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Freedom of Choice: Updated Dining Practice
Standards Call for Diet Liberalization

BY LINDA HANDY, MS, RD

ursing facility staffs across the
N country are on a challenging

journey to improve their resi-
dents’ dining experience while ensuring
compliance with regulatory require-
ments. The true stories of two residents
illustrate different tactics to approach-
ing residents’ rights to eat what they
want.

The first resident, Mr. C, wanted non-
pureed foods and his favorite thin lig-
uids after he was assessed by a speech
language pathologist (SLP), who deter-
mined he needed a pureed diet with
nectar-thick liquid. Staff informed the
resident and documented the risk/
benefit. The resident’s preferences and
choices were incorporated into his plan
of care, and the facility arranged a nego-
tiated risk agreement with him. Facility
staff continued to monitor Mr. C and
offered alternatives, which he accepted
and rejected as he defined his own qual-
ity of life.

The second resident, Mrs. A, had been
encouraged by staff to accept a tube
feeding status, but she repeatedly asked
if she could dine on pureed food with
her long-time companions. The facility
leadership was surprised when given the
F 151 deficiency for not informing Mrs. A
of her rights. They shouldn’t have been.

Respecting residents’ diet prefer-
ences is becoming standard procedure
in post-acute/long-term care. An article

Not respecting a resident’s dietary preferences may put your facility in the

surveyor’s crosshairs.

in Mayo Clinic Proceedings provides thor-
ough guidance to a patient’s right to
eat the way they want (Mayo Clin Proc
2005;80:1461-76). In a case example, the
authors wrote: “The patient expressed
a desire to eat small amounts of food,
despite the risk of aspiration. Itis ethi-
cally and legally permissible for patients
with decision-making capacity to refuse
unwanted medical interventions and
to ignore recommendations of the cli-
nician. ... [A] patient’s choice not to
adhere to a clinician’s recommendations

may be at odds with a clinician’s desire
to ‘do good’ or avoid harm. If the
patient is sufficiently informed about
the risks and benefits of ... [informed]
refusal of a proposed intervention or
treatment and refuses, the clinician
should respect the patient’s decision.”

Creating Ten Standards
Shortly after I retired as a dietitian spe-

cialty surveyor, I was asked to participate

See Freedom of Choice « page 12
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Dextromethorphan/Quinidine Effective for Agitation

BY MITCHEL L. ZOLER

WASHINGTON — Daily treat-
ment with a combined formu-
lation of dextromethorphan
and quinidine led to a sig-
nificant and clinically mean-
ingful decrease in agitation
episodes among patients with

Alzheimer’s disease in a con-
trolled, phase II, 10-week study
with 159 patients.

The combined, oral for-
mulation was generally well
tolerated, without appear-
ing to cause somnolence or
cognitive decline, Jeffrey L.
Cummings, MD, ScD, reported

at the Alzheimer’s Association
International Conference 2015.

A treatment that cuts the fre-
quency and severity of agitation
in Alzheimer’s disease patients
would be very helpful as this is
“one of the most difficult symp-
toms for patients. [Agitation]
makes it very difficult to care fora

AMDA -

family member with Alzheimer’s
disease,” said Dr. Cummings,
professor of neurology at the
Cleveland Clinic and director of
the clinic’s Lou Ruvo Center for
Brain Health in Las Vegas.
“Agitation is one of the most
disturbing and disabling symp-
toms associated with Alzheimer’s

disease,” commented Mary Sano,
PhD, professor of psychiatry and
director of Alzheimer’s disease
research at Mount Sinai Hospital
in New York. “Movement on
treating this symptom has the
potential to make a real difference

See Drug Combo e page 15
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Aerobic Exercise Beneficial for MCIl With Prediabetes

BY MICHELE G. SULLIVAN

WASHINGTON — For the first time,
a randomized study has demonstrated
that vigorous physical exercise not only
improves cognition but also moves
Alzheimer’s disease biomarkers in the
right direction.

Six months after subjects with mild cog-
nitive impairment (MCI) began aerobic
exercise, scores on a composite measure of
cognition rose significantly. Not only that,
hypometabolic brain regions associated
with Alzheimer’s symptoms were reper-
fused. And phosphorylated tau —a marker
of neuronal injury — fell significantly in
cerebrospinal fluid (CSF), Laura Baker,
PhD, said at the Alzheimer’s Association
International Conference 2015.

The finding of reduced tau is espe-
cially intriguing, said Dr. Baker of Wake
Forest University, Winston-Salem, NC.
The biggest improvements occurred in
subjects older than 70 years, who were
carrying a double hit of both MCI- and
age-related tau.

“T hope that we are moving toward
being able to demonstrate that regu-
lar, moderate aerobic exercise can

‘These kinds of
interventions with
diversified target
portfolios may be our
most potent means
to prevent and slow
Alzheimer’s.’

attenuate the effects of both aging and
Alzheimer’s. This is a potential interven-
tion that combats two diseases — if we
regard aging as a disease process.”
Aerobic exercise is easy to institute,
inexpensive to continue, and confers
numerous physical and mental benefits,
Dr. Baker said: “Like other lifestyle inter-
ventions, exercise targets multiple, health-
restoring biological processes. It’s not just
one molecule affecting one part of our
chemistry, but multiple targets. These
kinds of interventions with diversified
target portfolios may be our most potent
means to prevent and slow Alzheimer’s.”
She and her colleagues conducted a
6-month exercise trial with 71 sedentary
adults who had both MCI and predia-
betes (hemoglobin A, of 5.7%-6.4%).
The subjects, ranging in age from 55
to 89 years, were randomized to either
a control program of stretching three
times per week, or to an exercise pro-
gram of aerobic exercise for 45 to 60
minutes three times per week. Most sub-
jects used a treadmill, but other forms of
exercise were also allowed, including sta-
tionary bike and approved group classes.
The intervention group aimed to
maintain an exertion level of 70% to 80%
of their maximum heart rate, whereas
the control group exercised at below
35% of it. Both interventions were car-
ried out under the supervision of a study

researcher. This is an important point,
Dr. Baker noted, because it means that
both groups were getting the benefit of
leaving their house several times a week
and experiencing social interactions in
classes at the gym.

At baseline and 6 months, everyone
completed cognitive testing (verbal
recall, tests of executive function); a
400-meter timed walking test; glucose
tolerance test; body fat assessment;
and blood and CSF collection. Forty

participants also underwent structural
and functional brain MRI. All results
were controlled for age and education.

For the analysis, Dr. Baker stratified
the group by those younger and older
than 70.

There were no reductions in CSF tau
in either age group in the stretching
cohort. However, in the exercise cohort,
both age groups experienced significant
declines in CSF tau. Tau is released when
neurons are damaged; reductions in tau

suggest a slowing of that damage. The
older group’s tau levels declined by 10
pg/mL — especially impressive given
that their baseline levels were elevated
not only from their cognitive disorder
but also from normal aging.

“In fact, the greatest drops in tau
occurred among the folks who were
starting with the highest levels,”
Dr. Baker said.

She found a trend — albeit nonsig-
nificant — for a positive change in CSF
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amyloid-beta-42 among the interven-
tion group. “In the stretching group,
we expected to see continuation of dis-
ease, and this was reflected in the CSF
amyloid levels, which increased over
6 months. In the aerobic group, this
increase appeared to be attenuated.”
Whole brain blood flow also improved
significantly in the exercise group and
was driven by increased flow in regions
particularly associated with aging and
Alzheimer’s: the superior frontal cortex,
posterior cingulate, and cingulate gyrus.
“In all three regions blood flow was
increased bilaterally, and these increases

were similar. This was encouraging and
suggests that changes related to aging
and Alzheimer’s benefited. Typically, the
signature profile of aging is reduced flow
in the superior frontal region, and the
profile for Alzheimer’s is reduced flow
in the posterior cingulate and cingulate
gyrus. These are exactly the regions that
were boosted by exercise.”

The cognitive measure was a com-
pilation of several tests of executive
function. “Independent of age and
APOEE4 [apolipoprotein E €-4] sta-
tus, we saw significantly improved
performance.”

Dr. Baker said that she is eager not
only to find out how many have inde-
pendently continued to exercise but also
to retest them and see if the effects were
transient or imparted some lasting bene-
fit. She also plans to initiate an 18-month,
phase III trial of the two interventions at
15 sites throughout the United States.

“We really hope these results will help
us move this work forward,” she said.

Dr. Baker had no financial disclo-
sures. G

MICHELE G. SULLIVAN is with the Mid-
Atlantic bureau of Frontline Medical News.

The quality of care you provide is so much more than insulin.

Small vials*—available only from Lilly—are one way we help patients in your postacute rehab facility.
Small vials are just one way that Lilly is ready to help your skilled nursing facility. That’s why we provide a wide
range of Humalog® mealtime insulins and devices, as well as resources to support your staff and patients in their
efforts to keep diabetes management issues where they belong: under control. We want to support your

never-ending goal of providing the best possible diabetes care.

*Smaller vials contain 3 mL of insulin in a 5 mL vial.

Indication for Humalog®

* Humalog is an insulin analog indicated to improve
glycemic control in adults and children with

diabetes mellitus.

Select Safety Information for Humalog

* Humalog is contraindicated during episodes of
hypoglycemia and in patients who are hypersensitive
to Humalog or any of its excipients.

* Never share a Humalog® KwikPen®, cartridge, reusable

Select Safety Information for Humalog,

continued

pen compatible with Lilly 3 mL cartridges, or syringe

between patients as it poses a risk for transmission

of blood-borne pathogens.

* Closely monitor blood glucose in all patients treated

with insulin. Change insulin regimens cautiously.

insulin lispro injection, USP (rDNA origin)
100 units/mL

* Hypoglycemia is the most common adverse effect
of Humalog therapy. The risk of hypoglycemia
increases with tighter glycemic control. Severe
hypoglycemia may be life threatening and can
cause seizures or death.

Please see Important Safety Information and
Brief Summary of Prescribing Information on
following pages.

Go to humalog.com/Itca or contact your Lilly
Diabetes representative for more information
on our resources and quality products.

Lz,

Age-Related
Cognitive
Deficits Differ
by Sex

BY MITCHEL L. ZOLER

WASHINGTON — Age-related cogni-
tive declines have a different presentation
in women and in men.

As men age they show a steeper
decline, compared with women, in their
ability to name words from a list, to name
words that start with a specific letter, and
in trail-making tests, according to initial,
baseline results from 587 people enrolled
in an online program designed to assess
and intervene against age-related declines
in cognitive function.

In contrast, age-related declines among
women showed up more commonly for
reading comprehension, three-dimen-
sional rotation, and clock rotation tests,
Thomas Beaudry said at the Alzheimer’s
Association International Conference
2015. Scores on reaction time and on the
Wisconsin Card Sorting Test declined
with age at roughly similar rates regard-
less of sex.

These sex differences in rates of
age-related cognitive declines in vari-
ous mental function tests “suggest that
careful thought needs to be put into
the selection of tests used for diagnosis”
of early-onset Alzheimer’s disease and
other forms of age-related dementia,
said Mr. Beaudry, a researcher at the
McGill University Research Centre for
Studies in Aging in Montreal.

Mr. Beaudry and his associates devel-
oped a website that allows registered
participants to undergo assessments
of their cognitive function at base-
line. Participants are also encouraged
to regularly play a variety of “brain
games” online designed to improve or
at least help maintain their cognitive
function. Known as the Prevention of
Neurodegenerative Diseases in Everyone
at Risk (PO.N.D.E.R.) program, it had
enrolled 1,536 participants as of July, Mr.
Beaudry said. The enrollees averaged 57
years old, and 79% were women.

At the time of enrollment, partici-
pants complete a panel of eight cog-
nitive function tests. In addition to
completing these assessments at base-
line, participants receive follow-up
requests to undergo reassessment every
6 months.

“What makes PO.N.D.E.R. unique
is the training approach” in which par-
ticipants are asked to play brain games
on the website, he said. The games are
designed to challenge and develop the
same cognitive skills addressed by the
assessments. “The presymptomatic phase
of Alzheimer’s disease presents a window
for intervention through cognitive train-
ing to delay the onset and progression of
the disease,” Mr. Beaudry said. G

MITCHEL L. ZOLER is with the
Philadelphia bureau of Frontline
Medical News.
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Alzheimer’s Disease Drug Development Targets Disease Modification

BY MITCHEL L. ZOLER

WASHINGTON — Finding a drug
therapy for patients with Alzheimer’s
disease that not only improves symp-
toms but also slows or stops the under-
lying disease process and results in
disease modification will be a major
challenge.

Disease modification “indicates the
drug is attacking the underlying biol-
ogy of the disease. The medications
we have now affect only symptoms
and are palliative,” David S. Knopman,
MD, said in an interview during the
Alzheimer’s Association International
Conference 2015.

Designing trials capable of identify-
ing disease-modifying drugs “turns out
to be very challenging. In principle,
a drug with disease-modifying effects
would have bigger and more endur-
ing effects, could be started earlier in
the disease, and would ultimately be

‘In principle, a drug with
disease-modifying effects
would have bigger and
more enduring effects,
could be started earlier
in the disease, and
would ultimately be

of greater benefit to
patients and to society.’

of greater benefit to patients and to
society,” said Dr. Knopman, a profes-
sor of neurology at the Mayo Clinic
in Rochester, MN. He participated in a
session at the meeting focused on the
potential design of trials that could test
a drug’s disease-modifying effect.

Delayed Start
The most likely design that researchers
seem ready to use is a “delayed-start”
trial, in which placebo-treated patients
who serve as controls in the initial,
blinded, and randomized phase of an
efficacy trial then cross over to open-
label treatment once the first segment
primary-endpoint stage is finished. In
most trials “the open-label, long-term
extension will occur anyway,” so adding
a delayed-start element following the end
of an efficacy trial “does not add a lot
of complication to the design,” he said.
Two factors make a delayed-start analy-
sis challenging. First, the drug needs to
show efficacy during the initial, double-
blinded phase. “Only if you see both a
cognitive and some sort of functional-
outcome benefit can you engage in the
delayed-start analysis, to see if the effect
is enduring,” Dr. Knopman said. The
second limitation is patient dropout. “An
open-label, long-term extension over
another 1, 2, or 3 years will invariably
lead to subjects dropping out because
of health issues or social matters and
that makes the statistical analysis more

complicated.” During one trial that
was discussed in depth at the session,
about 40% of patients who entered the
delayed-start phase had left the study by
the time this stage finished 2 years later.

FDA Support

Despite these issues, adding a delayed-
start phase to drug trials likely will become
increasingly common, Dr. Knopman
predicted. Drug developers “will prob-
ably include this as a secondary analysis

because it doesn’t add much expense or
added burden on participants, so it seems
like a win-win.” Plus, representatives
from the Food and Drug Administration
who participated in the session seemed
to endorse the general concept, he noted.
But the most important caveat remains,
he stressed. “You have to first show pri-
mary-outcome results. Only then you can
talk about disease modification.”

The delayed-start trial design was
developed by Eli Lilly. Dr. Knopman

received an honorarium from Lilly for
chairing the data and safety-monitor-
ing committee for two of their trials
through 2012, but since then he has not
had a financial relationship with the
company. He currently is an investiga-
tor in a trial sponsored by Lilly. He said
he has no other disclosures.

MrTcHEL L. ZOLER is with the
Philadelphia bureau of Frontline
Medical News.

Indication for Humalog

* Humalog is an insulin analog indicated to improve glycemic
control in adults and children with diabetes mellitus.

Important Safety Information for Humalog

Contraindications
* Humalog is contraindicated during episodes of hypoglycemia and in
patients who are hypersensitive to Humalog or any of its excipients.

Warnings and Precautions

* Never Share a Humalog KwikPen, Cartridge, Reusable Pen
Compatible with Lilly 3 mL Cartridges, or Syringe Between
Patients: Humalog KwikPens, cartridges, and reusable pens
compatible with Lilly 3 mL cartridges must never be shared
between patients, even if the needle is changed. Patients
using Humalog vials must never share needles or syringes
with another person. Sharing poses a risk for transmission
of blood-borne pathogens.

* Dose Adjustment and Monitoring: Closely monitor blood glucose in
all patients treated with insulin. Change insulin regimens cautiously.
Concomitant oral antidiabetic treatment may need to be adjusted.

The time course of action for Humalog may vary in different
individuals or at different times in the same individual and is
dependent on many conditions, including delivery site, local blood
supply, or local temperature. Patients who change their level of
physical activity or meal plan may require insulin dose adjustment.

