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profiles observed in adult patients with psoriatic arthritis, 

the safety profile in adult patients with plaque psoriasis, with the 
exception of influenza and conjunctivitis in psoriatic arthritis and 
conjunctivitis, influenza, and urticaria in pediatric psoriasis.

Dougados M, et al. Ixekizumab, an interleukin-17A antagonist in 

spondyloarthritis in patients previously untreated with biological 

of a phase 3 randomised, double-blind, active-controlled and 
placebo-controlled trial. 
file. Lilly USA, LLC. DOF-IX-US-0155.  Data on file. Lilly USA, LLC. 
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double-blind, placebo-controlled trial in patients with prior inadequate 
response to or intolerance of tumor necrosis factor inhibitors. 
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objective signs of inflammation. Taltz is also 

In COAST-W (TNFi-experienced) (Taltz 80 mg every
4 weeks n=114; placebo n=104), 25% of patients

patients receiving placebo. At week 52, 34% of patients

<.01 vs placebo at week 16.

=.0045 vs placebo at week 52. 

NRI of ITT population through weeks 16 and 52. 

Starting at week 16 and up to week 44, changes could be made to 
non-biologic background therapy and/or patients could be transitioned 
to open-label Taltz 80 mg every 2 weeks at the investigators’ discretion. 

week 16 or week 52 data, or discontinued double-blind treatment were 

switched to open-label therapy (n=40), 25% had achieved ASAS40 at the 
last visit before switching; these patients were counted as nonresponders 

should not be used to compare the efficacy between 

=.001 vs placebo. Not controlled
for type-I error; therefore, no conclusions can be made between active 
treatment arms. Results at week 2: Taltz=20%; Humira=21%; placebo=5%.

<.0001 vs placebo at week 16.

=.0053 vs placebo at week 16.

ASAS scores measure degrees of spinal pain, function, inflammation, and 
patient global assessment. 

Nonresponder imputation (NRI) of intent-to-treat (ITT) population 

limitations (ie, no placebo comparison, patients remaining in the 
extension phase may be those more responsive to treatment).

≥

to ixekizumab or to any of the excipients.

Significant improvement in nr-axSpA symptoms 

hypersensitivity reaction, such as anaphylaxis, to ixekizumab 

of infections than the placebo group (27% vs 23%). A similar 
increase in risk of infection was seen in placebo-controlled 

Evaluate patients for tuberculosis (TB) infection prior to 

with active TB infection. Initiate treatment of latent TB prior to 

signs and symptoms of active TB during and after treatment.

≤

has been reported in post-marketing use with Taltz. If a serious 

Inflammatory Bowel Disease
Patients treated with Taltz may be at an increased risk of 
inflammatory bowel disease. In clinical trials, Crohn’s disease 
and ulcerative colitis, including exacerbations, occurred 
at a greater frequency in the Taltz group than the placebo 

exacerbations of inflammatory bowel disease and if IBD occurs, 

COAST-X was a phase 3, randomized, double-blind, clinical 
trial designed to evaluate the efficacy and safety of Taltz 
compared with placebo in patients with active nr-axSpA. 
The primary efficacy endpoint was the proportion of patients 

biologic-naive and had an established diagnosis of nr-axSpA 
with objective signs of inflammation indicated by: sacroiliitis 
on MRI and/or elevated CRP (>5 mg/L) and no definitive 

≥18 years of age and had a baseline BASDAI
≥

least 3 months. Patients must have been intolerant to or had 

randomized to placebo (n=105) or Taltz 80 mg or 160 mg at 
week 0, followed by Taltz 80 mg every 2 (n=102) or 4 (n=96) 

week 16 through week 44, patients were eligible to change 
their background therapy (NSAIDs, cDMARDs, corticosteroids, 
analgesics) or switch to open-label Taltz 80 mg every 2 weeks 
at the discretion of the investigator while remaining blind to 
original treatment. Patients who switched to open-label Taltz 

r-axSpA=radiographic axial spondyloarthritis; mNY=modified New York.

