that score with all the 
other providers within that organization. Only 
physicians in an AAPM can avoid getting a MIPS 
score. However, only about 4% of physicians 
currently belong to organizations that qualify as 
AAPMs, according to CMS. Hence, the majority of 
physicians will receive a MIPS score.

A MIPS score ranges from 0 to 100 and will be 
calculated based on 4 categories of performance:
  Quality of patient outcomes
  Use of electronic health record (EHR) technology
  Clinical practice improvement activities  

(eg, expanded hours)
  Cost containment

To calculate the score, each category will be 
weighted differently as the years progress. For 
example, in 2017, cost containment will not be 
weighted at all but eventually will account for 
30% of the score. In addition, although quality of 
patient outcomes will be weighted heavily in early 
years, it will count for less as the program unfolds.

Included in APMs that are not advanced are 
accountable care organizations (ACOs) in Medicare 
Shared Savings Program Track 1 (in other words, 
most ACOs) and Oncology Care Models that do 
not accept downside risk. Physicians in an APM 
gain streamlined reporting requirements and 
automatically receive more favorable scoring on 
measures of patient outcomes quality, practice 
improvement, and EHR use compared with 
independent practices.

AAPMs include ACOs that take on substantial 
downside risk, such as Next Generation ACOs, as 
well as risk-bearing models such as Comprehensive 
End-Stage Renal Disease Care Organizations. AAPM 
physicians receive an automatic 5% payment bonus 
from 2019 to 2024 and do not have to report patient 
outcomes, use of EHR technology, or clinical practice 
improvement activities. How much of that “sub-
stantial risk” will come out of physicians’ salaries 

depends on how each entity is structured: it could 
be a lot, or it could be nothing.

AAPMs are viewed as the smartest financial bet 
for Medicare-heavy practices, but at this point 
most, if not all, have closed their enrollments 
for 2017. “A lot of the options are already off the 
table, especially the ones for smaller primary 
care physicians,” says Jeff Clough, MD, assistant 
professor of medicine at Duke University, who has 
studied and written about MACRA.

Economies of Scale
There is a widespread belief that the MACRA 
com pliance burden will fall heaviest on smaller 
practices, which lack the administrative infrastruc-
ture of large health care organizations. Indeed, many 
believe one of the goals of the law is to encourage 
small practices to join larger systems. “The designers 
of the law are probably hoping that costs will be  
brought down by more and more physicians 
moving into APMs,” says Clough. However, he 
adds, little evidence suggests that larger organiza-
tions operate more efficiently than smaller ones.

Unlike the Affordable Care Act, MACRA enjoys 
widespread congressional support and is unlikely 
to be repealed or replaced any time soon. “We are 
complying because it is the law,” comments Louis 
Goodman, PhD, executive vice president and CEO 
of the Texas Medical Association. But he fears 
MACRA might end up adding to physicians’ admin-
istrative and staffing burdens without doing much 
to improve patient outcomes or cost containment. 
Nevertheless, he says he is glad CMS offered the 
“Pick Your Own Pace” program this year and hopes 
CMS will continue to offer flexibility in 2018. 

For those unsure whether MACRA applies  
to their practice, a new CMS Website  
(https://qpp.cms.gov) allows providers to 
check their status by entering a National 
Provider Identifier number. 



6 Clinical Practice Today from Duke Health

In July 2017, Duke investigators launched 
SU2C-SARC032, a multi-institutional, phase 2 
clinical trial examining the efficacy of combining 
radiotherapy and pembrolizumab in preventing 
metastasis of high-risk, soft-tissue sarcomas of 
the extremities. The trial, led by radiation oncolo-
gist David Kirsch, MD, PhD, and part of the Stand 
Up To Cancer clinical trial project, follows up on 
promising results of an ongoing multisite, phase 
2 clinical trial (SARC028) that suggested pem-
brolizumab leads to partial responses in patients 
with metastatic liposarcoma or undifferentiated 
pleomorphic sarcoma.