¢ Hypoglycemia: Hypoglycemia is the most common adverse
effect of Humalog. The risk of hypoglycemia increases with tighter
glycemic control. Educate patients to recognize and manage
hypoglycemia. Hypoglycemia can happen suddenly and
symptoms may vary for each person and may change over time.
Early warning symptoms of hypoglycemia may be different or
less pronounced under conditions such as long-standing diabetes,
diabetic nerve disease, use of medications such as beta-blockers,
or intensified diabetes control. These situations may result in
severe hypoglycemia and possibly loss of consciousness prior to
the patient’s awareness of hypoglycemia. Severe hypoglycemia
may be life threatening and can cause seizures or death.

Use caution in patients with hypoglycemia unawareness and
who may be predisposed to hypoglycemia. The patient’s
ability to concentrate and react may be impaired as a result
of hypoglycemia. Rapid changes in serum glucose levels may
induce symptoms similar to hypoglycemia in persons with
diabetes, regardless of the glucose value.

Timing of hypoglycemia usually reflects the time-action profile
of administered insulins. Other factors such as changes in food
intake, injection site, exercise, and concomitant medications
may alter the risk of hypoglycemia.

* Allergic Reactions: Severe, life-threatening, generalized allergy,
including anaphylaxis, can occur with Humalog.

* Hypokalemia: Humalog can cause hypokalemia, which,
if untreated, may result in respiratory paralysis, ventricular
arrhythmia, and death. Use caution in patients who may
be at risk for hypokalemia (eg, patients using potassium-
lowering medications or medications sensitive to serum
potassium concentrations).

* Renal or Hepatic Impairment: Frequent glucose monitoring
and insulin dose reduction may be required in patients with
renal or hepatic impairment.

HI95140 04/2015 PRINTED IN USA  ©Lilly USA, LLC 2015. All rights reserved.

Humalog small vials

sized for individual
patient care.*

Important Safety Information for Humalog, continued

Warnings and Precautions, continued

* Mixing of Insulins: Humalog for subcutaneous injection should
not be mixed with insulins other than NPH insulin. If Humalog
is mixed with NPH insulin, Humalog should be drawn into the
syringe first. Injection should occur immediately after mixing.

Subcutaneous Insulin Infusion Pump: Humalog should not be
diluted or mixed when used in an external insulin pump. Change
Humalog in the reservoir at least every 7 days. Change the infusion
set and insertion site at least every 3 days.

Malfunction of the insulin pump or infusion set or insulin
degradation can rapidly lead to hyperglycemia and ketosis.
Prompt correction of the cause of hyperglycemia or ketosis is
necessary. Interim subcutaneous injections with Humalog may be
required. Train patients using an insulin pump to administer insulin
by injection and to have alternate insulin therapy available in case
of pump failure.

Drug Interactions: Some medications may alter glucose
metabolism, insulin requirements, and the risk for hypoglycemia
or hyperglycemia. Signs of hypoglycemia may be reduced or
absent in patients taking anti-adrenergic drugs. Particularly
close monitoring may be required.

Fluid Retention and Heart Failure with Concomitant Use of
PPAR-gamma Agonists: Thiazolidinediones (TZDs), which are
PPAR-gamma agonists, can cause dose-related fluid retention,
particularly when used in combination with insulin, including
Humalog. This may lead to or exacerbate heart failure. Observe
patients for signs and symptoms of heart failure and consider
discontinuation or dose reduction of the PPAR-gamma agonist.

Adverse Reactions

« Adverse reactions associated with Humalog include hypoglycemia,
hypokalemia, allergic reactions, injection-site reactions,
lipodystrophy, pruritus, rash, weight gain, and peripheral edema.

Use in Specific Populations
« Pediatrics: Humalog has not been studied in children with type 1
diabetes less than 3 years of age or in children with type 2 diabetes.

Dosage and Administration
* Humalog should be given within 15 minutes before or
immediately after a meal.

Please see accompanying Full Prescribing Information.
Please see Instructions for Use included with the pen.

HI HCP ISI 25MAR2015

Humalog® and Humalog® KwikPen® are registered trademarks of Eli Lilly and
Company and are available by prescription only.

*Smaller vials contain 3 mL of insulin in a 5 mL vial.

3@/

insulin lispro injection, USP (rDNA origin)

100 units/mL
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Estrogen Therapy Linked to Brain Atrophy in Women With Diabetes

BY MICHELE G. SULLIVAN

WASHINGTON — Women with type
2 diabetes who take estrogen therapy
showed lower total gray matter volume,
with atrophy particularly evident in the
hippocampus.

A new analysis of the Women’s
Health Initiative Memory study sug-
gested that these hormone therapy-
related decrements in brain volume
seem to stabilize in the years after

treatment ends. However, said Christina
E. Hugenschmidt, PhD, of Wake Forest
University, Winston-Salem, NC, the find-
ings also suggested caution when consid-
ering a prescription for estrogen therapy
for a woman with emerging or frank
diabetes.

“The concern is that prescribing estro-
gen to a woman with diabetes could
increase her risk of brain atrophy,” she
said at the Alzheimer’s Association
International Conference 2015.

Dr. Hugenschmidt reviewed data
from the Women’s Health Initiative
Memory Study—-MRI (WHIMS-MRI).
The parallel placebo-controlled trial
randomized women 65 years and older
to placebo, or 0.625 mg conjugated
equine estrogen with or without 2.5
mg progesterone. They were all free of
cognitive decline at baseline.

Dr. Hugenschmidt focused on 1,400
women who underwent two MRI brain
scans: one 2.5 years after beginning the

Humalog® (insulin lispro injection, USP [rDNA origin]) Brief Summary: Consult
the package insert for complete prescribing information.

INDICATIONS AND USAGE
Humalog is an insulin analog indicated to improve glycemic control in adults and
children with diabetes mellitus.

ADMINISTRATION
Humalog has a rapid onset of action and should be given within 15 minutes before
a meal or immediately after a meal.

CONTRAINDICATIONS
Humalog is contraindicated:
e During episodes of hypoglycemia.
e |n patients who are hypersensitive to Humalog or to any of its excipients.

WARNINGS AND PRECAUTIONS

Never Share Pens, Cartridges, Syringes or Needles Between Patients —
Humalog KwikPens, cartridges, and reusable pens compatible with Lilly 3 mL
cartridges must never be shared between patients, even if the needle is changed.
Patients using Humalog vials must never share needles or syringes with another
person. Sharing poses a risk for transmission of blood-borne pathogens.

Dose Adjustment and Monitoring — Glucose monitoring is essential for patients
receiving insulin therapy. Changes to an insulin regimen should be made cautiously
and only under medical supervision. Changes in insulin strength, manufacturer,
type, or method of administration may result in the need for a change in insulin
dose. Concomitant oral antidiabetic treatment may need to be adjusted.

As with all insulin preparations, the time course of action for Humalog may vary
in different individuals or at different times in the same individual and is dependent
on many conditions, including the site of injection, local blood supply, or local
temperature. Patients who change their level of physical activity or meal plan may
require adjustment of insulin dosages.

Hypoglycemia—Hypoglycemia is the most common adverse effect associated
with insulins, including Humalog. The risk of hypoglycemia increases with

tighter glycemic control. Patients must be educated to recognize and manage
hypoglycemia. Hypoglycemia can happen suddenly and symptoms may be
different for each person and may change from time to time. Severe hypoglycemia
can cause seizures and may be life threatening or cause death.

The timing of hypoglycemia usually reflects the time-action profile of the
administered insulin formulations. Other factors such as changes in food intake
(eg, amount of food or timing of meals), injection site, exercise, and concomitant
medications may also alter the risk of hypoglycemia) (see Drug Interactions).

As with all insulins, use caution in patients with hypoglycemia unawareness
and in patients who may be predisposed to hypoglycemia (eg, the pediatric
population and patients who fast or have erratic food intake). The patient’s ability
to concentrate and react may be impaired as a result of hypoglycemia. This may
present a risk in situations where these abilities are especially important, such as
driving or operating other machinery.

Rapid changes in serum glucose levels may induce symptoms similar to
hypoglycemia in persons with diabetes, regardless of the glucose value. Early
warning symptoms of hypoglycemia may be different or less pronounced under
certain conditions, such as longstanding diabetes, diabetic nerve disease, use of
medications such as beta-blockers (see Drug Interactions), or intensified diabetes
control. These situations may result in severe hypoglycemia (and, possibly, loss of
consciousness) prior to the patient’s awareness of hypoglycemia.
Hypersensitivity and Allergic Reactions—Severe, life-threatening, generalized
allergy, including anaphylaxis, can occur with insulin products, including Humalog
(see Adverse Reactions).

Hypokalemia—All insulin products, including Humalog, cause a shift in potassium
from the extracellular to intracellular space, possibly leading to hypokalemia.
Untreated hypokalemia may cause respiratory paralysis, ventricular arrhythmia,
and death. Use caution in patients who may be at risk for hypokalemia

(eg, patients using potassium-lowering medications, patients taking medications
sensitive to serum potassium concentrations).

Renal or Hepatic Impairment—Frequent glucose monitoring and insulin dose
reduction may be required in patients with renal or hepatic impairment.

Mixing of Insulins—Humalog for subcutaneous injection should not be mixed
with insulin preparations other than NPH insulin. If Humalog is mixed with NPH
insulin, Humalog should be drawn into the syringe first. Injection should occur
immediately after mixing.

Do not mix Humalog with other insulins for use in an external subcutaneous
infusion pump.

Subcutaneous Insulin Infusion Pumps—When used in an external insulin pump
for subcutaneous infusion, Humalog should not be diluted or mixed with any other
insulin. Change the Humalog in the reservoir at least every 7 days; change the
infusion sets and the infusion set insertion site at least every 3 days. Humalog
should not be exposed to temperatures greater than 98.6°F (37°C).

Malfunction of the insulin pump or infusion set or insulin degradation can rapidly
lead to hyperglycemia and ketosis. Prompt identification and correction of the
Humalog® (insulin lispro injection, USP [rDNA origin]) HI HCP BS 25MAR2015

cause of hyperglycemia or ketosis is necessary. Interim subcutaneous injections
with Humalog may be required. Patients using continuous subcutaneous insulin
infusion pump therapy must be trained to administer insulin by injection and
have alternate insulin therapy available in case of pump failure (see Dosage and
Administration and How Supplied/Storage and Handling).

Drug Interactions—Some medications may alter insulin requirements and the
risk for hypoglycemia and hyperglycemia. Some medications may mask the signs
of hypoglycemia in some patients. Therefore, insulin dose adjustments and close
monitoring may be required.

Fluid Retention and Heart Failure with Concomitant Use of PPAR-gamma
Agonists—Thiazolidinediones (TZDs), which are PPAR-gamma agonists, can
cause dose-related fluid retention, particularly when used in combination with
insulin, including Humalog. Fluid retention may lead to or exacerbate heart
failure. Observe patients for signs and symptoms of heart failure and consider
discontinuation or dose reduction of the PPAR-gamma agonist.

ADVERSE REACTIONS
Hypoglycemia and hypokalemia are discussed in Warnings and Precautions.

Clinical Trial Experience—Because clinical trials are conducted under widely
varying designs, the adverse reaction rates reported in one clinical trial may
not be easily compared with those rates reported in another clinical trial, and
may not reflect the rates actually observed in clinical practice.

The frequencies of treatment-emergent adverse events during Humalog
clinical trials in patients with type 1 diabetes mellitus and type 2 diabetes
mellitus are listed in the tables below.

Table 1: Treatment-Emergent Adverse Events in Patients with Type 1
Diabetes Mellitus (adverse events with frequency >5%)

Events, n (%) Lispro (n=81) Regular human insulin
(n=86)
Flu syndrome 28 (34.6) 28(32.6)
Pharyngitis 27(33.3) 29(33.7)
Rhinitis 20 (24.7) 25(29.1)
Headache 24 (29.6) 19 (22.1)
Pain 16 (19.8) 14 (16.3)
Cough increased 14 (17.3) 15(17.4)
Infection 11(13.6) 18(20.9)
Nausea 5(6.2) 13(15.1)
Accidental injury 7(8.6) 10(11.6)
Surgical procedure 5(6.2) 12 (14.0)
Fever 5(6.2) 10 (11.6)
Abdominal pain 6(7.4) 781
Asthenia 6(7.4) 7(8.1)
Bronchitis 6(7.4) 6(7.0)
Diarrhea 7(8.6) 5(5.8)
Dysmenorrhea 5(6.2) 6(7.0)
Myalgia 6(7.4) 5(5.8)
Urinary tract infection 5(6.2) 4(4.7)

Table 2: Treatment-Emergent Adverse Events in Patients with Type 2
Diabetes Mellitus (adverse events with frequency >5%)

Events, n (%) Lispro Regular human insulin
(n=714) (n=709)

Headache 63 (11.6) 66 (9.3)

Pain 77(10.8) 71(10.0)

Infection 72(10.1) 54(7.6)

Pharyngitis 47 (6.6) 58 (8.2)

Rhinitis 58 (8.1) 47 (6.6)

Flu syndrome 44 (6.2) 58 (8.2)

Surgical procedure 53(7.4) 48 (6.8)

Insulin Initiation and Intensification of Glucose Control

Intensification or rapid improvement in glucose control has been associated
with a transitory, reversible ophthalmologic refraction disorder, worsening of
diabetic retinopathy, and acute painful peripheral neuropathy. However, long-term
glycemic control decreases the risk of diabetic retinopathy and neuropathy.
Humalog® (insulin lispro injection, USP [rDNA origin]) HI HCP BS 25MAR2015

study and another about 5 years after
that. The primary outcomes were total
brain volume, including any ischemic
lesions, total gray matter, total white
matter, frontal lobe and hippocampal
volume, and ischemic white matter
lesion load.

At enrollment, the women were a
mean age of 70 years old; 124 had type
2 diabetes. About 42% had long-standing
disease of 10 years or longer. Not sur-
prisingly, there were some significant
differences between the diabetic and
nondiabetic groups: Body mass index,
waist girth, and waist/hip ratio were all
significantly larger in the women with
diabetes.

Diabetes = Less Brain Volume

At the first scan, women with diabetes
who had been randomized to estrogen
therapy had about 18 cc less total brain
volume than those without diabetes.
The brain volumes of women with dia-
betes who were taking placebo were
nearly identical to those of the nondia-
betic women, regardless of what treat-
ment they were taking.

The difference seemed to be driven by
aloss of gray matter, Dr. Hugenschmidt
said. There was no significant effect
on white matter. The hippocampus
appeared to have a similar amount of
shrinkage. However, she added, there
were no differences in cognitive scores
on the Mini Mental State Exam.

Insulin use didn’t appear to ame-
liorate the findings of smaller brain
volume among those with diabetes.
Atrophy didn’t progress, however; find-
ings at the same scan were similar.

Interrupted Brain Metabolism
The findings may be linked to the sup-
pression of a natural process that occurs
during the perimenopausal transition,
Dr. Hugenschmidt said. Estrogen is cru-
cial in maintaining the brain’s energy
metabolism. It works by increasing glu-
cose transport and aerobic glycolysis.
But during this time of life, as estro-
gen wanes, it becomes uncoupled from
the glucose metabolism pathway. The
female brain then begins to use ketone
bodies as its primary source of energy.
Intact estrogen levels normally down-
regulate the use of alternative energy
sources before menopause; supplement-
ing them seems to prevent this transition
from occurring.

“Among older women with diabetes
for whom the glucose-based energy
metabolism promoted by estrogen is
already compromised, this downregu-
lation of alternative energy sources
may lead to increased atrophy of gray
matter, which has a greater metabolic
demand relative to white matter,” Dr.
Hugenschmidt and her colleagues
wrote in an article published online
ahead of print in Neurology (2015 July 10
[doi:10.1212/WNL.0000000000001816).

Dr. Hugenschmidt reported having
no relevant financial disclosures. G

MicHELE G. SULLIVAN is with the Mid-
Atlantic bureau of Frontline Medical News.
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CDC: Coordinated Strategy Will Curb Resistant Infections

BY KARI OAKES

coordinated approach to infection

control and antibiotic steward-

ship would dramatically reduce
the number of people affected by an-
tibiotic-resistant pathogens and health
care-associated infections (HAIs), saving
tens of thousands of lives and billions of
dollars over the next 5 years, according
to a federal report.

With a nationwide prevention and
antibiotic stewardship program, the
total number of HAIs could be reduced
by 619,000 over the next 5 years, saving
37,000 lives and reducing direct medical
costs by $7.7 billion, Thomas Frieden,
MD, MPH, director of the Centers for
Disease Control and Prevention, said in
a telebriefing sponsored by the agency.

The coordinated approach requires
both a public health tracking and alert-
ing system and robust interfacility infec-
tion control practices. “Facilities that go
it alone can't effectively protect their
own patients,” he said.