multicenter, randomized, double-blind clinical trials 
designed to evaluate the efficacy and safety of Taltz 
compared with placebo in patients with active AS. The 
primary efficacy endpoint for both trials was the proportion 

in COAST-V were biologic-naive. Patients in COAST-W were 
TNFi-experienced, meaning they had an inadequate response 
or were intolerant to 1 or 2 tumor necrosis factor inhibitors 
(TNFis). All patients were ≥18 years of age, had a baseline
Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 

≥4, and an established diagnosis of r-axSpA with
sacroiliitis defined radiographically according to the mNY 

per ASAS criteria and were randomized to placebo or 
Taltz 80 mg or 160 mg at week 0, followed by Taltz 80 mg 
every 2 or 4 weeks. All patients had experienced back pain for 
at least 3 months, with onset before the age of 45. In COAST-V, 

followed by 80 mg every 4 weeks.

MRI=magnetic resonance imaging; CRP=C-reactive protein; 
NSAID=nonsteroidal anti-inflammatory drug; cDMARD=conventional 

WEEK

Placebo (n=105)

Humira® (adalimumab) 40 mg every 2 weeks (n=90) Placebo (n=87)

E
vidence indicates that an-

kle fractures are becoming 

increasingly more com-

mon among older people, pre-

senting a significant burden 

to the US healthcare system, 

with annual costs exceeding 

$17 billion for osteoporosis- 

related fractures, explains Eric 

So, DPM. “The injury pattern  

can be quite complex due to the poor bone  

quality—a proven risk factor for surgical failure 

and postoperative complications—and strength,” 

he says. “Assessing bone mineral density in  

elderly patients who suffer ankle fractures can  

be an important consideration in the periopera-

tive management of an ankle fracture.”

Comparing BMD
With inconsistent findings from prior research re-

garding the relationship between ankle fractures 

and osteoporosis, Dr. So and colleagues conducted 

a systematic review and met-analysis of observa-

tional, cross-sectional studies of high methodolog-

ical quality in order to quantify the relationship 

between BMD in elderly patients with ankle  

fractures compared with that of cohorts without  

ankle fractures. In the final meta-analysis, seven  

studies were included that measured BMD using  

dual-energy X-ray absorptiometry. In all seven, 

postmenopausal women, women older than 50,  

or patients with a history of fragility fracture of 

the ankle were compared with a control group 

of women older than 50 or healthy postmeno- 

pausal women without a history of fragility  

ankle fractures. Among more than 25,000  

patients, the average age was approximately 65.

Results of the meta-analysis indicate that patients 

with ankle fractures had a reduced BMD when 

compared with health controls of similar age, with 

an effect size of 0.34 (Figure). Whereas BMD mea-

surements of the lumbar spine, total hip, and dis-

tal one-third radius were not associated with ankle 

fractures, an association was determined between 

low BMD at the femoral neck and ankle fracture 

in the studied patients. “It should be noted that 

this study does not establish a causal relationship, 

but rather an association,” adds Dr. So. “However, 

this relationship should be studied further. Clini-

cians with a strong interest in osteoporosis should 

be aware that elderly patients with ankle fractures 

may benefit from bone density screening.” He 

notes, however, the variability in association with 

ankle fractures depending on the anatomic site.

A Screening Process for  
Undiagnosed Osteoporosis?
“The presence of an ankle fracture in the elderly 

could be an indicator of potential bone fragility 

similar to other typical fragility fractures,” Dr. So 

explains. “Its occurrence is a clinical opportunity 

to assess fracture risk in the elderly population. 

The implications from our study form the basis to 

perform further testing, which may prevent sub-

sequent secondary fractures. Currently, fracture 

liaison services typically do not include ankle frac-

tures as a clinical event that would warrant further 

bone density testing. Our results could be used to 

assign the appropriate subgroup of patients with 

ankle fracture to treat the ankle fracture, assess 

future fracture risks, and serve as a stimulus for 

secondary fracture prevention by limiting gaps  

in anti-osteoporosis initiation. In essence, this  

data can used to help form the basis for a screen-

ing process for undiagnosed osteoporosis, akin to  

current clinical screening guidelines for colon- 

oscopies or mammograms.” 

Dr. So notes that this research was the first to 

quantify the relationship between ankle fractures 

among elderly patients and BMD, and that while 

a mild association was seen with a low femoral 

neck bone density, further research is required. 