The primary challenge in treating high-risk 
sarcomas is preventing metastasis, Kirsch 
explains. Although high-risk, soft-tissue sarcomas 
of the extremities can be locally controlled by 
radiotherapy and surgery, a substantial number of 
patients with the disease subsequently develop 
lung metastases and die.

The new trial seeks to determine whether 
radiotherapy and pembrolizumab—an anti- 
programmed cell death-1 receptor therapy that 
is already approved to treat certain types of 
advanced melanoma, head and neck cancer,  
and non–small cell lung cancer—can also prevent 
metastasis in 2 of the most common types  
of sarcoma.

“We want to see whether immunotherapy and 
radiation together can stimulate the immune 
system to attack the micrometastatic disease that 
might be in the patient’s lungs but is not visible  
to us when we examine the patient,” Kirsch says.

The trial will randomize patients with undiffer-
entiated pleomorphic sarcoma or pleomorphic 
liposarcoma of the extremity into 2 groups: half 
will receive standard radiotherapy and surgery, 
and the other half will receive pembrolizumab 
together with radiotherapy and again after 
surgery. Investigators will compare progression- 
free survival and overall survival between the  
2 groups. Correlative studies to examine the 
tumor immune microenvironment and response 
to therapy will also be performed.

In addition to Kirsch, who serves as the overall 
principal investigator for the international trial, 
several other Duke clinicians will be leading the 
multidisciplinary study: Richard Riedel, MD, is  
the lead medical oncologist, Brian Brigman, MD, 
is the lead orthopaedic oncologist, and Yvonne 
Mowery, MD, is the lead radiation oncologist.

For additional information about the trial, contact 
the Sarcoma Clinical Trials Office at 919-681-1883. 
(Magnetic resonance imaging above shows sarcoma 
on a patient’s right thigh.) 

 New Sarcoma Trial  
 Tests Adjuvant 
Immunotherapy
 By Catherine Lewis 
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 Caring for Transgender Patients 

 By Daphne Swancutt

7 August 2017    ClinicalPracticeToday.com

Transgender is an umbrella term used to describe 
people whose gender identity differs from their 
assigned or presumed sex at birth.

Based on the results of its 2015 US Transgender 
Survey—the largest survey examining the 
experiences of transgender people in the United 
States—the National Center for Transgender 
Equality noted that one-third of respondents  
who saw a health care provider had at least 1 
negative experience related to being transgender 
and that one-quarter reported not seeking health 
care because of fear of being mistreated.

“These key findings are not necessarily surprising, 
and the numbers have improved since the last 
survey,” says Tari Hanneman, director of the Health 
Equality Project at the Human Rights Campaign 
(HRC) Foundation and author of the Healthcare 
Equality Index (HEI). “But they do reveal ongoing 
disturbing and startling disparities when it comes 
to medical care for transgender people.”

Hanneman and advocacy organizations that 
include HRC and Lambda Legal recommend 
the following tips for treating and respecting 
transgender patients in health care settings.

Create a written policy. Develop a policy that  
outlines specific procedures focused on eliminating 
bias and insensitivity and ensures appropriate, 
welcoming interactions with transgender patients. 
Items may include noting and using the patient’s 
preferred name and pronouns, adhering to privacy 
laws, and addressing potential problems with 
insurance/billing claims.

Offer transgender-specific services. The  
2017 HEI report notes a growing need for 

comprehensive, multidisciplinary clinical care 
programs for transgender patients. These 
specific services may include transaffirming 
gynecologic care; hormone replacement therapy 
and monitoring; psychological, physical, and 
psychiatric evaluations and referrals; and 
preoperative and postoperative care for gender- 
confirming surgeries.

Train your staff. Provide training and designate 
at least 1 employee to serve as a transgender 
patient navigator, or coordinate peer accom-
paniment for transgender patients. Remind 
employees that LGBTQ status is confidential 
patient information.