In a CDC Vital Signs report, Rachel
Slayton, PhD, of the Center for Emerging
and Zoonotic Infectious Diseases, used
carbapenem-resistant Enterobacteriaceae
(CRE) as the test case to determine the
effect size of coordinated compared

PA/LTC
Perspective

The CDC is to be commended for
its push toward a more coordinated
approach to infection control.
Although evidence supports the
efficacy of specific antimicrobial
stewardship programs in PA/LTC
settings, the prerequisites for success
vary considerably, depending on the
context and scope of the program.
At a minimum, success requires
buy-in from the medical and nursing
staff. There need to be clear lines of
accountability and efficient means of
interprofessional communication. A
close partnership with the pharmacy
and consulting pharmacist is also a
must and may require more on-site
presence than is the norm. In addi-
tion, the medical director, the direc-
tor of nursing, and the administrator
must work collaboratively to ensure
timely communication and the shar-
ing of content expertise with their
acute care partners.

A major challenge in accomplish-
ing the CDC'’s objectives is to over-
come the current dearth of infection
control practitioners in post-acute/
long-term care. Resources must also
be directed toward the real time col-
lection of facility-specific microbial
data, including resistance patterns,
as well as the dissemination of
evidence-based treatment algo-
rithms. While there is clearly much
to do, doing nothing and accepting
the status quo is not an option.

—Paul Katz, MD, CMD
Tallahassee, FL

with institution-based infection control
and alerting practices.

She and her coauthors projected that
the number of health care-associated
CRE infections would rise about 10%
over the next 5 years, from 310,000 to
340,000, under current practices. Using
these prevalence figures, a coordinated
approach would result in CRE preva-
lence within a health care network of
just 2% after 5 years, compared with a
12% baseline prevalence and an 8.6%

prevalence with augmented individual
efforts.

Infection control practices that are
enhanced by interfacility coordina-
tion may include maintaining regional
databases that permit alerts when an
individual with an HAI transfers from
one facility to the other; having inter-
institution agreement about best
practices for gowning, gloving, and
isolation; and commencing enhanced
screening for HAIs when public health

officials identify a potential outbreak.
Implementation of the coordinated
approach would be supported by the
CDC'’s Antibiotic Resistance Solutions
Initiative, with $264 million requested
in the federal fiscal year 2016 budget for
a broad set of programs and laboratory
facilities for improved surveillance for
resistant pathogens. G

Karr OAKES is with the Midwest bureau of
Frontline Medical News.

Lipodystrophy

Long-term use of insulin, including Humalog, can cause lipodystrophy at
the site of repeated insulin injections or infusion. Lipodystrophy includes
lipohypertrophy (thickening of adipose tissue) and lipoatrophy (thinning of
adipose tissue), and may affect insulin absorption. Rotate insulin injection or
infusion sites within the same region to reduce the risk of lipodystrophy (see
Dosage and Administration).

Weight Gain

Weight gain can occur with insulin therapy, including Humalog, and has been
attributed to the anabolic effects of insulin and the decrease in glucosuria.
Peripheral Edema

Insulin, including Humalog, may cause sodium retention and edema,
particularly if previously poor metabolic control is improved by intensified
insulin therapy.

Adverse Reactions with Continuous Subcutaneous Insulin Infusion (CSII)

In a 12-week, randomized, crossover study in adult patients with
type 1 diabetes comparing Humalog (n=38) to regular human insulin (n=39),
the rates of catheter occlusions per month (0.9 vs. 0.10, respectively) and
infusion site reactions (2.6% vs. 2.6%, respectively) were similar.

In a randomized, 16-week, open-label, parallel design study of children and
adolescents with type 1 diabetes, adverse event reports related to infusion-site
reactions were similar for insulin lispro and insulin aspart (21% of 100 patients
versus 17% of 198 patients, respectively). In both groups, the most frequently
reported infusion site adverse events were infusion site erythema and infusion
site reaction.

Allergic Reactions

Local Allergy—As with any insulin therapy, patients taking Humalog may
experience redness, swelling, or itching at the site of the injection. These minor
reactions usually resolve in a few days to a few weeks, but in some occasions,
may require discontinuation of Humalog. In some instances, these reactions
may be related to factors other than insulin, such as irritants in a skin cleansing
agent or poor injection technique.

Systemic Allergy—Severe, life-threatening, generalized allergy, including
anaphylaxis, may occur with any insulin, including Humalog. Generalized allergy
to insulin may cause whole body rash (including pruritus), dyspnea, wheezing,
hypotension, tachycardia, or diaphoresis.

In controlled clinical trials, pruritus (with or without rash) was seen in
17 patients receiving regular human insulin (n=2969) and 30 patients receiving
Humalog (n=2944).

Localized reactions and generalized myalgias have been reported with injected
metacresol, which is an excipient in Humalog (see Contraindications).

Antibody Production

In large clinical trials with patients with type 1 (n=509) and type 2 (n=262)
diabetes mellitus, anti-insulin antibody (insulin lispro-specific antibodies,
insulin-specific antibodies, cross-reactive antibodies) formation was evaluated
in patients receiving both regular human insulin and Humalog (including patients
previously treated with human insulin and naive patients). As expected, the largest
increase in the antibody levels occurred in patients new to insulin therapy. The
antibody levels peaked by 12 months and declined over the remaining years of the
study. These antibodies do not appear to cause deterioration in glycemic control
or necessitate an increase in insulin dose. There was no statistically significant
relationship between the change in the total daily insulin dose and the change in
percent antibody binding for any of the antibody types.

USE IN SPECIFIC POPULATIONS

Pregnancy—Pregnancy Category B. All pregnancies have a background risk

of birth defects, loss, or other adverse outcome regardless of drug exposure.
This background risk is increased in pregnancies complicated by hyperglycemia
and may be decreased with good metabolic control. It is essential for patients
with diabetes or history of gestational diabetes to maintain good metabolic
control before conception and throughout pregnancy. In patients with diabetes or
gestational diabetes insulin requirements may decrease during the first trimester,
generally increase during the second and third trimesters, and rapidly decline
after delivery. Careful monitoring of glucose control is essential in these patients.
Therefore, female patients should be advised to tell their physicians if they intend
to become, or if they become pregnant while taking Humalog.

Although there are limited clinical studies of the use of Humalog in pregnancy,
published studies with human insulins suggest that optimizing overall glycemic
control, including postprandial control, before conception and during pregnancy
improves fetal outcome.

Nursing Mothers—It is unknown whether insulin lispro is excreted in human milk.
Use of Humalog is compatible with breastfeeding, but women with diabetes who
are lactating may require adjustments of their insulin doses.

Pediatric Use—Humalog is approved for use in children for subcutaneous daily
injections and for subcutaneous continuous infusion by external insulin pump.
Humalog has not been studied in pediatric patients younger than 3 years of age.
Humalog has not been studied in pediatric patients with type 2 diabetes.

Geriatric Use—Of the total number of subjects (n=2834) in eight clinical studies
of Humalog, twelve percent (n=338) were 65 years of age or over. The majority of
Humalog® (insulin lispro injection, USP [rDNA origin]) HI HCP BS 25MAR2015

these had type 2 diabetes. HbA1c values and hypoglycemia rates did not differ by
age. Pharmacokinetic/pharmacodynamic studies to assess the effect of age on the
onset of Humalog action have not been performed.

OVERDOSAGE

Excess insulin administration may cause hypoglycemia and hypokalemia. Mild
episodes of hypoglycemia usually can be treated with oral glucose. Adjustments
in drug dosage, meal patterns, or exercise may be needed. More severe episodes
with coma, seizure, or neurologic impairment may be treated with glucagon or
concentrated intravenous glucose. Sustained carbohydrate intake and observation
may be necessary because hypoglycemia may recur after apparent clinical
recovery. Hypokalemia must be corrected appropriately.

STORAGE

Do not use after the expiration date.

Unopened Humalog should be stored in a refrigerator (36° to 46°F [2° to 8°C]),
but not in the freezer. Do not use Humalog if it has been frozen. In-use Humalog
vials, cartridges, pens, and Humalog KwikPen® should be stored at room
temperature, below 86°F (30°C), and must be used within 28 days or be discarded,
even if they still contain Humalog. Protect from direct heat and light.

PATIENT COUNSELING INFORMATION: See FDA-approved patient labeling and
Patient Counseling Information section of the Full Prescribing Information.

Humalog® and Humalog® KwikPen® are registered trademarks of Eli Lilly
and Company.

Marketed by: Lilly USA, LLC, Indianapolis, IN 46285, USA

Copyright © 1996, 2011, Eli Lilly and Company. All rights reserved.
Additional information can be found at www.humalog.com.

HI' HCP BS 25MAR2015
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Dear Dr. Jeff

By Jeff Nichols, MD, CMD

Fixing Potholes in the Road to Better Communication

Dear Dr. Jeff:

You recently responded to the issue of homes
troubled by a single disruptive family mem-
ber creating turmoil. Our problem is dif-
ferent. We have a hundred families, each
seemingly reasonable, who exhaust our staff
with minor complaints and questions. It feels
as though we hardly have time to actually
care for the residents. Yet the residents them-
selves appear happy. Any suggestions?

Dr. Jeff responds:

In the classic movie Cool Hand Luke, the
warden responds to each conflict with
the hero-convict Paul Newman, before
punishing him, saying, “What we’ve got
here is a failure to communicate.” But
sometimes the problem really is a com-
munications failure, particularly when
the care is competent and compassion-
ate, but the families are still unhappy.
Although some LTC professionals
dream of a facility caring only for child-
less orphans, the reality is that chronic
disease in our society generally plays out
in the context of the family, and excel-
lent care requires that family anxieties
be addressed as well. When the families
and the nursing home work together
as a team, the work is easier and more
satisfying.

Communication with families begins
at the time of admission. Thirty years
ago, families and often prospective resi-
dents routinely visited and toured the
facility prior to admission. Sometimes
they selected the floor or room they pre-
ferred, met relevant staff and reviewed
facility practices. Admissions were
arranged for the morning and often
lunch had been ordered in advance.
Although occasional family tours still
occur at some facilities, they are gen-
erally in the context of an anticipated
hospital discharge the following day.

More often, new residents come
directly from the hospital barely know-
ing to which facility they are being dis-
charged, or where it is located, before
being hustled into an ambulance or
ambulette. A common question on
admission is: “Does my family know
I'm here?” Often families insist that dis-
charges be delayed until after working
hours so that they may accompany a
loved one during the transfer for reas-
surance or even simply to find out where
they are going. Whether for hospital
or family convenience, admissions now
generally occur in the late afternoon or
evening, long after the day shift has left.
Indeed, many facilities will still accept
a new resident until 11:59 p.m. to get
credit for another filled bed for the day.
Anxious residents and staff arrive when
the facility is typically less staffed. Senior

administrative, rehabilitation, dietary,
and social work personnel have usually
already gone home. Frequently, there is
no physician or nurse practitioner there.

Families, already suspicious of the
quality of nursing home care, are unlikely
to be reassured by this scenario. So, even
if everything the first night and following
morning proceeds relatively smoothly,
the facility is already working to catch up
from a poor initial impression.

Shouldering Blame

Unfortunately, the first night rarely
goes smoothly. Perhaps the admissions
department has failed to alert the unit
of the anticipated arrival of the resident
or their variety of special needs. Transfer
documentation may have been mis-
placed. Medication lists and discharge
summaries are often inaccurate, incon-
sistent, or simply missing. Cognitively
intact patients and involved family care-
givers may not be adequately informed
about the major diagnoses for which
patients have been treated, much less the
results of significant tests or the antici-
pated prognosis. Weight-bearing status
may be unspecified or unclear, complex
diets inappropriate for long-term care
may be requested, and braces or other
supportive equipment may be in place
without instructions regarding their use
or permission for their removal at night.

Often the floor staff, whether directly
or nonverbally, conveys the message that
they weren’t prepared for the resident
and wish the new arrival hadn’t come.
Unprepared rooms and unmade beds,
prolonged pharmacy delays, missing
meals, lack of required translators, and
a general air of confusion reinforce a
negative first impression that may take
weeks or months to overcome, if at all.
Once a family has been persuaded that
the facility is disorganized and disinter-
ested, they will understandably be vigi-
lant in protecting their loved one from
our mistakes and ignorance.

Even if we blame many of these prob-
lems on the hospitals, evil insurance
plans regulating lengths of stay, or the
chaotic medical system that creates silos
and inadequately funds long-term care
(indeed, all of them deserve some of the
blame), the families will ultimately blame
us. Complainers, even chronic complain-
ers, are not always wrong. And, after all,
we are providers presenting ourselves as
caring for the old and frail. Facilities that
fail to create an orderly and welcoming
transfer process invite family conflict.

Family perceptions of disrespect and
disinterest typically lead to demands to
speak with the medical director, whom
they incorrectly assume runs the facility.

A brief exploration of their questions
and concerns is advisable. Time will ulti-
mately be saved if the relevant disciplines
are also present, particularly the unit
nurse manager or the director of nursing.

In the Know

Federal law requires facilities participat-
ing in Medicare and Medicaid to collect
significant information regarding every
resident’s prior history and preferences,
complete an elaborate assessment pro-
cess (the MDS [Minimum Data Set]),
create a care plan based on all the infor-
mation obtained, and deliver care based
on the combination of all that data and
the written orders of a licensed physi-
cian. Everyone working in skilled nurs-
ing facilities knows this, but virtually
no one outside of our world knows it.

For example, many New York nursing
homes have been meeting regularly with
networks of local hospitals to improve
care coordination and assist in a statewide
process attempting to integrate physical
and behavioral health. As part of that pro-
cess, facilities were asked what percent-
ages of new admissions are screened for
depression or dementia using validated
measures, and whether these screens are
ever repeated. The hospital representa-
tives were totally shocked to learn that
the number for every nursing home was
100%, and that periodic reevaluations
are standard practice. If major teaching
hospitals with sophisticated case man-
agement departments don’t know about
the MDS and that it embeds the PHQ-9
(Patient Health Questionnaire) and
BIMS (Brief Interview for Mental Status)
screening tests, why would we expect
families to know anything about it?

When the family is oriented to this
process, their anxiety is relieved, open-
ing the door to better communication.
They should be informed that we will
be reaching out to them with important
information regarding their loved one’s
habits and preferences. Families are gen-
erally amazed at the comprehensiveness
and resident-focused nature of this pro-
cess. Next, families should be instructed
that the designated representative will
be invited to a care planning meeting
where they will be fully informed of
the results of all assessments and will be
encouraged to participate in the creation
of the care plan. When informed about
the process, few families will barrage
every department requesting informa-
tion or making suggestions.

Caregivers should also be told about
ways they may be able to improve their
loved one’s stay. These ways include locat-
ing or supplying appropriate clothing and
shoes for a post-acute stay and bringing

dentures, eyeglasses, or hearing aids,
which may have been left at home or
taken home from the hospital for safety.
Other personal items such as reading
materials, puzzles, photographs, comfort-
ers, and a device to listen to favorite music
may also make the nursing home experi-
ence more enjoyable and home-like.

Making Allies

The care planning meeting is another
opportunity to make the family into
an ally. Unrealistic expectations can
be addressed while priority areas can
be incorporated into the care plan.
Unfortunately, since the family’s pres-
ence often necessitates extra time in
an otherwise time-consuming process,
many facilities discourage family partici-
pation. Those meetings are scheduled
during work hours, often in locations
without adequate telephone or Skype
connections to allow outside participa-
tion. Times are rarely adjusted for family
convenience but may be shifted at the
last minute to meet staff needs.

If timing conflicts do not allow family
participation, arrangements should be
made for the family to meet with one
of the team members who can sum-
marize the findings from each of the
disciplines and fully inform the family
about the care plan and all medications.
That individual, who may be a nurse,
social worker, or rehabilitation therapist,
should be prepared to resolve any out-
standing concerns for the family.

Many professionals try to minimize
the severity of resident disabilities in an
attempt to reassure families. We may
describe a resident who is continent
and ambulatory, but forgetful, disori-
ented to time, and having a tendency
to wander off at night as having “early
Alzheimer’s.” But from the family’s per-
spective, these are devastating changes.
Failure to clarify functional deficits can
produce false expectations regarding
the trajectory of recovery. Of course,
miracles do happen, but false hope only
produces poor decisions and ongoing
recriminations. Ironically, family guilt is
allayed when the facility demonstrates
exactly why nursing home placement is
absolutely necessary.

Families who feel welcomed, listened
to, and informed are unlikely to be
suspicious, demanding, or obstructive.
Communication is a sign of respect. In
order to get respect, we must demon-
strate respect. G

DRr. NIcHOLS is president of the New
York Medical Directors Association and
a member of the Caring for the Ages
Editorial Advisory Board.
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Glycopyrronium Improves Health Status, Lung Function in COPD

BY SHARON WORCESTER

DENVER — Twice-daily treatment
with the long-acting muscarinic antago-
nist glycopyrronium improved health
status and lung function in patients
with chronic obstructive pulmonary
disorder and moderate to severe air-
flow limitation in the randomized,
double-blind, placebo-controlled GEM2
(Glycopyrronium Effect on Symptoms
and Lung Function) study.