“Future investigations should be focused on de-

termining the percentage of elderly ankle fracture 

patients with undiagnosed osteoporosis by ob-

taining bone density at the time of ankle fracture 

occurrence,” he says. “Other investigations should 

focus on assessing fracture risk and analyzing the 

cost effectiveness of osteoporosis screening for  

ankle fractures in elderly patients.”  

Written by

Eric So, DPM 
Foot and Ankle Surgeon 

Bryan Health

Ankle 
Fracture as a 
Predictor of 
Osteoporosis

Figure  BMD Variables
The figure is a forest plot for all possible BMD 

variables, with each study represented by a line 

indicating the confidence interval; squares on the line 

representing mean differences, risk differences or risk 

ratios; and the black diamond at the bottom showing 

the average effect size of the studies.

Source: Adapted from: So E, et al. J Foot Ankle Surg. 

2020;59(5):P1049-P1057.

Assessing Beyond DXA 
in Older Adults With 
Fractures

A
lthough dual-energy 

X-ray absorptiometry 

(DXA)-measured BMD 

at the hip and spine is widely  

used to diagnose osteopo-

rosis, 10%-20% of patients 

who sustain osteoporosis- 

related fractures are reported  

to have normal BMD at 

these sites, explains Sindhura  

Bandaru, MD. “Some guide-

lines suggest that presence of 

a fragility fracture is diagnostic of osteoporosis, 

but what constitutes a ‘fragility’ fracture has 

challenges,” adds Dr. Bandaru. “Many guide-

lines recommend pharmacologic therapy with 

osteoporosis drugs for patients with fracture 

without need for BMD measurement, thus im-

plying that these individuals have osteoporosis, 

but data documenting that osteoporosis medi-

cations reduce fracture risk in those with nor-

mal BMD as measured by DXA are very lim-

ited. Despite DXA being accepted as the gold 

standard for clinical osteoporosis diagnosis and 

treatment monitoring, it has important limita-

tions. Therefore, my colleagues and I sought 

to explore whether older adults with fractures 

but normal DXA-measured BMD have normal 

bone when additional clinically available skele-

tal health assessments are considered.”

Dr. Bandaru and colleagues reviewed data on 

387 patients who underwent spine and hip 

DXA, 8.3% of whom had normal spine/hip 

BMD reported. In this subset, clinically avail-

able bone data—including 0.3 and ultradistal 

radius T-scores, trochanteric T-scores, lumbar 

spine trabecular bone score, L1 opportunistic 

CT Hounsfield units (HU), and femoral corti-

cal index—were assessed. Two or more of these 

additional bone studies were available in 28 of 

32 patients, among whom approximately 80% 

were identified to have abnormal values at two or 

more sites. “Among all the skeletal assessments 

considered, the highest yield of identifying ab-

normal bone was with the opportunistic CT L1 

HU and radius (0.3 and UD) DXA T scores, 

which were about 80% and 86%, respectively,” 

adds Dr. Bandaru. Among all participants, only 

1.3% could not be identified as having abnor-

mal bone using data available in the EMR.

“Our study findings demonstrate that patients 

with normal spine and hip BMD who sustain 

fracture rarely have normal bone when all the 

available data are considered,” Dr. Bandaru 

notes. “These data indirectly support the recom-

mendations that postmenopausal women and 

men aged 50 and older with a hip or vertebral 

fracture should receive osteoporosis medication, 

as their bone is rarely normal.”  
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Avoiding Liability  
in Telemedicine: HIPAA 
& Informed Consent
That you are a responsible covered entity under 

HIPAA and a fiduciary for the privacy of your 

patients’ PHI do not decrease with telemedicine. 

In fact, it is a setting in which you want to be very 

careful, particularly if working from home, where 

family will be present and habits may become lax. 

Your primary obligation is to make sure no unau-

thorized individual encounters PHI in any form.

However, the Office of Civil Rights (OCR) will 

waive penalties for HIPAA violations that would 

otherwise accrue due to this issue during the 

COVID-19 crisis. The intention is to open a tele-

health option to practitioners who were not set 

up for such but who find themselves with patients 

in need of any telehealth diagnostic or treatment, 

even if not directly related to coronavirus.

The OCR extended permissible use to non- 

public-facing apps such as Skype, Google  

Hangouts video, and Zoom, that only allow  

intended parties to participate. A Business  

Associates Agreement is not required.