Use inclusive electronic health record (EHR) 
systems. Use EHRs that offer explicit options to 
capture current gender identity if it differs from 
the patient’s assigned sex at birth and sexual 
orientation if a patient chooses to volunteer this 
information.

The 2017 HEI report also recommends creating 
gender-neutral restrooms or updating existing 
restrooms to be all-gender and informing patients 
of their right to designate a person of their choice 
as their health care surrogate.

In addition, explains Hanneman, many free 
online resources, including continuing medical 
education, can help health care providers 
become more familiar with transgender issues.

“Much of this comes down to ensuring that 
transgender patients know that they are 
welcome and respected by doctors and their 
staff,” she says. 
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An 84-year-old woman presented to the emergency 
department at Duke with severe right knee joint 
pain. Her medical history included stage IV chronic 
kidney disease, hypothyroidism, aortic stenosis, 
mild cognitive impairment, and osteoarthritis with 
total knee arthroplasty (TKA) performed in 2006.

Inspection of the right knee joint revealed a  
moderately sized, warm effusion 
and a 3×3-cm area of erythema on 
her lateral knee with a well-healed 
scar from the TKA.

New-onset knee joint inflam-
mation led doctors to suspect 
septic arthritis of the prosthetic 
joint. Septic arthritis can cause 
mechanical disruption and hard-
ware misalignment in prosthetic 
joints, as well as life-threatening 
sepsis. As with nonprosthetic 
joints, septic arthritis in a pros-
thetic joint is most often due to 
Staphylococcus aureus.

The patient was hospitalized and 
started on van comycin, and plans 
were made to proceed with surgical  
washout to treat her prosthetic 
joint infection. However, the 
patient had a stroke while in the 
hospital, which prohibited the 
risks of surgery, says Ryan Jessee, 
MD, a Duke rheumatology fellow who consulted 
on the case. As a safer alternative, orthopaedic 

specialists opted for bedside continuous irrigation 
of the knee, with synovial fluid analysis.

During normal saline irrigation, white deposits 
were observed in the bedside fluid collection bag. 
Viewed microscopically under polarized light, 
large needle-shaped crystals displayed negative 
birefringence, a characteristic that confirmed the 

presence of gout crystals (Figures 1 and 
2). Although rare in prosthetics, gout 
may be underdiagnosed, says Jessee.

“More than 30 cases of gout or 
pseudogout can be found in the lit-
erature for TKA, and approximately 
4 cases of gout in hip replacement 
have been documented,” Jessee says.

The patient’s inflammation 
improved while taking colchicine 
without antibiotics. Uric acid can 
often be artificially low during an 
acute flare, Jessee explains, because 
of the uricosuric effects of inflam-
matory markers. The patient’s uric 
acid was greater than 10 mg/dL a  
few weeks after she was released 
from the hospital.

The patient was then started on 
low-dose allopurinol along with daily 
prophylactic renal-dose colchicine  
to prevent flares, with plans to slowly 

increase her allopurinol dose until she reaches target 
uric acid levels of less than 6 mg/dL. 

 Surprising Diagnosis in  
 Inflamed Prosthetic Joint
 By Tim Pittman

Visible negative birefringence 
used to diagnose gout.  

(1) Microscopy of gout crystals 
prior to and (2) following expo-

sure to 90-degree polarized light.

1

2
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 Preventing Workplace 
Violence in the  
 Health Care Setting
By Meredith Lidard Kleeman

Each year, nearly 2 million workers report having 
been victims of workplace violence in the United 
States, according to the Occupational Safety and 
Health Administration. As providers of services and 
care, medical professionals are at an increased risk.

However, preventing violence in the health care 
setting is no different than preventing violence in 
other occupational settings, according to David 
Zetter, a certified human resources professional 
and board member of the National Society of 
Certified Healthcare Business Consultants.

Zetter recommends the following strategies that 
are applicable to all workplaces, including physi-
cians’ offices, ambulatory settings, and hospitals.