In patients with stable symptomatic
COPD with moderate to severe air-
flow limitation, twice-daily 12.5-mcg
dosing of glycopyrronium provides
clinically meaningful improvement in
lung function over the 12-hour dos-
ing interval, has early onset, and is
sustained over 12 weeks when com-
pared with placebo. It is also associ-
ated with significant improvements
in COPD symptoms, health status,
and rescue medication use, as well
as numerical improvement in dys-
pnea scores, Edward Kerwin, MD,
of the Clinical Research Institute of
Southern Oregon, PC, Medford, and
his colleagues reported in a poster
at an international conference of the
American Thoracic Society.

Lung function — as measured by
forced expiratory volume in 1 second

(FEV,) area under the curve from 0
to 12 hours (AUC 0-12h) — was sig-
nificantly better both at day 1 and at
week 12 of treatment in 216 patients
who were randomized to receive a
12.5 mcg twice daily dose of the fast-
onset, long-acting muscarinic antago-
nist (Novartis), compared with 216
patients who received placebo; there
was a “significant and clinically mean-
ingful between-treatment difference
of 119 and 123 mL, respectively,” the
researchers wrote.

“Glycopyrronium also showed con-
sistently significant improvements in
trough FEV, vs. placebo at all assessed
time points,” they said, adding that gly-
copyrronium showed an early onset
of bronchodilation with significant
improvements in FEV, at 5 and 15 min-
utes post dose, compared with placebo
at day 1 and week 12.

The least squares mean treatment
differences for glycopyrronium vs.
placebo for change from baseline in
trough forced vital capacity (FVC)
were 171 mL on day 2, and 130 mL
at week 12. Peak FEV, and peak FVC
were significantly improved with gly-
copyrronium vs. placebo on day 1
(least squares mean treatment differ-
ences of 137 and 223 mL, respectively)
and at week 12 (least squares mean

Umeclidinium Triple Therapy
Improves Lung Function

DENVER — Lung function and health-
related quality of life improved for
patients with chronic obstructive pul-
monary disorder who received the
long-acting muscarinic agent (LAMA)
umeclidinium with fixed-dose inhaled
corticosteroid/long-acting beta antago-
nist (LABA) therapy, based on a post hoc
analysis of pooled data from four phase
II trials.

Compared with inhaled corticosteroid
(ICS)/LABA therapy alone, the triple
therapy increased the number of rescue-
free days, Thomas Siler, MD, a pulmon-
ologist with Midwest Chest Consultants,
St. Charles, MO, reported at an inter-
national conference of the American
Thoracic Society.

The analysis involved 819 patients
treated with 62.5 mcg of umeclidinium
(Ellipta) — an approved maintenance
treatment for COPD — plus ICS/LABA,
821 patients treated with 125 mg ume-
clidinium plus ICS/LABA, and 818
who received placebo and ICS/LABA.
Statistically significant improvements
were seen with active triple therapy
vs. dual therapy plus placebo in forced
expiratory volume in 1 second (FEV))
at day 85 (0.130 L) and at all other time
points, as well as in 0 to 6 h weighted
mean FEV, at day 84 (0.152 L), Dr. Siler
said.

With active triple therapy vs. dual
therapy plus placebo, overall rescue use
was reduced by 0.3 puffs/day, and the

number of rescue-free days increased
by 7.1%. Also, St. George’s Respiratory
Questionnaire (SGRQ) score at day 84
decreased by 1.55 vs. placebo, and the pro-
portion of SGRQ responders was 41% vs.
31% for umeclidinium vs. placebo (odds
ratio, 1.6).

Moderate/severe COPD exacerba-
tions were experienced by 88 patients: 31
(4%) of the umeclidinium group patients
and 57 (7%) of the placebo group
patients.

The findings were similar in the
patients who received off-label 125-mg
dosing of umeclidinium, and the inci-
dence of adverse events and serious
adverse events was similar across treat-
ment groups, Dr. Siler noted.

Data on the benefits of LAMAs in
triple therapy in patients with moderate
to very severe COPD are limited. This
pooled analysis of data from four ran-
domized, double-blind, parallel-group
12-week trials of once-daily add-on ume-
clidinium included COPD patients who
entered a 4-week run-in on open-label
ICS/LABA (either fluticasone furoate/
vilanterol 100/25 mcg or fluticasone
propionate/salmeterol 250/50 mcg),
and who were then randomized to
receive 62.5 or 125 mcg of umeclidinium

or placebo.
GlaxoSmithKline  funded  the
study. G

—SHARON WORCESTER

Patients in the study needed fewer daily puffs and had less need for
rescue medications.

treatment differences of 148 and 201
mlL, respectively).

Health status was improved at week
12, with both significant and clini-
cally meaningful improvements in St.
George’s Respiratory Questionnaire
total score in the treatment vs. placebo
group (-6.4 vs. —1.2), and the percent-
age of patients achieving minimal clini-
cally important differences (MCID),
defined as at least 4 units, was sig-
nificantly higher in the treatment vs.
placebo group (54.9% vs. 42.3%), the
investigators said.

Additionally, numerical improve-
ments in transition dyspnea index
total score and percentage of patients
achieving a MCID, defined as at least
one unit, were observed at week 12
in the glycopyrronium vs. placebo

group.

Wide-Ranging Improvement
Patients in the glycopyrronium group
showed improvement on all symptoms
scores and endpoints, according to data
recorded in patient e-diaries, and those
in the treatment group also were able
to perform usual daily activities signifi-
cantly more often than those in the pla-
cebo group.

“A statistically significant decrease in
daily, daytime, and nighttime number
of puffs, and a significant increase in
the percentage of days with no rescue
medication use were observed,” the
investigators noted.

Patients included in the multicenter
GEM2 study were adults aged 40 years
and older with moderate to severe air-
flow limitation (GOLD 2011 strategy
level 2 or 3), who were either current or
former smokers with a smoking history
of at least 10 pack-years. All had post-
bronchodilator FEV, of at least 30% and
less than 80% of the predicted value,
and postbronchodilator FEV,/forced
vital capacity ratio of less than 0.70 at
a run-in visit.

They also all had a modified Medical
Research Council grade of 2 or greater
at the run-in visit. Patients with a history
of asthma or with a COPD exacerbation

requiring treatment with antibiotics
and/or systemic corticosteroids, and/
or with hospitalization within 6 weeks
of the screening and run-in periods were
excluded, as were those with a history of
long QT syndrome or whose corrected
QT was greater than 450 ms at the run-
in visit.

All underwent an initial 1- to 7-day
washout period and a 2-week run-in
period prior to randomization, as well
as a safety follow-up period. Patients
received either glycopyrronium 12. 5 mcg
or placebo twice daily delivered via the
Neohaler device for 12 weeks.

Well Tolerated

Treatment was generally well toler-
ated; of the 430 patients included in
the safety set, 44 permanently discon-
tinued treatment due to adverse events
(4.6% and 4.2% in the treatment and
placebo groups, respectively). The
number who experienced at least one
adverse event during the treatment
period was similar in the two groups;
COPD was the most common adverse
event, occurring in 20.8% of those in
the treatment group and 21.5% in the
placebo group.

A nonfatal myocardial infarction
occurred in one patient in the treat-
ment group.

Laboratory parameters and vital
sign findings were comparable in the
two groups.

Based on the findings of the GEM
studies, Novartis has submitted a New
Drug Application to the Food and
Drug Administration; glycopyrronium
is already approved in more than 70
countries, including countries in Latin
America and the European Union, as a
once-daily treatment marketed as the
Seebri Breezhaler.

The GEM2 study was sponsored by
Novartis Pharmaceuticals. Two of the
study researchers are Novartis employ-
ees.

SHARON WORCESTER is with the
Southeast bureau of Frontline Medical
News.

© ISTOCKPHOTOS.COM/JAN-OTTO
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More Older Adults Needed in Cancer Trials

BY MARY ANN MOON

Cancer research must include
more older adult participants
because the evidence base for
treating this patient population is too
sparse, according to an American Soci-
ety of Clinical Oncology position state-
ment published online in the Journal of
Clinical Oncology.

Key evidence is lacking because older
adults are usually excluded from clinical
trials, even though most cancer patients
are 65 and older. Both patients and their
clinicians are forced to base treatment
plans on data from younger, healthier
patients, from studies that often don’t
even consider endpoints that matter
most to them: not just survival rates
but quality of life measures and rates of
functional independence.

‘We need to see clinical
trials that mirror the
age distribution and
health risk profile of
patients with cancer.’

Moreover, older adults respond dif-
ferently than younger adults to can-
cer treatments because age-associated
physiologic changes, higher incidence
of comorbidities, and greater use of
medications may interact with cancer
therapies. “We need to see clinical tri-
als that mirror the age distribution and
health risk profile of patients with can-
cer,” said Arti Hurria, MD, coauthor of
the statement and director of the cancer
and aging research program at City of
Hope, Duarte, CA, and her associates.

The position statement includes five
recommendations and 16 specific action
items to achieve this goal.

First, the cancer research community
— regulatory agencies, study funders,
and researchers — must expand eligibil-
ity criteria so that more older adults can
participate in studies. A rationale must
be provided for all restrictions based on
age, performance status, or comorbidi-
ties. And funders such as the National
Cancer Institute and the National
Institute on Aging should incentivize
research that includes older adults.

Second, research design and infra-
structure must be used to incentivize the
inclusion of older adults. For example,
Medicare could cover the off-label use
of cancer therapies in older patients in
selected trials, and research databases
could be encouraged to collect informa-
tion pertaining to older patients.

Third, the Food and Drug
Administration should be given author-
ity to both incentivize and require stud-
ies to include older adults. For example,
the agency could reward drug manu-
facturers for including older patients in
trials of new cancer therapies by grant-
ing them 6-month patent extensions, or
it could encourage the development of
new agents by expediting their review.

Alternatively, the FDA could limit the
compensation available to manufac-
turers that don’t include older study
subjects. And the FDA should include
geriatrics experts on its advisory boards,
such as the Oncology Drug Advisory
Committee.

Fourth, clinicians should encourage
the recruitment of their older patients
into clinical trials. The single most
important predictor of whether or not
a cancer patient enrolls in a study is that
his or her clinician has recommended

it. And one way to increase such rec-
ommendations is to increase reimburse-
ment for the time and effort it takes
clinicians to find and explain relevant
studies to patients.

Finally, professional journals should
incentivize researchers to report on the
substantial data they already collect
about older study subjects, but do not
analyze or report on. And professional
journals should include geriatric oncol-
ogy experts on their editorial boards
and as peer reviewers, to ensure that

cancer research results are applicable to
the majority of people who have can-
cer, according to the position statement
(J Clin Oncol 2015 July 20 [doi:10.1200/
JC0.2015.63.03197).

This position statement was supported
by a subcommittee of the American
Society of Clinical Oncology’s cancer
research committee.

Mary ANN MooN is a Frontline
Medical News freelance writer based in
Clarksburg, MD.
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Community LTC

By Bill Kubat, LNHA

Geriatric Med Ed Preps New Recruits for a Fast-Changing Future

“The Times They Are A-Changin’”?

That’s true of many things, but it’s
certainly true of geriatric medical educa-
tion. How and when geriatrics is intro-
duced broadly into the medical school
curriculum is one aspect of that evolution;
postdoctoral geriatric fellowship program
(GFP) curriculum is another.

Geriatric medical education in
American medical schools has improved
over the past 30 years, yet it is still facing
many challenges. The familiar statistics
tell the story: The number of Americans
older than 65 will nearly double by 2025,
making them the fastest growing age
group in the country. As of 2014, there
were fewer than 7,500 geriatricians in
the United States. Only eight of the
country’s 145 academic medical centers
have full geriatrics departments, while
only 44% of the nation’s 350 geriatric
fellowship positions are filled.

The history of geriatric medicine and
geriatric medical education is relatively
recent. Geriatric medicine originated in
the 1950s in the United Kingdom. In
the United States, backed by significant
financial support from Congress in the
1970s, the specialty of geriatrics slowly
grew into more formalized academic
programs. In 1988, geriatric board certi-
fication was initiated.

But despite the growth of the field
and the looming number of practi-
tioners that will be required to care for
the nation’s elders, it is difficult to attract
and recruit family and internal medicine
residents into geriatrics.

Remember Bob Dylan’s classic song,

Continuing Education

Regarding community LTC, the ques-
tion is this: As the health care environ-
ment changes, how is medical education
changing to prepare physicians to be
effective and successful in adapting new
models and settings of care delivery?
How are the postdoctoral fellowship
programs changing? Are experiences
in the nuances of facility-based care,
ambulatory care, and home-based care
adequately addressed?

There are promising indications that
medical education is keeping up. One
significant sign is recognizing that car-
ing for elderly patients must include
an understanding of the care setting.
An article reported in the Journal of the
American Geriatrics Society by Susan M.
Parks, MD, and colleagues (] Am Geriatr
Soc 2014;62:930-5) described the current
thinking about “curricular milestones”
for geriatric fellows, terminology
used by the Accreditation Council for
Graduate Medical Education to describe
competency-based medical education.

The milestones fall into three domains:
» Caring for the elderly patient: This is
made up of seven areas including geron-
tology, diseases in older adults, and func-
tional impairment and rehab, among
others.
» Geriatric syndromes: These syndromes
comprise nine areas including cognitive,
affective, and behavioral health.
> Care settings and systems-based care
for the elderly patient: These areas include
hospital care, ambulatory care, home
care, long-term care, and nursing home
care. Understanding the care setting is as
important as the impact of polypharmacy.

Leaders in Geriatrics

I visited with two credible voices from
the trenches of geriatrics practice, geri-
atric medical education, and geriatric
fellowship programs: David Sandvik,
MD, CMD, from the Sanford School of
Medicine (SSOM), University of South
Dakota, Vermillion, SD, and Laura
Morton, MD, CMD, from the University
of Louisville, Louisville, KY.

Dr. Sandvik began his practice in Rapid
City in 1980 and is currently professor of
internal and family medicine at SSOM.
He also has served as program director
for the SSOM geriatric fellowship pro-
gram since its inception in 2010. Dr.
Morton is an assistant professor in the
department of family and geriatric medi-
cine and is director of the geriatric medi-
cine fellowship program at the University
of Louisville School of Medicine.

I asked Dr. Sandvik and Dr. Morton
about their own perspectives related to
the changes they've seen in health care
delivery and medical education.

In reflecting on more than 35 years of
practice, Dr. Sandvik holds two convic-
tions closely. First, he said the goal of
geriatric health care has never changed,
and that is “to get people home,” regard-
less of where they are currently or where
they consider to be their home. Second,
“hospitals can be very dangerous places
for older people,” he said.

To that end, he and others pioneered
the implementation of a comprehensive
geriatric assessment process in Rapid
City Regional Hospital years ago. In
this process, an interdisciplinary team
focuses on evaluation, care coordina-
tion, and rehabilitation. “If the admis-
sion was on Monday, the team met on
Wednesday,” Sandvik said. Few older
patients can meet or tolerate the hospi-
tal rehab threshold of 3 hours of therapy
daily, and so for many, “the ticket home
is through the skilled nursing facility.”

Dr. Sandvik also added that the
increased emphasis on continuity and
transitions of care is not completely new;

this focus began with
the introduction of
diagnosis-related
groups in the 1980s.
Today, with account-
able care organiza-
tions and bundled
payments, the focus
on care transitions
has increased.

Dr. Morton said
that she “grew up in
nursing homes” and
worked as a certified
nursing assistant in
college. She admit-
ted to a bias toward
facility-based care
because working with the interdisciplin-
ary team is easier than in home-based
or ambulatory care. Generally, in the
nursing home, the team is right there
and easier to convene. The team-based
approach thrives as well in the clinic or
in home-based care, but communication
and subsequent delivery of care can be
fragmented.

Both Dr. Sandvik and Dr. Morton
referenced the Veteran's Affairs’ Home
Based Primary Care program as a model
that both fellowships include in their
rotations. The program’s purpose is to
better serve veterans’ care needs and
preferences by more effectively caring for
complex patients at home. A key com-
ponent of the model is that the inter-
disciplinary team meets once a week to
review all clients. As Morton said, that
is effective, but “hard to do elsewhere.”