The standard during this waiver is one of good 

faith. If PHI is intercepted during transmission 

but the practitioner followed the OCR’s guid-

ance, there will be no penalty. Note, however, 

that states often have stricter regulations, and  

the federal waiver does not affect these. 

Increased access also carries the important re-

sponsibility of informed consent. Many states 

specifically require that it be done and document-

ed before engaging in a telehealth visit. In most 

such states, verbal consent is allowed, but consent 

must be obtained in writing in some. Regardless, 

the more certain the proof of consent, the better.

You should first inform the patient that this 

method is limited as compared with an in-person 

evaluation and is also potentially not secure. You 

should then get an affirmative consent to con- 

tinue. If possible, build the consent form into 

the software so that the patient is required to  

assent before the virtual visit. If that is not pos- 

sible, create a standardized e-mail with the  

consent and have the pa-

tient return it before you start. A verbal consent, 

if permissible, should be carefully documented.

You must apply all encryption and privacy modes  

available from your end. Increasing usable systems 

to ones that are inherently less secure is predicat-

ed on you doing what you can to minimize the 

risk of a breach, and it is this that the OCR will 

look to in determining a “good faith” use of the 

waiver. If a relative or friend or caregiver will be 

involved to help the patient with the televisit, 

make certain that you have a release that allows 

them access to PHI. Remember that the waiver 

on non-HIPAA compliant systems will only last 

during the emergency.

This article was written by Dr. Medlaw, a physician and 

medical malpractice attorney. 
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To Wear a Mask 
Is to Be Brave.  
To Trust Your Doctors 
Is to Be Brave
By Abubakr Chaudhry, MD

T
he pandemic is a lie. I will not wear some- 

one else’s fear. This is all fake news. It is re- 

markable to see these statements littered  

across the news and social media. Individuals  

with a fairly decent level of understanding and  

intelligence pandering to these ideas just go to  

show how strong anti-science culture has be-

come.

On January 19, the first American would test 

positive for the novel coronavirus. By early  

February, the hysteria would start to set in and 

social media would start increasing speculative 

reporting. By late February, the stress and argu-

ments about who should take responsibility be-

gan to boil over. Then there was the increase in 

fear among healthcare exposure rates, conflict-

ing case fatality reports, and frustrations with 

the CDC on the flip-flopping in guidelines.

We became tired of the complaining, fear, and 

misinformation, so we decided to pen a guide-

line for our hospital. Georgia went on lockdown 

April 3. Throughout March and April, the world 

seemed to trust us as the scientific community 

to lead them through this crisis.

By April, we saw our algorithms were working, 

and we had some of the best outcomes in the 

state. People were adhering to the guidelines by 

staying home. Businesses had shut down, the 

spread was contained, and we could see the light 

at the end of the proverbial tunnel. Then, on 

April 24—with 892 deaths and 22,147 infected 

in GA—the lockdown restrictions were eased in 

our state. We were one of the last to close but 

the first to reopen. We knew the world needed 

to open; we just didn’t know our world would 

open like this. I remember wondering why we 

couldn’t mandate masks, contact tracing, and 

social distancing when we reopened. The virus 

became political.

When I started writing this, I was upset at a  

social media comment I read from a friend that 

read, “This pandemic is a joke, I will not wear a 

mask because I will not wear their fear.” Now, I 

see that he was afraid and uninformed. People, in 

general, are still afraid, if not of the virus, then of 

loneliness, poverty, or even subjugation. When 

people exhibit these fears, and if their voices are 

loud, the politicians must bend to their will. If 

our politicians are afraid and their voices alleviate 

our fears, then we bend to their will. My point is, 

it is OK to be afraid. I am a pulmonary and criti-

cal care doctor, my wife is a pediatric intensivist, 

we have a small child, and we are afraid. But to 

wear a mask is to be brave. To social distance is  

to be brave. To trust your doctors is to be brave.  

To those with doubts, know that you are correct  

in your feeling that the system is broken. I don’t  

know how to fix it, but I know that it has to be 

done soon. Help us get through this so we can 

build a better world: a world built from under-

standing, not from fear.

Abubakr Chaudhry, MD is a pulmonary and critical care 

physician.
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