Implement a zero-tolerance policy. The first step 
to ensuring a safe workplace—a federal require-
ment—is to establish a zero-tolerance policy toward 
any type of violence. Zetter suggests creating a 
policy that addresses harassment, discrimina-
tion, and violence. Sample policies are available 
through professional organizations, including the 
Society for Human Resource Management.

The policy then needs to be communicated to 
all staff members and carried out consistently. 
“You can’t just have a document, hand it out, and 
expect everybody to read it,” Zetter cautions.

Schedule a training seminar. After finalizing your 
office’s zero-tolerance policy, introduce staff to the 
new policy. Hire a certified human resource pro-
fessional to lead the session, or contact your local 
police department. Many departments have teams 
dedicated to raising awareness about workplace 
violence that can conduct prevention seminars.

Conduct a risk assessment. Contact your malprac-
tice and general liability insurance carriers and 
request a risk assessment, informing them that 
you’d like to mitigate any potential workplace 
violence issues. In some cases, conducting a risk 
assessment or including coverage to protect against 
workplace violence in your insurance policy can 
affect the price of your premium.

Zetter also advises employers to scrutinize 
the property surrounding the office. Do a walk-
around with the building manager at different 
times day to make sure there’s adequate lighting 
in the parking area. “You want employees to feel  
comfortable coming to and from the practice every 
day, especially when there’s less light during certain 
times of year,” Zetter says.

“It’s incumbent upon the management and 
administration to be aware of this issue, and, if 
they aren’t, then they should be reaching out to 
someone who can help them,” he adds. 
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A heart transplant performed without transfusion 
at the request of a Jehovah’s Witness is the third 
“bloodless” transplant since 2015 by Duke Heart 
and underscores the medical center’s goal to treat 
individuals whose beliefs may require complex 
medical procedures.

The 35-year-old patient was referred to Duke in 
cardiogenic shock with heart failure. His cardio-
vascular health had been declining for several years 
despite an aortic valve replacement.

Upon admission, the patient was stabilized with 
the implantation of an intra-aortic balloon pump, 
a short-term but essential step. A multidisciplinary 
team assessed the patient’s options.

The patient faced several challenges, including  
the presence of heavily vascularized tissue 
around his heart from the sternotomy during the 
pre vious aortic procedure. The risk of bleeding 

is heightened in patients who have undergone 
previous heart surgeries.

“We also used medicines to support his circula-
tion, but it was obvious very quickly that medical 
therapy alone would not be sufficient,” says 
Chetan B. Patel, MD, an advanced heart failure 
specialist and medical director of the heart 
transplant program at Duke. “We did a thorough 
review to consider every possibility.”

The United States is home to nearly 2 million 
Jehovah’s Witnesses. Followers of the Jehovah’s 
Witness faith typically refuse blood transfusions, 
including autologous transfusions. However, 
some accept minor blood fractions or undergo 
procedures such as dialysis or cell salvage when 
kept in circuit with their own blood. Physicians 
say this population is increasingly turning to Duke 
because they recognize the team’s willingness to 
undertake complex procedures.

Careful planning leads to a positive outcome.

Balloon valve being prepared for heart surgery in a different patient.

 Patient’s Beliefs  
 Require a Heart 
Transplant Without 
Transfusion
 By Tim Pittman

CASE STUDY
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The Duke Center for Blood Conservation, a 
national leader in surgical blood management, 
joined the effort to prepare the patient for a 
potential transplant. Nicole R. Guinn, MD, the  
center’s medical director, recommended the use 
of epoetin alfa and intravenous iron to increase 
the patient’s red blood cell count prior to surgery. 
She performed acute normovolemic hemodilu-
tion in the operating room to minimize blood loss 
during the procedure.

The Duke Cardiac Transplant Clinic team included 
Mani A. Daneshmand, MD, heart surgeon, and 
Carmelo A. Milano, MD, surgical director for the 
heart transplant and the left ventricular assist 
device programs. They collaborated with Patel in 
developing a surgical strategy.