Although almost 30 years separate the
medical school/residency experience for
Dr. Sandvik and Dr. Morton, both agree
that the exposure to geriatrics is better
now than it used to be, but there is still
room for improvement. Even given Dr.
Morton’s relatively recent experience in
medical school, she still had to seek out
ways for geriatrics to receive exposure.
These are now built into the curricula—
perhaps not as extensively or universally
across all students, but there are more
opportunities than before.

How do these two fellowships help
prepare the next generation of LTC phy-
sician leaders?

In South Dakota, which has had a
program since 2011, there have been
seven fellows, and all but one have been
mid-career practitioners as opposed to
those directly out of residency. Last year,
the fellowship also recruited part-time
practicing physicians; for example, cur-
rently, the program has two hospitalists
as part-time fellows. This has required
creative thinking about how to “take the
GFP to the fellow,” not vice versa. Dr.

Wi
David Sandvik, MD, CMD, and Laura Morton, MD, CMD,
agree that student exposure to the geriatrics field is
growing, but there is still room for improvement.

Sandvik described the model as build-
ing toward a multi-campus experience
with rotations across settings and com-
munities. The rotations are key: nursing
home, hospital, VA, home health, and
a rural, remote telemedicine nursing
home support system (eLTC) rotation.
The fellows” CMD certification is also
built into the fellowship year.

Recruitment Successes, Woes

The University of Louisville School of
Medicine recently celebrated the 15th
anniversary of its geriatric fellowship
program. As with most programs, if not
all, recruitment has been a challenge.
There used to be three slots for fel-
lows; this has been reduced to two. The
strength of the Louisville program is its
faculty, who serve as medical directors
at five facilities, and the diversity of its
practice settings, including the VA home-
based primary care program, VA pallia-
tive care unit, the physical medicine, and
rehabilitation rotation at the university
hospital. An in-depth continuity nursing
home experience that involves both a
clinical and an administrative rotation,
and a didactic component that prepares
the fellow for leadership and active par-
ticipation in preparing lectures on case
review, serve as a strong foundation for
geriatric education and practice.

The respective GFPs of Dr. Sandvik
and Dr. Morton certainly align with
what Dr. Parks described as “curricu-
lum milestones” for graduating geriatric
fellows — the inclusion of “systems-
based care for the elderly patient” that
accounts for the nuances of different
care settings. G

MR. Kusar is director of mission
integration for the Evangelical Lutheran
Good Samaritan Society. He is an editorial
adviser for Caring for the Ages and
coordinates the work of various authors for
this column.
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Insulin Resistance Linked to Decreased Brain Metabolism

BY AMY KARON

creased brain glucose metabolism

and predicted worse memory func-
tion among late—middle-aged adults at
risk for Alzheimer’s disease, researchers
reported online in JAMA Neurology.

Based on the findings, “midlife may be
a critical period for initiating treatments
aimed at preventing or delaying the onset
of Alzheimer’s disease,” said Auriel A.
Willette, PhD, of Iowa State University,
Ames, and his associates. Targeting insu-
lin signaling might affect central glucose
metabolism and should be studied in
presymptomatic Alzheimer’s disease, the
researchers added.

The investigators performed cognitive
testing, blood assays, and fludeoxyglu-
cose F'8 (FDG)-labeled positron emission
tomography (PET) for 150 cognitively
normal, late-middle-aged adults who
averaged almost 61 years old. In all, 72%
of participants were women, 69% had a
parent with Alzheimer’s disease, about
41% had an APOEg4 allele, and almost
5% had type 2 diabetes mellitus, the inves-
tigators reported (JAMA Neurol 2015 July
27 [doi:10.1001/jamaneurol.2015.06137).

Blacks With
Alzheimer’s
Have Mixed
Pathologies

Insulin resistance was linked to de-

BY LUCAS FRANKI

lack patients with Alzheimer’s
Bdisease dementia are much more

likely to have an Alzheimer’s pa-
thology mixed with another pathology
than are white patients, according to
Lisa Barnes, PhD, and her associates.

In a prospective study of 122 patients
enrolled in the Rush Alzheimer’s Disease
Clinical Core, just under 20% of black
patients had Alzheimer’s pathology as
the only cause of dementia, compared
with 42% of white patients. About 71%
of black patients had Alzheimer’s pathol-
ogy mixed with another pathology, such
as Lewy bodies and infarcts, while just
over half of white patients had mixed
pathology. Black dementia patients also
had higher rates of arteriolar sclerosis and
atherosclerosis. The 41 black decedents
were matched two-to-one to 81 white
decedents according to age at death, sex,
and cognition proximate to death.

“Given that most current therapeutic
strategies focus primarily on the modifica-
tion of amyloid, a central AD pathology,
it will be important to develop new treat-
ments that target other common patholo-
gies, particularly in African Americans,”
the investigators noted in their study
(Neurology 2015;85:528-34). G

Lucas FRANKI is a web content editor at
Frontline Medical News.

Based on the homeostatic model assess-
ment, increased peripheral insulin resis-
tance was significantly associated with
decreased glucose metabolism, both
globally and in large areas of the fron-
tal, lateral parietal, and medial and lat-
eral temporal lobes, Dr. Willette and his
associates found.

Insulin resistance and lower glucose
uptake were especially robustly associ-
ated in the left medial temporal lobe,

and lower glucose metabolism in this
lobe was associated with worse imme-
diate and delayed memory performance
factors. “This finding provides a poten-
tial link between insulin resistance and
cognitive decline,” they wrote.

The findings also support results
from previous studies of older adults
that have linked insulin resistance,
hyperglycemia, and diabetes melli-
tus to hypometabolism on FDG-PET.

“Insulin resistance and hyperglycemia
are related conditions, and hyperglyce-
mia, even in the prediabetic range, is
associated with a significantly increased
risk for later development of demen-
tia,” they noted.

The investigators reported no relevant
conflicts of interest. G

Awmy KaroN is a Frontline Medical News
freelance writer based in Albuquerque, NM.
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Freedom of Choice
from page 1

on a National Symposium Task Force,
partnering the Pioneer Network with
the Centers for Medicare & Medicaid
Services. At the time, many facilities
were having difficulties complying
with two separate and distinct sets of
regulations.

The first, or the “care” regulations
(requiring the best evidence-based and
clinical expertise), said facilities must:

» Determine and offer care for assessed
needs.

» Follow physician’s diet orders and
regularly scheduled dining times.

» Ensure residents are safe from nega-
tive outcomes such as choking, aspira-
tion pneumonia, and high blood glucose.

The other “rights” regulations stipu-
lated that facilities must:
> Allow the resident the right to decline
medical therapy.
> Respect the quality of life decisions
of residents.

» Provide reasonable accommodation
for dining place and time.

The “care” and “rights” regulations
were often at odds with each other, and
facilities were concerned about receiv-
ing a deficiency practice citation if they
respected rights and failed to deliver or
ensure that care needs were met (see

“Survey Interpretation of Regulations”
at  www.pioneernetwork.net/Data/
Documents/CreatingHomeOnline/
Paper-Handy.pdf).

The task force was fortunate to
have two medical directors who were
actively involved in AMDA: Matthew
Wayne, MD, CMD, chief medical offi-
cer, Summa Physicians and New Health
Collaborative, Summa Health System,
in northeast Ohio, and Karyn Leible,
MD, CMD, geriatrician, Centura Health,
Westminster, CO. Their paper, entitled
“The Role of the Physician’s Order,”
contained a concise recommendation
list at the end that would become the
basis of ten dining practice standards
(www.pioneernetwork.net/Data/
Documents/CreatingHomeOnline /
Paper-WayneandLeible.pdf). The task
force emphasized the removal of
negative terms such as “noncompli-
ant” or “refuses” from care planning
and encouraged respectful terms such
as “honoring” resident choice and
preferences.

Although it is not a simple, clear cut
process, the facility staff has a respon-
sibility to “assess and offer” appropri-
ate, individualized care needs. This is
followed by discussion and documen-
tation with the resident (or surrogate
decision maker on behalf of the resi-
dent), to determine his or her desires
and identify the potential outcomes. The

PA/LTC Perspective

This is an interesting article, remarking on the ongoing

tension between fear of survey deficiencies and respect
for resident rights, with unwritten references to today’s
hot topics of patient-centered care, quality of life and
goals of care. The link is how an involved medical direc-
tor can think outside the box to directly improve resi-

dent satisfaction.

And this isn’t even about any specific medical issue —
we’re talkin’ food here! Food, universally acknowledged
as one of the most important aspects of resident qual-

£
d: b

ity of life across the spectrum of post-acute/long-term

care. The concept of liberalization of diet is long-recognized, both

for resident satisfaction and lowering error rates in facilities. It’s unfortu-
nate that the Dining Practice Standards approved in 2011 have not achieved
as much traction as one might have hoped, despite the involvement of two
esteemed AMDA past-presidents Karyn Leible, MD, CMD, and Matthew

Wayne, MD, CMD.

There are certainly barriers in the area of ordering diets and using best prac-

tices in this arena:

» Physicians don’t regard this as a “medical” issue.

> Speech language pathologist evaluations don’t always correlate clinically (we
have all seen residents made NPO who are able to eat without apparent difficulty).
> An unpalatable therapeutic diet can be under-recognized as a cause of weight
loss.

» Sodium restriction has become more of a knee-jerk order as congestive heart
failure protocols become increasingly common, based on lowering hospital
readmission rates (arguably based on financial imperatives, not resident wishes).
> Frequently, attending physicians do not change any admission orders from
the hospital, including the diet — in fact, the type of diet is commonly not even
mentioned or looked at by health care providers.

Unfortunately, achieving the “right” diet for a resident can turn into a no-win
situation for the facility. Giving a less restrictive diet means a resident’s medical
concerns are not addressed, while a more restrictive diet runs counter to the
resident’s wishes — in either case, leading to a survey deficiency. Education,
communication, and documentation (the holy triad of good medical care)
are essential here. Although other members of the interdisciplinary team are
crucial in establishing best practices for diet liberalization, the medical director
can provide assistance, support, and current references to help champion this
cause, as well as provide leadership through the use of the QAPI process.

—Daniel Haimowitz, MD, FACP, CMD
Levittown, PA

ten Dining Practice Standards (DPS),
approved by 12 national organiza-
tions (including AMDA), was issued in
August 2011 by the Pioneer Network
(www.pioneernetwork.net/Providers/
DiningPracticeStandards), to guide staff
in making the best decisions for their
residents. These are:

» Individualized Nutrition Approaches/
Diet Liberalization
» Individualized
Controlled Diet

» Individualized Low Sodium Diet

» Individualized Cardiac Diet

» Individualized Altered Consistency
Diet

» Individualized Tube Feeding

» Individualized Real Food First

» Individualized Honoring Choices

» Shifting Traditional Professional
Control to Individualized Support of
Self Directed Living

» New Negative Outcome

The first standard, Individualized
Nutrition Approaches/ Diet Liberali-
zation, includes the following statement
from AMDA: “Weight loss is com-
mon in the nursing home and asso-
ciated with poor clinical outcomes
such as the development of pressure
ulcers, increased risk of infection, func-
tional decline, cognitive decline and
increased risk of death. One of fre-
quent causes of weight loss in the long-
term care setting is therapeutic diets.
Therapeutic diets are often unpalatable
and poorly tolerated by older persons
and may lead to weight loss. The use
of therapeutic diets, including low-
salt, low-fat, and sugar-restricted diets,
should be minimized in the LTC setting.
Swallowing abnormalities are common,
but do not necessarily require modified
diet and fluid textures, especially if these
restrictions adversely affect food and
fluid intake.”

Each dining practice standard con-
cludes that all decisions are to default
to the resident. One unique standard is
the “New Negative Outcome,” based
upon a paper by Judah Ronch, PhD,
entitled, “Dining, Memory and Aging:
Food for Thought.” In it, he uses the
term “surplus safety,” which means
“conditions that prevent autonomous
thinking or action and the satisfaction
that decision-making brings because of
an exaggerated fear that harm will come
to the elder. This prevents the conse-
quent cognitive, motor, emotional or
other adaptive growth and development
that would result if novelty had been
pursued. Surplus safety assumes that the
person will not be able to recover from
the error or restore homeostatic balance
if she makes a bad choice, and further
that an elder does not have the devel-
opmental readiness to take the risk that
the novel stimulus presents and to learn
from the experience” (https://www.
pioneernetwork.net/Data/Documents/
CreatingHomeOnline/Paper-Ronch
pdf

The survey process evaluates how the
facility staff prevents physical negative
outcomes (weight loss, skin breakdown,
labs that are not within normal limits).
How will this new negative outcome
standard be evaluated? It may be helpful
to ask the following questions:

Diabetic/Calorie

Real food options, including high
calorie/high protein choices, are
preferred over supplementation.

» Will residents be informed and feel
empowered to partner with facility
staff in making quality of life dining
decisions?

> Are facility staff members steadfast
in old practices and reluctant to allow
residents to make decisions that would
put them at risk?

» Are attending physicians liberalizing
diets that come from hospital transfer
orders based on diagnosis?

> Are diet orders customized according
to the resident’s wishes (e.g., “regular
diet with sugar-free desserts and sugar
substitute” instead of “carbohydrate
controlled” or “diabetic,” and “regular
diet with no-salt packet and low potas-
sium foods of resident choice” instead
of “renal diet”)?

Implementing Choice on Record
Customizing and individualizing diets
according to a resident’s wishes has
become the standard for one of the
largest nursing home groups in the
country, and facilities in the group now
embrace the new dining practice stan-
dards. This group has determined that
only one diet can be checked off on
the diet list, which has invited liberal-
ization and thoughtful change in the
ordering of diets. Originally this deter-
mination was a reaction to deficiencies
being given when dietary staff could
not produce and have on the tray line
all the restricted items of multiple diet
orders, and could not follow multiple
columns on tray lines from the “modi-
fied” menu.

The “one diet” concept means one
column to follow for tray line or when
serving in the dining room. The diet that
is checked off may be a regular diet or
a texture-modified or puree diet. Then
the customized diet adds a drop down
menu in the PointClickCare electronic
health record, with specifics aimed at
individual patient requirements and por-
tion size. When the diet list is printed
as a reference to nurses and activities
staff, it includes all the specifics for each
individual resident.

When the Resident Arrives

The process of developing an appro-
priate diet starts with the resident’s
admission to the nursing home. One
of the first staff interactions for a
new resident is held with the dietary
manager, who usually prescreens the

© ISTOCKPHOTOS.COM/MONKEYBUSINESSIMAGES
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patient for traditional dietary prefer-
ences, allergies, intolerances, and pre-
ferred location of dining (i.e., in room
or dining room). Many dietary manag-
ers are expanding this initial interview
with questions about the resident’s
diet preferences and when the resident

The nursing home should
have clearly defined
procedures for ensuring
that there is follow-up
documentation,
education of

risk/benefit, and
alternatives offered by
the physician, dietitian,
and speech language

pathologist (for texture modified diets
and thickened liquid restrictions.)
Facilities can develop detailed negoti-
ated risk agreements when high-risk
diet items are provided to honor the
resident’s choice.

Other concerns that may be addressed
during the prescreening of the resident
include:
> Are the residents who are NPO (tube
feed) also informed of their rights?
Does the facility staff offer oral grat-
ification of food with sips of water
coupled with effective oral hygiene pro-
grams, such as the Frazier Free Water

Protocol, which is defined in Pioneer
Network’s “Dining Standards Toolkit”
(see “Ensuring Quality With Dining
Standards Toolkit”)?

» When nutrition interventions are
required, are real food options, fortifi-
cation programs, and high-protein/high-
calorie snacks of choice emphasized vs.
health shakes and supplements?

» Is the TwoCal Med Pass (60 cc or 120
cc of high calorie/protein supplement)
considered for extra nutrition without
diminishing the resident’s appetite?

> Are creative hydration stations/carts
and snack carts being implemented?