The team’s early collaboration to use the balloon 
pump, medical therapy, and blood enhancement 
proved effective in achieving a higher red blood 
cell count, improving kidney function, and reducing 
the effects of pulmonary edema—3 goals  
determined to be essential to become eligible  
for transplant. Within days of the patient being 
listed, an organ became available.

“When the procedure began, we moved slower 
and more carefully than normal to 
dissect the heart from the remainder 
of the chest where adhesions had been 
created in the previous procedure,” says 
Daneshmand. “This step presented a 
significant risk of bleeding.”

The meticulous management of each 
tactical step was required. “When you 
put the big vessels back together—put-
ting an aorta back onto another aorta, 
for example—the blood is under pres-
sure and is coming out of the needle 
holes,” Daneshmand explains. “We took 

extra time and moved more deliberately to avoid 
unnecessary bleeding.”

The transplant proceeded normally in “standard 
fashion,” Daneshmand remembers. The new 
organ was in good condition and worked well 
immediately.

Wary of sudden blood loss, the team did not close  
the chest immediately following the procedure 
for 2 reasons: the right ventricle can be crowded 
by the breast bone, which may increase the need 
for mechanical support, and inserting the wires 
and screws required to close the chest introduces 
further risk of bleeding at a critical juncture in 
the procedure.

“We also spent extra time during the surgery  
to keep track of the red blood cells and retrieve 
them,” Daneshmand recalls.

The patient recovered on a schedule typical for 
transplant patients following the procedure.  
“This was a case that required multiple specialists, 
including nurses, device experts, and a team  
of physicians,” says Patel. “It is a great example  
of collaboration leading to a good outcome.” 

Register today and join your colleagues to 

  Get updated on the latest scientific  
advancements around perioperative  
care of solid organ transplant patients

   Learn from didactic sessions, current  
research, case studies, Q&A, and take-home decision support tools

To register, visit http://bit.ly/DukeTransplantSummit.

Duke Solid Organ Transplant Summit
Saturday, September 23, 2017 
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questions and share their knowledge of new 
research and technology, encouraging practicing 
physicians to think about patient care and  
practice management in novel ways.

Getting Involved
Physicians can get involved in several ways, with 
commitments ranging from a few hours a month 
or semester (especially during classes on clinical 
diagnosis or medical decision making) to as much 
as a week with a student shadowing you as you 
see patients. Primary care practices also make 
excellent sites for student-led research projects 
on topics such as health screening effectiveness.

Physicians interested in mentoring students can  
start by contacting a local medical school or resi-
dency program. The American College of Physicians, 
American Academy of Family Physicians, and state 
medical societies have programs that can link a prac-
ticing physician with a medical student or resident. 
Early-career physicians may also need mentoring, 
which can play an important role in solidifying a 
doctor’s decision to focus on primary care.

In medicine—as in life—we learn from the 
generation who went before us, Masters points 
out. “It’s the core way in which we help the next 
generation of physicians.” 

In recent years, the number of medical students 
choosing internal medicine or family practice has 
risen. Nonetheless, the Association of American 
Medical Colleges and other organizations continue 
to predict shortages of primary care doctors.

Mutual Benefits 
Community-based physicians interested in serving 
as mentors to medical students can help fill the 
primary care gap, says Philip A. Masters, MD, 
vice president of membership and international 
programs at the American College of Physicians.  
A primary care physician for 25 years, Masters 
also served as clerkship director for internal 
medicine and primary care at Penn State College 
of Medicine in Hershey, PA. “The most powerful 
influence on medical students is when they 
identify with a physician in practice,” he says. When 
students work with a mentor, “they see the joys 
and challenges of primary care and realize the 
meaning and importance of this work.”

Mentoring takes time and emotional effort, but 
that effort pays off for physicians and students 
alike. “There’s nothing more stimulating than 
being around a young person eager to learn from 
you,” says Masters. Additionally, a clinical pearl 
that you pass on to them can become part of  
how they practice. Medical students also bring 

 Mentoring  
 in Primary Care
 By Emily Paulsen
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 Repair With Grafts 
Gaining Traction  
for Rotator Cuff  
Tendon Tears
By Tim Pittman

A repair technique for large rotator cuff tears (RCTs)  
using dermal matrix grafts to prevent re-tears 
and stave off glenohumeral arthritis has become 
such a preferred option for patients that Duke 
Orthopaedics has performed more than 500 RCT 
procedures over the past decade.

Orthopaedic surgeon Alison P. Toth, MD, a pioneer 
of the procedure, says the reconstruction serves a 
significant population with large or massive tears 
or failed previous repairs, which are often deemed 
irreparable. The technique she has refined—rotator 
reconstruction—is sought by patients across the 
United States.

Toth spent years perfecting the placement of a  
human dermal or pigskin graft, which she sews 
into a hole in the rotator cuff tendon. “It’s almost 
like creating a new tendon,” she says. Many patients 
present with tears too large for the conventional 
tendon-to-bone repair.

No consensus definition exists for a massive RCT,  
but Toth and her colleagues define it as a tear that’s  
larger than 5 cm in 2 planes on magnetic resonance 
imaging (MRI) or a tear involving at least 2 tendons 
of the rotator cuff. This definition and Toth’s 
technique are described in a study following 60 
Duke patients, published in January 2017 in The 

American Journal of Sports Medicine. Toth was 
also among the authors of a December 2016 
study published in the Journal of Shoulder and 
Elbow Surgery that reported improved outcomes 
of large-to-massive RCTs with the dermal graft.

The results presented in these promising studies 
contrast sharply with orthopaedists’ rejection  
of pigskin and other tendon grafts in the 1990s and 
early 2000s. “Unfortunately, we did not recognize at 
the time that pigskin tissues contain proteins with 
inflammatory consequences in humans,” Toth 
says. Rejections produced redness, drainage, and 
pain; surgeons equated grafts with failure.

Nonetheless, Toth and her colleagues continued 
the search for safe, effective tissue.

By 2008, a biotechnology company introduced  
a usable xenograft. Toth was one of several  
Duke colleagues selected to conduct trials on  
the improved graft.

“Over time, we have demonstrated the value of 
tendon reconstruction as a technique that relieves 
pain, improves function, and may eliminate 
long-term arthritic conditions,” Toth says. (Color-
enhanced MRI above shows a chronic tear of the 
rotator cuff [red].) 
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back surgery or, at the other extreme, lumbar 
spinal fusion.

However, Hayes was able to offer an Interlaminar 
Stabilization procedure using a coflex device, a 
titanium metal implant that is placed between 

the laminar bones to keep 
the spine stable after sur-
gical decompression (Figures 
1 and 2 on the next page).

Approved by the US Food 
and Drug Administration 
in 2012, the approach can 
improve patients’ back pain, 
treat nerve compression, 
and minimize the risk of 
recurrence in appropriate 
candidates, allowing patients 

to function without the loss of mobility that accom-
panies fusion surgery. The procedure itself involves 
less blood loss and a shorter operative time and 
hospital stay than with spinal fusion, Hayes says.

Enjoying Accelerated Recovery 
“With a fusion surgery, the recovery is generally 
several months,” he explains. “The recovery for 
this procedure is much quicker. Whereas before, 
this patient was having trouble standing for 

A 73-year-old man with a history of chronic axial 
back pain presented to his primary care physician 
after his pain worsened and he began experiencing 
weakness and paresthesia in his lower extremities 
that made it difficult to walk.

During his many years with 
back pain, he had tried 
home exercise programs, 
physical therapy, and med-
ical management, but the 
condition persisted. When 
he lost his ability to walk 
effectively and carry out his 
daily activities, he knew he 
had to find a new solution. 
His physician referred him 
to Duke spine surgeon Seth 
Hayes, MD, who focuses on 
using minimally invasive approaches and inno-
vative technology to decrease complications and 
optimize outcomes.