High Calorie/High Protein Needs
When a high-risk resident requires an
increase in calories/protein, the attend-
ing physician, dietitian, and dietary man-
ager should collaborate to implement
the standard of “Real Food First.” Does
the dietitian make recommendations to
the attending physician to obtain orders
for fortified real food commercial prod-
ucts (e.g., Magic Cup Frozen Dessert,
Home Care Nutrition, Hormel Health
Labs) or for a planned “fortified diet”
using specific fortification recipes for hot

See Freedom of Choice ¢ page 14

When one word changes their world,

CANCERcare

pathologist.
makes all the difference

normally eats (i.e., late breakfast, snack-
ing throughout the day, late evening
snack). New residents are informed
that they may sleep in and have a right
to a reasonable accommodation of a
late breakfast and food opportunities
throughout the day, as close to their
usual home-like pattern as possible.
Dietary managers use this prescreen-
ing opportunity to inform new resi-
dents about their dining rights by using
open-ended questions, such as “Do you
want to follow the ordered diet?” or
“Do you know that you have a right
to decide what diet is best for you?”
When the resident does not want to
follow the ordered diet, the first step
is to try to get the order liberalized to
honor the resident’s choice. The nurs-
ing home should have clearly defined
procedures for ensuring that there
is follow-up documentation, educa-
tion of risk/benefit, and alternatives
offered by the physician, dietitian (for
therapeutic diets), and speech language

For More
Information

The Centers for Medicare &
Medicaid Services announced
surveyor training on the DPS and
stated, “Research has indicated that
many older individuals may not need
to be limited to very restrictive diets,
pureed foods, and thickened liquids
even though they may have many
chronic conditions. Conversely,
restricting food choices can result in
loss of appetite and eventual weight
loss.” For more information, see
www.cms.gov/Medicare/Provider-
Enrollment-and-Certification/
SurveyCertificationGenlInfo/
Downloads/Survey-and-Cert-
Letter-13-13.pdf; and http:/ /sur-
veyortraining.cms.hhs.gov/pubs/
Videolnformation.aspx?id=1101&cid
=0CMSNEWDINPRSTAN.

* Free counseling

e Education and practical help
¢ Up-to-date information
e CancerCare for Kids®

With CancerCare,
the difference comes from:

¢ Professional oncology social workers

For needs that go beyond medical care, refer your
patients and their loved ones to CancerCare.

CancerCare’s free services help people cope with
the emotional and practical concerns arising from
a cancer diagnosis and are integral to the standard
of care for all cancer patients, as recommended

by the Institute of Medicine.

CANCERCAre

Help and Hope

1-800-813-HOPE (4673)
www.cancercare.org
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Freedom of Choice
from page 13

super cereal, soup, cheesy mash pota-
toes, or pudding, based upon resident
preferences? Are cook staff trained to
follow fortification recipes as ordered?
This diet can provide 3000 calories/100
g protein daily if fortified items are con-
sumed. Often the most at-risk resident is

overwhelmed by a standard full meal and
wants a small portion, so a fortified small
portion ensures that every bite counts.
Fortified small portions also reduce the
plate waste/cost (feeding the garbage
can) so prevalent in nursing homes.
Often residents come with established
eating patterns of five or six small meals
a day, which is now being implemented
by some nursing homes. Diet orders
can effectively redistribute the daily food

allowance. Some have diet orders for a
“fortified small portion” with high calo-
ries/protein snacks of choice between
meals (cheese sticks, yogurt, peanut
butter and crackers, fortified pudding,
half a sandwich, fortified cookies and
milk) vs. health shakes and supplements.
Sometimes supplements may be neces-
sary, such as when a resident will not eat
but will drink; however, these should be
ordered as the last resort.

Ensuring Quality With Dining Standards Toolkit

The Pioneer Network issued a Dining Standards Toolkit in 2014, which can be found on the Pioneer Network website.
The toolkit serves to “help communities and care teams in decision making to support individual choice and also mitigate
risks that may arise due to honoring choice.” It includes references to CMS regulations and interpretive guidance, dem-
onstrating CMS support in enabling individuals to eat their preferred foods. It includes model policies and procedures, tip
sheets, benchmark templating, resources, and printable brochures for residents and family (www.pioneernetwork.net/

Store /DiningStandardsToolkit).

One of the reference documents in the toolkit is this author’s presentation at Pioneer Network’s annual conference
on August 14, 2013, entitled “Applying CMS Mandated QAPI 5 Elements to Ensure the New Dining Practice Standards
[DPR], Resident Rights, and Resident Performance Improvement Leaders” (www.cms.gov/SurveyCertificationGenInfo/
Downloads/fiveelementsqapi.pdf). The presentation was based upon Deming’s “Performance Improvement Method: Plan,
Do, Study, Act” (www.ihi.org/knowledge /Pages/Howtolmprove/default.aspx). Highlights from this method include:

The Plan: Evaluate the regulatory requirements and standards of practice for liberalizing or eliminating resident diets
when a resident refuses nutrition medical therapy (therapeutic or texture modified diet orders). Evaluate the
facility’s current practices compared to the regulatory requirements.

The Do: Develop and approve new protocols for staff to inform residents of their dietary rights, ensure staff
training, and ensure appropriate documentation according to new protocols.

The Study: Monitor staft with audits to determine if the new protocols are followed.

The Act: Evaluate staff compliance to regulatory requirements and new approved protocols. Provide corrective actions
when approved protocols are not followed, with additional training to meet and sustain goal thresholds.

Finally, adequate documentation of
the additional calories/protein offered
should be provided by the dietitian
so that attending physicians and sur-
veyors are able to follow up on how
planned interventions are being
accepted by the patient, and how they
are meeting assessed nutrition needs.
Constant monitoring is important. If
the interventions are not being con-
sumed, then consider trying new
interventions.

Facility residents have a right to a
diet that is enjoyable and nourishing.
Implementing the dining practice stan-
dards described here will help serve our
residents with the very best quality of
life during their post-acute stay or dur-
ing their long-term last days. @

LiNnpA HANDY is

a consultant for
Crandall Corporate
Dietitians. She
works with
long-term care
facilities, including
Brookdale, and
develops manuals
including,

“Culture Change
in Dining.” She serves on the Caring

for the Ages Advisory Board.

For more information, visit www.
handydietaryconsulting.com.

Announcing . . .

The AMDA Foundation’s 2016 Quality Improvement & Health Outcome Awards

Open to All Post-Acute &
Long-Term Care Facilities

Three facilities will be given a

cash award!

The AMDA Foundation Quality
Improvement & Health Outcome
Awards for “Improving the Quality
of Life for Persons Living in Nursing
Homes” will award three facilities
$1,000 each for programs they
have successfully implemented to
improve the quality of life for their
residents. Award winners will be
featured at AMDA-The Society for
Post-Acute and Long-Term Care
Medicine Annual Conference 2016
in March.

AMDA

FOUNDATION

Inspiring « Educating « Recognizing

I

The application deadline is November 9, 2015.

Eligibility criteria and application materials are available at
www.amdafoundation.org.



CARINGFORTHEAGES.COM

CARING FOR THE AGES * 15

Drug Combo
from page 1

for Alzheimer’s disease patients and their
caregivers,” she said.

Approved for PBA

The formulation of dextrometh-orphan
and quinidine used in the study already
has Food and Drug Administration mar-
keting approval with the brand name
Nuedexta for treating pseudobulbar
affect (PBA), which can occur in patients
with, for example, amyotrophic lateral
sclerosis or multiple sclerosis. In addition,
the primary active ingredient in the com-
bination, dextromethorphan, appears in
many over-the-counter formulations of
cough syrup that are labeled to deliver
roughly similar dosages of the drug as
those used to treat PBA and tested in
the current trial to treat agitation. But
the OTC formulations of dextrometho-
rphan do not include quinidine, which
inhibits dextromethorphan’s metabolism
and results in a roughly 20-fold increase
in the bioavailability of the active agent,
Dr. Cummings explained.

‘Movement on treating
this symptom has the
potential to make a real
difference for Alzheimer’s
disease patients and
their caregivers.’

“With quinidine, we can use smaller dos-
ages of dextromethorphan” than might be
required if the drug were used by itself
and thereby avoid the lethargy that could
occur in patients who might require larger
dosages of dextrometh-orphan without
quinidine, he said in an interview.

The results he reported came from a
study run at 44 US. centers that enrolled
patients 50 to 90 years old with probable
Alzheimer’s disease and “meaningful”
agitation secondary to their condition,
who scored at least 4 on a Clinical Global
Impression-Severity Scale for Agitation.
The researchers excluded patients who
had any other cause for their agitation.
Enrolled patients averaged age 78 years,
somewhat more than half were women,
and they had an average score on the Mini
Mental State Examination of about 17. The
enrolled patients “looked like the popula-
tion that you treat for agitation” secondary
to Alzheimer’s disease, Dr. Cummings said.

The 93 patients randomized to the
investigational treatment started on 20
mg dextromethorphan and 10 mg quini-
dine administered orally once daily for a
week, followed by an up-titration sched-
ule over 2 weeks to reach 30 mg dex-
tromethorphan twice daily plus 10 mg
quinidine twice daily, the dosage they
continued for an additional 7 weeks. The
study design allowed patients to also
continue on stable, preexisting regimens
of memantine, cholinesterase inhibitors,
and psychotropic medications.

After 10 weeks, the 93 patients on
dextromethorphan plus quinidine had
their average neuropsychiatric inventory

domain score for agitation and aggres-
sion cut roughly in half — compared
with baseline — compared with about a
25% drop in average score among 66 con-
trol patients, a statistically significant dif-
ference for the study’s primary endpoint,
Dr. Cummings reported. The results also
showed statistically significant declines
in the active-treatment vs. control arm
in certain secondary efficacy measures,
including patient-reported quality of life
and caregiver-reported strain.

The active treatment also appeared
generally well tolerated, compared with
placebo. The most noteworthy safety
finding was an increased rate of falls
among patients on dextromethorphan
plus quinidine, a 9% rate, compared
with a 4% rate in the controls, a signal
for this adverse effect not previously seen
in other studies of dextromethorphan
plus quinidine. “We were surprised with
the increased falls,” Dr. Cummings said.
By chance, patients randomized to the
active-treatment arm had an increased
history of falls, compared with patients
enrolled in the control arm, which may
explain the safety finding, he noted. “We
will monitor falls very closely in our
follow-up studies,” he said.

Effective for Dementia

A separate report at the meeting pre-
sented a new analysis of data from an
open-label study that examined the same
dextromethorphan plus quinidine formu-
lation to treat 134 patients for 12 weeks
with PBA secondary to dementia, stroke,
or traumatic brain injury. The overall
results showed that the combined for-
mulation effectively reduced PBA in all
enrolled patients, including those with
dementia, a subset that predominantly
included Alzheimer’s disease patients.
The results also showed a modest 2% rate
of falls, said Rachelle S. Doody, MD, PhD,
a professor of neurology and director
of the Alzheimer’s Disease and Memory
Disorders Center at Baylor College of
Medicine in Houston. The new findings

she reported at the meeting showed that
the combined drug formulation worked
equally effectively in the subset of patients
with dementia, regardless of whether or
not they concurrently received treatment
with an antidepressant.

Clinicians should avoid
using the formulation

to treat agitation in
Alzheimer’s disease
patients until data
become available from
phase lll studies that
involve at least 6 months
of chronic therapy.

Despite availability of the dextro-
methorphan plus quinidine formulation,
clinicians should avoid using it to treat
agitation in Alzheimer’s disease patients
until data become available from phase
III studies that involve at least 6 months
of chronic therapy, Dr. Cummings said.

“We don’t want to encourage off-label
use of the combined formulation until we
understand it better when treating agita-
tion in Alzheimer’s disease,” he cautioned.

He also highlighted the difficulty in
enrolling Alzheimer’s disease patients
with agitation as a significant symptom
into trials, which means that complet-
ing a phase III trial could take perhaps
as long as 2 more years and that FDA
approval of this indication could be as
long as 3 years off.

The study was sponsored by Avanir,
the company that markets Nuedexta. Dr.
Cummings has been a consultant to and
has received honoraria from Avanir as well
as from several other drug companies. He
also owns stock or stock options in sev-
eral companies developing drugs or other
products aimed at Alzheimer’s disease
patients. Dr. Sano has been a consultant
to Eisai, Eli Lilly, and Takeda. Dr. Doody
has been a principal investigator for tri-
als sponsored by Avanir and several other
drug companies. She also has been a con-
sultant to several drug companies. G

MitcHEL L. ZOLER is with the
Philadelphia bureau of Frontline
Medical News.

Editor’s Note

Many clinicians have been using this product off-label
for dementia-related agitation, although coverage can
be a challenge and it is priced very high (over $700 a
month) for those paying cash for it. It will be a welcome
addition to the armamentarium if and when it is FDA

approved for this indication, and certainly appears to be

much safer than currently available off-label alternatives
like antipsychotics. Although in my experience it’s not
dramatically effective, dextromethorphan/quinidine has =

definitely provided appreciable improvement in some of

Sty B

my agitated nursing home residents with dementias —
probably more noticeably in those with vascular dementia and emotional labil-
ity, although that’s not the indication being studied for possible FDA approval.

—Karl Steinberg, MD, CMD
Editor in Chief

ADVANCED CURRICULUM ON
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Cognitive Impairment Signals Subclinical Vascular Disease

BY SARA FREEMAN

VIENNA — Measuring cognitive func-
tion might help determine if an elderly
patient is at risk for developing a host of
vascular diseases, including stroke and
transient ischemic attack, research pre-
sented at the annual European Stroke
Conference suggested.

The research, which has been accepted
for publication in the Journal of Neurology,
showed that lower performance in a mea-
sure of global cognitive function was
associated with a 57% increase in the
risk of stroke and a 69% increase in the
risk of coronary heart disease.

“If a person has a poor performance or
clinical impairment in cognitive function,
it means that the clinician should perhaps
be careful because the patient might be at
risk of developing diseases such as stroke,
[TIA], myocardial infarction, and so on,”
Somayeh Rostamian, PhD, a nurse scien-
tist at Leiden (the Netherlands) University
Medical Center, said in an interview.

During her presentation, she explained
that it was well known that cardiovascu-
lar risk factors and diseases were asso-
ciated with mild cognitive impairment.
Data also have shown that mild cognitive
impairment might signal the onset of
common age-related neurologic diseases
such as dementia.

“We hypothesized that mild cog-
nitive impairment might be an early

manifestation of vascular diseases in
subjects without clinically recognized
disease,” Dr. Rostamian explained, sug-
gesting it could be “the tip of the iceberg.”
To test their hypothesis, the research
team first performed a systematic review
and meta-analysis (Stroke 2014;45:1342-
8) to look at the available evidence
on the association between cognitive
impairment and stroke risk. The results
showed that stroke risk was increased by
15% overall, although individual study
estimates ranged from 1% up to 49%.

Deficits in executive
function, rather than
memory, were predictive
of stroke and coronary
heart disease.

“We then decided to look at the asso-
ciation between cognitive function,
stroke, and coronary heart disease, and
to evaluate the association between cog-
nitive function domains and the risk of
such diseases,” Dr. Rostamian said.

Data on the cognitive function of
3,926 men and women between 70 and
82 years old were obtained from the ran-
domized controlled Prospective Study
of Pravastatin in the Elderly at Risk
(PROSPER). This trial looked at the role

of statin therapy in an elderly cohort that
had or was at high risk of developing
cardiovascular disease and stroke (Lancet
2002;360:1623-30). Results of the trial sug-
gested that statin therapy might reduce
the incidence of TIAs by up to 25%, but it
did not reduce the risk for stroke or have
an effect on cognitive function.

Nevertheless, the trial provided infor-
mation on cognitive function that was
assessed at enrollment and then annu-
ally, which could be used for the current
study. Dr. Rostamian noted that the team
used data from the Stroop Color and
Word test, the Letter Digit Substitution
test, and the Picture-Word Learning
test, which evaluate selective attention,
processing speed, and immediate and
delayed memory, respectively. A com-
posite score for executive function was
obtained by combining the results of the
Stroop and the Letter Digit Substitution
tests, and a composite score for memory
was obtained from the Picture-Word
Learning test results.

Over a follow-up of just more than
3 years, there were 155 stroke and 375
coronary events, giving incidences of
12.4 and 30.5 per 1,000 person-years,
respectively.

After adjusting for multiple confound-
ing factors, patients in the low tertile of
cognitive function had the higher risk of
both stroke and CHD, compared with
those in the high-cognitive function

tertile who were used as a reference.
Patients in the middle tertile also had an
increased risk for both diseases.

The results also suggested that defi-
cits in executive function, rather than
memory, were predictive of stroke and
CHD. So, it might be more important to
assess patients’ ability to perform tasks
that involve their ability to pay attention
or process information.

Indeed, when comparing patients in
the low-cognitive and high-cognitive ter-
tiles, the risk for stroke was 51% higher
and the risk for CHD was 85% higher.
In contrast, there was no increased risk
linked to memory deficits, with an RR
of 0.87 for stroke and 0.99 when com-
paring patients in the low- and high-
cognitive tertiles.

“Impaired executive function, but not
memory, was associated with increased
risk of cardiovascular diseases and can be
considered as an indicator of cardiovascu-
lar events. Lower performance in global
cognitive function was associated with a
higher risk of stroke and coronary heart
disease,” Dr. Rostamian summarized.

“Cognitive assessment might provide
a tool for clinicians to identify older sub-
jects at an extra risk for future cardiovas-
cular events,” she concluded.