Offering a Better Option 
Spine x-rays revealed a mild compression fracture 
at the L5 vertebra and slight spondylolisthesis at  
L4 and L5 (shown above), in addition to severe 
spinal stenosis. Historically, the patient’s only 
options would have been lumbar decompression 

  Finding the Right 
Treatment for  
Spinal Stenosis
 By Catherine Lewis

Historically, the 
patient’s only options 
would have been 
lumbar decompression 
back surgery or, at the 
other extreme, lumbar 
spinal fusion. 
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reasonable periods of time, walking, going to 
the grocery store, etc, within a few weeks of the 
procedure he had significant improvement in 
his lower back pain, and his lower extremity and 
walking issues had been resolved.”

Hayes adds that, although the patient is under-
going postoperative physical therapy, it is part  
of his approach to help patients avoid back  
pain in the future, rather than being directly 
required for recovery. The patient has also 

minimized his need for the medical management 
of his pain.

Appropriate Candidates
“This approach is not for everyone,” Hayes 
cautions. “But, for the right patient, especially 
someone who is older and has severe stenosis 
with significant neurogenic claudication/mechan-
ical back pain but only minimal, low-grade 
spondylolisthesis,  
this can be a great way 
to provide stability and 
maintain range of 
motion while avoiding 
fusion. ” Furthermore, if 
Interlaminar Stabilization 
fails to relieve the patient’s 
pain or problems with 
ambulation, Hayes notes, 
then the patient is still a 
candidate for fusion. 

(1) Lateral and (2) anteroposterior x-rays of the Interlaminar Stabilization device.
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“ For the right patient, 
this can be a great way 
to provide stability 
and maintain range of 
motion while avoiding 
fusion.”

To learn more or  
to refer a patient,  
call 844-790-2013 



Duke University Health System, Inc.
DUMC Box 3687
Durham, NC 27707

844-790-2013

Visit ClinicalPracticeToday.com for additional specialty-specific content that can 
help you improve patient outcomes, sharpen diagnostic skills, and streamline 
processes. Plus, enjoy free CME activities in a variety of specialties, including these 
recently released activities from a new obstetrics and gynecology Webcast series. 

AMA PRA Category 1 Credit™.
This CME series is provided free of charge to participants.

© 2017 Med-IQ® and Duke University Health System. All rights reserved.

Surgery for Stress Incontinence: 
What Workup and Which Sling?
FACULTY: Matthew D. Barber, MD, MHS

Retropubic or transobturator 
midurethral slings? Compare the 
safety and efficacy of current 
surgical standards for women 
with SUI.

  www.Med-IQ.com/a1038

Uterine-Sparing Treatment Options 
for Symptomatic Uterine Fibroids
FACULTY: Angel Nieves, MD, PhD

 

Which uterine-sparing treatment 
option is best for your patient? 
Examine patient-specific con-
sider ations and the benefits and 
limitations of available strategies.

  www.Med-IQ.com/a1037

Prematurity Disparity: Epidemiology, 
Intervention, Prevention
FACULTY: Haywood L. Brown, MD

 

Review strategies for treating 
preterm labor and preventing 
recurrent preterm birth. Plus, 
examine the effect of racial 
disparities on infant mortality 
and long-term morbidity.

  www.Med-IQ.com/a1039 

IUDs and the Nulliparous Patient
FACULTY: Beverly Allen Gray, MD

Explore currently available IUDs 
and recommendations regarding 
their use in nulliparous women, 
including teenagers.

  www.Med-IQ.com/a1040

CME 
Webcasts

 U.S. News & World Report consistently ranks 
Duke University Hospital in its Honor Roll  
of top hospitals in the United States.

ClinicalPracticeToday.com from Duke Health

Developed in collaboration