Dr. Rostamian had no conflicts. &

Sara FREEMAN is a Frontline Medical
News freelance writer based in London.
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The William Dodd Founder’s Award for Distinguished Service recognizes significant contributions
to building the organizational strength, image, and mission of AMDA (dedicated to excellence
in patient care and provide education, advocacy, information and professional development to
promote the delivery of quality PA/LTC).

Honor the accomplishments and dedication of your colleagues!

< amaa
Nominations for all awards are due by November 9, 2015.

Eligibitit

award

differance in long-term c:
www.amdafoundation.org
for nomination details.

OUNDATION
i = Eilsipting - Riigeiten

k{éMDA



CARINGFORTHEAGES.COM

CARING FOR THE AGES « 17

FDA Approves First-in-Class
Combo Drug for Heart Failure

BY JUDITH M. ORVOS, ELS

pill combining valsartan and sacu-
Abitril has received first-in-class ap-

proval for heart failure under the
Food and Drug Administration’s priority
review program. Entresto offers practi-
tioners a new option for reducing risk of
cardiovascular death and hospitalization
in patients with NYHA class II-IV heart
failure and reduced ejection fraction.

Previously known as LCZ696,
Entresto (Novartis) is an angioten-
sion receptor-neprilysin inhibitor that
exerts effects on and beyond the renin-
angiotensin system. It is the only treat-
ment to show a significant mortality
benefit in a head-to-head trial against
the angiotensin-converting enzyme
(ACE) inhibitor enalapril. The FDA
approval was based on results from
the PARADIGM-HF (Prospective
Comparison of ARNI [Angiotensin
Receptor-Neprilysin Inhibitor] with
ACEI [Angiotensin-Converting-
Enzyme Inhibitor] to Determine Impact
on Global Mortality and Morbidity in
Heart Failure) randomized clinical trial,
which were presented at the European
Society of Cardiology 2014 Congress in
Barcelona, Spain.

More than 8,000 adults with class II,
I1I, or IV heart failure and an ejection
fraction of 40% or less were enrolled
in PARADIGM-HE Most of them were
also receiving currently approved heart
failure treatments, such as beta-blockers,
diuretics, and mineralocorticoid antag-
onists. Compared with enalapril, the
combination pill was found to reduce
risk of death from cardiovascular causes
by 20%, risk of heart failure hospital-
izations by 21%, and risk of all-cause
mortality by 16%. Statistically signifi-
cant decreases in symptoms and physical
limitations of heart failure were also
reported. The trial was stopped early at
median follow-up of 27 months because
an overwhelming benefit for the com-
bination pill was found. Death from
cardiovascular causes occurred in 914
(21.8%) of patients taking the combina-
tion drug compared with 1,117 (26.5%)
in the enalapril group.

Cardiologist Javed Butler, MD, MPH,
co-director of the Heart Institute
at Stony Brook University in Stony
Brook, NY, said he found it encourag-
ing that all of the subgroups studied in
PARADIGM-HF showed benefit from
receiving the combination pill. “In the
absence of a specific trial in long-term
care facility residents,” said Dr. Butler,
“we would have to assume that the drug
would work in that population.”

Jeffrey Nichols, MD, CMD, vice presi-
dent of Home Care Services at Cabrini
Eldercare in Dobbs Ferry, NY, felt that
$400 per month that the company is
likely to be charging for this “first-in-
class” medication may give LTC facili-
ties pause. “Nursing homes that manage
post-acute heart failure patients will be
torn over its use when evidence suggests
marginal or unknown effectiveness, and
its impact on long-stay residents will

be minimal,” he said. Dr. Nichols also
noted that Entresto is primarily used
for systolic heart failure, whereas the
majority of residents in skilled nursing
facilities with failing hearts have primar-
ily diastolic dysfunction.

Analysis of safety data from
PARADIGM-HF showed that the com-
bination pill had a tolerability profile
similar to that for enalapril. The most
common adverse effects in the individu-
als taking it were hypotension, seen in
588 (14%) patients vs. 388 (9.2%) in the
enalapril group, and elevations in lev-
els of serum creatinine and potassium.
Differences between the two groups for
the latter two adverse events did not
rise to statistical significance. Falls were
reported in 1.9% of the group taking the
combination pill vs. 1.3% of the patients
treated with enalapril. Angioedema also
was reported with the combination pill
and the risk was higher in black patients
(2.4% vs. 0.5%) and in patients with a
prior history of angioedema.

Practitioners should be aware that
Entresto should not be taken with
any drug from the ACE inhibitor class
because of the increased risk of angio-
edema. When switching patients on
ACE inhibitors to Entresto, a 36-hour
washout period between the adminis-
tration of drugs is required. Dr. Nichols
said he believes it is likely that some SNF
residents who are taking enalapril or
another ACE inhibitor may be switched
to Entresto for the presumed benefit in
fewer deaths that was associated with
the drug in initial trials.

The recommended starting dose of
Entresto is 49/51 mg twice daily and
it is typically given in conjunction with
other heart failure therapies in place
of an ACE inhibitor or an angiotensin
II receptor blocker (ARB). For patients
with limited renal function or who are
taking other drugs to control blood
pressure, Dr. Butler suggested starting
with half the dose and titrating upward.
In some individuals with a low ejection
fraction, he said, use of Entresto may
make it possible to reduce the dosage
of or eliminate medication for high
blood pressure.

The tolerability and safety of uptitrat-
ing Entresto from an initial dose of 50
mg twice daily to a target dose of 200 mg
twice daily was studied in TITRATION.
A broader range of patients were
enrolled in that randomized, double-
blind trial than in PARADIGM-HEF,
including inpatients and individuals who
had not taken ACE inhibitors or ARBs.
More than 70% of the 429 patients who
completed the study, which was open-
label, achieved the target dose of 200 mg
twice daily over a 3- or 6-week uptitra-
tion regimen.

Dr. Butler is on the steering commit-
tee for Novartis’s pharmacovigilance

registry. (;ﬁ

JuprtH M. Orvos, ELS, is a freelance
medical writer and president of Orvos
Communications in Washington, DC.
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Legal Issues

By Janet K. Feldkamp, JD, RN, LNHA

CMS Sharpens Focus on Medication-Related Adverse Events

Ithough prescribed to address con-
Ajitions and diagnoses, medications
re inherently dangerous if not
administered and monitored correctly.
Residents in PA/LTC facilities are pre-
scribed numerous medications and are
very vulnerable to medication-related ad-
verse events. Not only are nursing facilities
required to administer medications per
appropriate physician orders, but also the
facilities must consistently follow policies
and procedures for monitoring medication
levels for a number of medications. The
Centers for Medicare & Medicaid Services
issued a Survey and Certification Memo on
July 17, 2015 (www.cms.gov/Medicare/
Provider-Enrollment-and-Certification/
SurveyCertificationGenInfo/Downloads/
Survey-and-Cert-Letter-15-47.pdf). high-
lighting the agency’s concerns about the
prevalence of medication-related adverse
events. The concern over medication-

related injuries is not a new concern for
CMS, state survey agencies, or nursing
facilities.

Failure to Monitor Anticoagulants
Medication-related adverse events have
resulted in many regulatory citations
with resulting civil money penalties and
other sanctions imposed by CMS. Two
Departmental Appeals Board (DAB) cases
outline concerns cited related to antico-
agulant therapy and the potential dangers
to residents, with failure to monitor for
potential negative resident outcomes and
failure to follow the standards of care.
A 2011 DAB appellate case of Universal
Health Care-King (Dec. No. 2383, June
2011) upheld the immediate jeopardy
determination with more than 180 days
cited by the North Carolina state sur-
vey agency related to a failure to ade-
quately monitor warfarin (Coumadin)
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anticoagulant therapy. The three-judge
appellate panel upheld the administra-
tive law judge’s findings that the facility
failed to timely obtain laboratory moni-
toring and also failed to timely notify the
physician of critically high blood levels,
which placed the resident at significant
risk of bleeding. In this instance, one
resident was receiving warfarin therapy
with the need for daily laboratory moni-
toring. On several occasions, the facil-
ity failed to timely obtain the necessary
laboratory testing, which resulted in wide
fluctuations in the blood activity level of
warfarin and placed the resident either
at risk of excessive bleeding or of poten-
tial thrombotic complications. The state
survey agency cited, and the administra-
tive law judge and the appellate panel
upheld, the significant length of time for
the immediate jeopardy based upon the
failure to monitor and the failure to fully
implement an effective system to prevent
medication-related adverse events, par-
ticularly for anticoagulants.

Similarly, the DAB administrative
law judge upheld the Louisiana State
Agency’s immediate jeopardy citation
to Grace Nursing Home (CR2250,
September 2010) and the issuance of a
per instance civil money penalty for the
failure to monitor anticoagulant therapy
resulting in one resident’s hospitaliza-
tion for warfarin toxicity. The facility
failed to obtain the ordered laboratory
tests to monitor the warfarin activity
(using International Normalized Ratio
[INR] levels) for more than a week. The
resident’s INR rose to a critical level,
resulting in approximately one week’s
hospitalization. These cases are just two
examples of a number of DAB cases
challenging immediate jeopardy cita-
tions related to the failure to adequately
administer and monitor anticoagulants.

Tools for Surveyors, Providers
The recently issued CMS S & C: 15-47-
NH DAB decision discusses the impor-
tance of preventing adverse medication
events for a variety of medication types.
Medications have significant potential
side effects, and careful administration
and adequate monitoring are necessary
to protect residents’ safety and well-
being. The CMS issuance discusses the
Office of Inspector General’s (OIG)
report of February 2014 on adverse
events for Medicare beneficiaries in
skilled nursing facilities. The OIG report
found that 37% of the adverse events
were related to medication and that the
second most frequent cause of medica-
tion adverse events is related to excessive
bleeding from anticoagulants.

CMS also reported that it has devel-
oped and is now pilot testing a Focused
Survey on Medication Safety. The new-
est Focused Survey’s objectives include:
» Identifying preventable adverse drug
events that have occurred or potentially
may occur
» Determining if the facilities are identi-
fying risk factors for adverse drug events
and implementing individualized inter-
ventions to eliminate or mitigate the
risk factors
» Determining if facilities are imple-
menting effective systems to prevent
adverse drug events and recognizing and
responding appropriately if and when
adverse drug events do occur

Included with the S & C issuance was
a CMS Adverse Drug Event Trigger Tool
(www.cms.gov/Medicare/Provider-
Enrollment-and-Certification/ QAPI/
Downloads/Adverse-Drug-Event-
Trigger-Tool.pdf). This tool was devel-
oped in collaboration with the Agency
for Healthcare Research & Quality.
Surveyors were instructed to utilize
the tool to identify complaint investi-
gations related to adverse events. Use
of this tool by providers can strengthen
risk management programs and can
be used as an educational tool for
clinicians and management person-
nel. The tool provides adverse drug
events, risk factors, triggers of signs
and symptoms, and triggers for clini-
cal interventions and surveyor probes.
The tool is provided in an easy to use
matrix format that is divided by types
of adverse events.

The prevention of adverse medication
events is an important component for
the delivery of quality care to post-acute
care residents. Nursing facilities must
have robust policies and procedures for
medication administration and monitor-
ing. Good policies and procedures must
be coupled with ongoing and consistent
clinical and laboratory monitoring to
avoid potential negative effects of medi-
cations. Without diligent policies, con-
sistent administration and monitoring,
and knowledgeable staff, medication
errors can cause significant injury and
even death to residents. »

This column is not to be substituted for
legal advice. The writer, JANET FELDKAMP,
practices in various aspects of health

care, including long-term care survey

and certification, certificate of need,
health care acquisitions, physician and
nurse practice, managed care and nursing
related issues, and fraud and abuse. She is
affiliated with Benesch Friedlander Coplan
& Aronoff LLP of Columbus, OH.
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FDA Issues New Heart Attack, Stroke Risk Warnings for NSAIDs

BY JEFF EVANS

The Food and Drug Administration
has taken new action to strengthen
existing warning labels about the
increased risk of heart attack or stroke
with the use of prescription and over-
the-counter nonaspirin nonsteroidal
anti-inflammatory drugs.

In a recent drug safety communica-
tion, the agency did not provide the exact
language that will be used on NSAID

labels but said that they “will be revised
to reflect” information describing that:
» Increased risk of heart attack or stroke
can occur as early as the first weeks of
using an NSAID.

» The risk may increase with longer use
and at higher doses of the NSAID.

> The drugs can increase the risk of
heart attack or stroke even in patients
without heart disease or risk factors for
heart disease, but patients with heart dis-
ease or risk factors for it have a greater

likelihood of heart attack or stroke fol-
lowing NSAID use.
» Treatment with NSAIDs following a
first heart attack increases the risk of
death in the first year after the heart
attack, compared with patients who
were not treated with NSAIDs after their
first heart attack.
» NSAID use increases the risk of heart
failure.

The new wording will also note
that although newer information may

!
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More Isn’t Always Better

Barney Spivack, MD, CMD, a post-acute and long-term care medical director and
physician, talks about why some cancer screenings may not be advised for elders.

Although many tests, treatments, and interventions
are useful and appropriate for frail elderly people,
some screenings may not provide sufficient value,
and they may subject individuals to unnecessary
inconvenience, discomfort, and possible harm.

Patients in the post-acute and long-term care
setting may have many chronic illnesses and
health problems, limited mobility and cognitive
loss, and life expectancies of less than 10 years.
Studies about the impact of screenings for breast,
colorectal, and prostate cancer in older adults in
general, especially in PA/LTC residents, suggest that
benefits of these screenings are limited.

While it's true that these screenings may help
detect cancers before they spread, they are not
without risks. For example, mammograms expose
women to radiation and may cause discomfort.
This test isn't perfect — false negatives, as well
as false positives, are common. Some women
may be subjected to additional tests, including
biopsies, and the stress that accompanies these.
Cost is another factor; working up false positive
mammogram results can cost thousands of dollars.

Prostate cancer is usually slow-growing, and most
nursing home residents will die of something
else before cancer spreads beyond the prostate.
The possible risks of prostate screenings include
pain, bleeding, and infection associated with
biopsies, as well as the mental stress and anxiety
associated with false-positive test results. It also
is important to note that this test doesn’t always
produce an accurate result.

The most common screening test for colorectal
cancer, the colonoscopy, lets the doctor see the
entire colon and rectum and remove abnormal
tissue, such as polyps, and take samples for
biopsies. However, the test might not detect all
small polyps and cancers. Additionally, it involves
several risks. For instance, it requires complete
colon cleansing beforehand; and this means
temporary diet, fluid, and medication changes.

These can cause discomfort and other problems
for older adults. At the same time, sedation is
almost always needed, and this can be risky.
Complications of the test also may include internal
bleeding, cramping, bloating, and perforation.

Of course, all screening and care decisions
should involve conversations with the individual’s
physician and other practitioners. These should
include discussions about personal preferences,
current illnesses, life expectancy, and health care
goals. However, for most nursing home residents,
experts generally discourage these screenings.

» Questions To Ask Your Practitioner

e What is my loved one’s or my risk of having/
getting various types of cancer?

e What lifestyle changes can my loved one or |
make now to limit these risks?

e What are the benefits/risks of various cancer
screenings for my loved one or me personally?

e What cancer screenings are likely to be of great-
est benefit for my loved one or me, given personal
health, life expectancy, and other issues?

» What You Can Do

e Make lifestyle changes to reduce your cancer
risk, including not smoking, eating healthy, and
staying physically active.

e Discuss the risks and benefits of various screen-
ings and tests with your trusted practitioner.

e Complete an advance directive, physician order
for life-sustaining treatment (POLST) form, or other
document to outline your care preferences.

» For More Information:

e Colon Cancer Screening: Weighing the Options:
http://mayocl.in/1nquNYY

e The Pros and Cons of Screening for Three
Cancers: http://bit.ly/INEAGXE

e Mammography’s Limits, Seldom Understood:
http://nyti.ms/1gXjGBf

e Prostate Cancer Screening: Should You Get

a PSA Test?: http://mayocl.in/InLo31h
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suggest that the risk for heart attack or
stroke is not the same for all NSAIDs,
it “is not sufficient for us to determine
that the risk of any particular NSAID is
definitely higher or lower than that of
any other particular NSAID.”

The update to NSAID labels goes
against the recommendations given
by panel members from a joint meet-
ing of the FDA's Arthritis Advisory
Committee and the Drug Safety and
Risk Management Advisory Committee
in February 2014 in which they said that
the evidence about potentially new car-
diovascular risks with NSAIDs that had
been presented to them over the 2-day
meeting was not sufficient to change
labeling. The panelists also voted that
there were not enough data to suggest
that naproxen presented a substantially
lower risk of cardiovascular events than
did either ibuprofen or selective NSAIDs,
such as cyclooxygenase-2 inhibitors. G

Jerr EVANS is a senior editor with
Frontline Medical News.

Coding

Errors Cost
Millions in
Overpayments

BY ALICIA GALLEGOS

oding mistakes made on behalf
‘ of physicians and other health

providers led to more than $35
million in Medicare overpayments for
outpatient drugs, according to results
from an audit by the Department of
Health & Human Services Office of In-
spector General (OIG).

Medicare contractors in 13 jurisdic-
tions overpaid Medicare Part B providers
by $35.8 million between July 2009 and
June 2012. Erroneous codes and incor-
rect units of service submitted on behalf
of those providers were the top reasons
for the overpayments, according to the
OIG report.

The medications most frequently over-
paid because of incorrect units of service
were adenosine, rituximab, infliximab,
leuprolide acetate, and bortezomib.

Other common billing mistakes by
physicians that resulted in overpayments
included insufficient documentation
about patient services; billing for outpa-
tient drugs in which payment was already
included in that of a primary procedure;
incorrect use of Healthcare Common
Procedure Coding System codes; and
billing Medicare for noncovered outpa-
tient drugs. As of May 4, the Centers
for Medicare & Medicaid Services had
recovered 63% of the overpayments
found in the OIG audit, according to the
report. G

Avicia GALLEGOS is a Frontline Medical
News freelance writer based in Chicago.



CLASSIFIEDS

PROFESSIONAL OPPORTUNITIES

DON’T LET YOUR NEXT Geriatrics

‘ ‘ OR l UN' ' ' HealthPartners is actively recruiting a physician with interest and

experience in Geriatric Medicine to join our well-established,
Ga BY UNNO TICED dedicated team of geriatricians and nurse practitioners in

" Minneapolis/St. Paul, Minnesota. This position includes
nursing home medical director responsibilities, and is the ideal

opportunity to practice a full scope of geriatric medicine in a
community arena with geriatricians and nurse practitioners who

Gr.ab the attentlon Df the provide a similar model of care.
. We have a variety of positions available in the Twin Cities
healthcare pPUfESSIOHaIS metropolitan area, including long term care, post hospital
. transitional care and assisted living, where our physicians work in
yDu ne‘ad to PeaCh With d collaborative practice with our geriatric nurse practitioners, There
e . 3 are also significant opportunities for work in home-based care and
ClaSSIﬁEd ad 1] next mDnth S in collaboration with our palliative and end of life care programs.

These positions are flexible, with part-time, full-time and on-call
opportunities.

HealthPartners has received nationally recognized clinical
CAH’NG Fan THE AGES performance and quality awards, and is committed to providing
exceptional, patient-centered care. We offer a competitive salary
and benefit package and a rewarding metropolitan practice.

For more information, contact Diane Collins at diane.m.collins@

Ta p’ace an ad, ca" hea_lthpartners.com,952—883-5453. 800-472-4695 x3, or apply
online at healthpartners.com/careers (Job ID #34052). EOE
Adam Moorad at

(212) 633-3122. &) HealthPartners

Email: a.moorad®@elsevier.com healthpartners.com

Don't let your next
opportunity go by

unnoticed.

e

Grab the attention of the healthcare professionals you need to
reach with a classified ad in next month’s

CARING FOR THE AGES

Contact Adam Moorad to place your ad today!
ph: 212.633.3122 fax: 212.633.3820 e-mail: a.moorad@elsevier.com

Disclaimer

CARING FOR THE AGES assumes the statements made in classified advertisements are accurate, but cannot investigate the statements and assumes no responsibility or
liability concerning their content. The Publisher reserves the right to decline, withdraw, or edit advertisements. Every effort will be made to avoid mistakes, but responsi-
bility cannot be accepted for clerical or printer errors.




22 ¢« CARING FOR THE AGES

SEPTEMBER 2015

Journal Highlights

Cognitive Health Panel

When combined with medical and life-
style interventions, identification of
early cognitive impairment through
case findings is an important step toward
enhancing brain health among older
individuals. This was the consensus of
a panel convened by the International
Association of Gerontology and
Geriatrics (IAGG) and its Global Aging
Research Network (GARN).

The panel, which met in St. Louis ear-
lier this year, consisted of neurologists,
psychiatrists, geriatricians, social work-
ers, and psychologists. Using a survey of
the panelists and results of focus groups
made up of individuals with demen-
tia, caregivers, and nursing home staff
and volunteers, the IAGG-GARN panel
examined the importance of early rec-
ognition of impaired cognitive health.
Key Areas Addressed
> Screening vs. case finding. The panel
was divided about which was more
essential for identifying early cognitive
dysfunction: universal screening of all
individuals within a certain category,
such as age, or case finding among indi-
viduals with known risk factors, such as
family history of dementia.

“Basically, there has been a lot of argu-
ment about whether there should be
screening or case function for people
with early cognitive dysfunction,” said
panel co-chair and JAMDA's chief medi-
cal editor, John E. Morley, MD, of Saint
Louis University School of Medicine.
“It’s very hard to accept that physicians
can’t make the diagnosis, that they must
have some sort of structured way.”

The panel recommended using any
of the validated screening tests that
take 3 to 7 minutes to administer. “The
committee recommended anything that
takes under 5 to 6 minutes,” Dr. Morley

Journal of the JAWA

American Medical Directors Association

said. “[In] any family care practice, the
quicker you can screen the better.”

The panel also decided that a com-

bination of patient- and information-
based screens is the most appropriate
approach for identifying early cognitive
impairment.
» Brain health. The panel believed that
using the term “cognitive health” rather
than “mild cognitive impairment” might
reduce public fears and encourage early
detection and taking positive steps
toward preserving cognitive function.

“We feel brain health is what this
is about because there are things that
clearly help everybody’s brain,” Dr.
Morley said. “This is really a brain
health initiative as well as to pick up
[not only] people who may be going on
to develop Alzheimer’s but who may
have a more treatable cause of cognitive
dysfunction.”

Indeed, research has shown numerous
potentially reversible causes of cognitive
impairment, especially when discovered
early. Reversible causes include anticho-
linergic medications, polypharmacy,
metabolic disorders, circulatory disor-
ders, ischemic brain disorders, infec-
tions, sleep apnea, and depression, to
name a few.

The consensus group also believed
that health care providers can suggest
preventive measures against cognitive
decline. For example, studies have shown
that adoption of a Mediterranean type
diet can slow the progress of cognitive
impairment, and that development of
cognitive impairment is less likely in indi-
viduals who follow this diet. Some addi-
tional measures include physical activity,
engagement in intellectual activity, learn-
ing to play a musical instrument, and even
use of video games — all of which have
been shown to slow cognitive decline.

“It makes no sense not to tell the
patient they can do these things,” Dr.
Morley said.

» Cognitive frailty. This term considers
potential parallel links between cogni-
tive decline and physical frailty. Research
suggests that a subgroup of individuals
with cognitive impairment have reduced
resilience and functional decline that
coincide with physical frailty; converg-
ing evidence suggests that the cognitive
status represents an important dimension
of the frailty syndrome. Dr. Morley and
the panel said that there isn’t enough data
to recommend screening for cognitive
frailty and that more research is needed.

In addition to identifying early cogni-
tive dysfunction in health care offices,
Dr. Morley said, these concepts are essen-
tial in nursing homes to detect revers-
ible causes of cognitive decline, enable
temporary residents to leave sooner, take
steps to slow the progress of the decline,
and maintain quality of life.

» Source: Brain Health: The Importance of
Recognizing Cognitive Impairment, an IAGG
Consensus Conference — Morley JE, et al.

Diabetes and Frailty

Individuals with diabetes mellitus are
more likely to become frail than non-
diabetic individuals, but they can reduce
this risk by improving how well they
control their disease, according to a pro-
spective cohort study in Spain.

Led by Esther Garcia-Esquinas, PhD,
of Universidad Auténoma de Madrid
(Autonomous University of Madrid),
researchers analyzed data on 346 individ-
uals 60 and older who had diabetes, and
1,404 individuals without the disease.
During a mean 3.5 years of follow-up,
they identified 76 cases of frailty among
the diabetic individuals, and 39 cases
among those without diabetes.

From the September Issue of JAMDA

After adjusting for age, sex, and edu-
cational level, participants with diabetes
had 2.18 times the risk of developing
frailty. This odds ratio dropped to as
low as 1.01 after adjusting for obesity;
health behaviors, such as smoking and
alcohol consumption; morbidity at
baseline; cardiometabolic biomarkers,
especially HbAlc, lipoproteins, and tri-
glycerides; and treatment with oral anti-
diabetic agents. The odds ratio increased
to 1.64 when adjusting for nutritional
therapy.

The increased risk of frailty was
partly explained by unhealthy behav-
iors and obesity, poor glucose control,
and altered serum lipid profile among
diabetic individuals, the researchers said.
High concentrations of glucose also
might lead to chronic inflammation, a
risk factor for frailty, and loss of skeletal
muscle strengths.

“Our results suggest that the increased
risk of frailty observed among diabetic
individuals is mainly driven by reduc-
tions in walking speed and, to a lesser
extent, by an increased risk of uninten-
tional weight loss and weakness,” the
researchers wrote.

Nutritional therapy, however, might
lessen these risks due to improved blood
glucose and cholesterol control, the
researchers said, adding that individu-
als who initiate nutritional therapy are
likely to make other lifestyle changes
such as regular exercise, smoking cessa-
tion, and weight loss, which also reduce
the risk of frailty.

» Source: Diabetes and Risk of Frailty and
Its Potential Mechanisms: A Prospective
Cohort Study of Older Adults — Garcia-
Esquinas E, et al. G

JErFREY S. EISENBERG is a freelance
medical writer in the Philadelphia area.
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Awards Open to NPs, PAs

wo of AMDA's top awards, which

honor practitioners who display
exemplary leadership
and innovation, are
now open to nurse
practitioners  and
physician assistants.

“You never expect
something like this,
but you certainly
appreciate it when you get it,” said
J. Kenneth Brubaker, MD, CMD, 2015
recipient of the William Dodd Founder’s
Award.

The Dodd Award, named after
AMDA's founder, William Dodd, recog-
nizes contributions to building AMDA’s
organizational strength, image, and
mission, enhance the Society’s repu-
tation, and advance goals enabling
AMDA to improve patient care. The
James Pattee Award for Excellence in
Education, named after the practitio-
ner considered to be the “father” of the
Core Curriculum in Medical Direction,
recognizes significant contributions to
AMDA’s efforts to advance education

~amda

In action

specific to PA/LTC physician practice,
and to promote Society leadership via
educational endeav-
ors within the care
continuum.
Brubaker
observed, winning
these awards is a true
honor that validates the
commitment and pas-
sion of AMDA members who make a
difference for their patients, colleagues,
teams, and communities.

You can show a colleague that his
or her work has had a powerful
impact on you and others. The dead-
line for nominations for 2016 awards is
Nov. 9, 2015. Awards will be presented
at AMDA’s 2016 annual conference. For
more information on the Dodd Award,
visit www.amdafoundation.org/index.
php/our-work/recognize-awards/ wil-
liam-dodd-founder-s-award. For details
about the Pattee Award, visit www.
amdafoundation.org/index.php/our-
work/recognize-awards/james-pattee-
award-for-excellence. G

Foundation Futures Program
Calls for New Applicants

Anyone who questions the value
of the AMDA Foundation Futures
program need only talk to Rebecca
King-Tucker, MD, CMD. “In rural
Montana [where she lived at the time],
it was hard to find mentors. So I was
really excited about participating in
the Futures program and connecting
with people there — other fellows and
certified medical directors.”

She wasn’t disappointed. “I was
impressed with the incredible amount
of thought that goes into the Futures
Program. They bring together a top-
notch group of experts to provide an
incredible snapshot of post-acute and
long-term care.”

The Futures program, which brings
fellows and residents to the AMDA
annual conference for a special 1-day
introduction to PA/LTC medicine and
medical direction, is a popular initia-
tive that fills up quickly every year. In
addition to participation in the 1-day
Futures program, participants receive a
full registration for the AMDA annual

conference and a 1-year AMDA mem-
bership. Futures participants receiving
a full scholarship also receive comple-
mentary transportation to and from
the meeting, plus 4 nights of lodging.

Dr. King-Tucker was grateful for the
AMDA membership that came with her
Futures participation, and she quickly
discovered AMDA's value. “Questions
would arise at my facility, and I was able
to get evidence-based, proven answers
and information from AMDA,” she said.
She added that she is still struggling with
issues such as care transitions and bundled
payments, and is pleased that "AMDA has
been out ahead on these issues and has
related tools and information.” Now, Dr.
King-Tucker said, AMDA is my group. It
is more important than any other organi-
zation I belong to.”

The AMDA Foundation is now accept-
ing applications for the 2015 Futures
program, scheduled for March 17, 2016,
in Orlando, FL. For more information,
go to www.amdafoundation.org/index.
php/our-work/ futures. G

AMDA Joins Work group

A MDA has been appointed to the
ational Quality Forum MAP
Post-Acute Care/Long-Term Care
Workgroup, which will provide input
on matters related to the selection and
coordination of measures for post-acute
care and long-term care providers, in-

cluding hospices, inpatient rehabilita-
tion facilities, long-term care hospitals,
skilled nursing facilities, and home
health care. AMDA will appoint an or-
ganizational representative to serve on
the work group and will participate for
a 3-year term (2015-2018). G

Advanced Course Provides
Unique Group Dynamic

he Advanced Curriculum on Medi-

cal Direction in Long-Term Care is
different every iteration, and the agen-
da is based on participant feedback,
insights from AMDA education com-
mittee members and others, and hot
topics that arise on the national stage.
Last year course chair Laura Trice,
MD, CMD, started the program by urg-
ing attendees to put away technological
devices and to really pay attention to
their colleagues and faculty members.
“Several people came to me during the
weekend and thanked me for doing

this,” Dr. Tice said. “I intend to start
the October program the same way.”

Areas of focus for the upcoming course
including billing and coding updates, falls
prevention, immunizations, managing
ethical dilemmas, nutrition, payment
reform, pharmacology update, PA/LTC
practice management, shared decision-
making, and transitions of care.

The course is scheduled for October
2-4, 2015, in St. Louis. For registra-
tion information, go to www.amda.
com/education/advanced/info.
cfm#registration. G

Don’t Miss These Events

September 19, 2015

Virginia Medical Directors
Association Annual Conference
Virginia Beach, VA

Contact: Angel Rivera

Phone: 757-889-4383

Email: ARivera@
LongTermCareofVA.com
Website: www.vamda.org/
conference.html

September 23, 2015

AMDA Live Webinar:

Cultural Diversity in PA/LTC
Contact: AMDA Registrar
Phone: 410-992-3116

Email: registration@amda.com
Website: www.amda.com/
cmedirect/ #web

October 2—4, 2015

AMDA Advanced Curriculum

on Medical Direction in LTC

St. Louis, MO

Contact: AMDA Registrar
Phone: 410-992-3116

Email: registration@amda.com
Website: www.amda.com/educa-
tion/advanced/index.cfm

October 9-10, 2015

The Wisconsin Society for
Post-Acute and Long-Term Care
Medicine Annual Meeting
Madison, WI

Email: karenmiller.rio@gmail.com
Website: www.wamd.org/
annual-meeting. html

October 10-11, 2015

Michigan Medical Directors
Association Educational Conference
Traverse City, MI

Email: michiganmda(@gmail.com
Website: www.mimda.org/attendees/

October 16-17, 2015

The Pennsylvania Society for Post-
Acute and Long-Term Care Medicine
Annual Educational Symposium
Hershey, PA

Website: www.pamda.org/
upcoming-symposium/

October 22-25, 2015

FAMDA Best Care

Practices in the

Geriatrics Continuum

Lake Buena Vista, FL

Website: www.bestcarepractices.org/
index3.html

October 23-25, 2015
State of Ohio

Long-Term Care

Conference

Dublin, OH

Phone: 517-410-3474

Email: ohiomda@gmail.com
Website: www.ohioamda.org/
conference.html

November 5-8, 2015
AMDA Core Curriculum
on Medical Direction

in Long-Term Care
Medicine Part Il
Philadelphia, PA

Contact: AMDA Registrar
Phone: 410-992-3116
Email: registration(@amda.com
Website: www.amda.com/
education/core/index.cfm

December 9, 2015

AMDA Live Webinar:

The Role of the Physician

in Person-Centered Care
Contact: AMDA Registrar
Phone: 410-992-3116

Email: registration@amda.com
Website: www.amda.com/
cmedirect/ #web

March 17-20, 2016

AMDA - The Society

for Post-Acute and

Long-Term Care

Medicine Annual

Conference 2016

Orlando, FL

Contact: AMDA Registrar
Phone: 410-992-3116

Email: registration(@amda.com
Website: www.paltcmedicine.org
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