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Indication
SHINGRIX is a vaccine indicated for prevention 
of herpes zoster (shingles) in adults aged 
50 years and older.
SHINGRIX is not indicated for prevention of 
primary varicella infection (chickenpox).

Important Safety Information
SHINGRIX is contraindicated in anyone with 
a history of a severe allergic reaction (eg, 
anaphylaxis) to any component of the vaccine 
or after a previous dose of SHINGRIX

•  Review immunization history for possible
vaccine sensitivity and previous vaccination-
related adverse reactions. Appropriate medical
treatment and supervision must be available to 
manage possible anaphylactic reactions
following administration of SHINGRIX

•   In a postmarketing observational study, an
increased risk of Guillain-Barré syndrome was
observed during the 42 days following vaccination
with SHINGRIX

•  Solicited local adverse reactions in subjects
aged 50 years and older were pain (78.0%),
redness (38.1%), and swelling (25.9%)

YOU CAN’T 
SOCIAL  DISTANCE

Not an actual patient.
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Important Safety Information (cont’d)
•  Solicited general adverse reactions in subjects 

aged 50 years and older were myalgia (44.7%), 
fatigue (44.5%), headache (37.7%), shivering 
(26.8%), fever (20.5%), and gastrointestinal 
symptoms (17.3%)

•  SHINGRIX was not studied in pregnant or 
lactating women, and it is unknown if it is 
excreted in human milk. Therefore, it cannot 
be established whether there is vaccine-
associated risk with SHINGRIX in pregnant 
women or if there are effects on breastfed 
infants or milk production/excretion

•  Vaccination with SHINGRIX may not result 
in protection of all vaccine recipients

References: 1. Kilgore PE, et al. J Med Virol. 2003;70(suppl 1):S111-S118. 2. CDC. 
MMWR. 2008;57(RR-5):1-30. 3. Prescribing Information for SHINGRIX.

Please see Brief Summary of 
Prescribing Information for SHINGRIX 
on the following pages.

You are encouraged to report vaccine adverse 
events to the US Department of Health and 
Human Services. Visit www.vaers.hhs.gov to file 
a report, or call 1-800-822-7967.

FROM YOURSELF.

99.5% of adults aged 50 years and older are
infected with the varicella zoster virus.1,2 1 out of 3
people will get shingles in their lifetime.2 Fortunately, 
you can do something today to prevent it.

HELP PROTECT YOUR PATIENTS AGED 50 YEARS 
AND OLDER WITH SHINGRIX.3

Get the inside story at SHINGRIXhcp.com

THE VIRUS THAT CAUSES 
SHINGLES IS ALREADY INSIDE 
YOUR PATIENTS.1,2
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BRIEF SUMMARY

SHINGRIX (Zoster Vaccine Recombinant, Adjuvanted)

The following is a brief summary only; see full prescribing 
information for complete product information.

1 INDICATIONS AND USAGE

SHINGRIX is a vaccine indicated for prevention of herpes zoster 
(shingles) in adults aged 50 years and older.

Limitations of Use:

•  SHINGRIX is not indicated for prevention of primary varicella 
infection (chickenpox).

2 DOSAGE AND ADMINISTRATION

2.2 Administration Instructions 

For intramuscular injection only.

After reconstitution, administer SHINGRIX immediately or store 
refrigerated between 2° and 8°C (36° and 46°F) and use within 
6 hours. Discard reconstituted vaccine if not used within 6 hours.

2.3 Dose and Schedule

Two doses (0.5 mL each) administered intramuscularly according 
to the following schedule: A � rst dose at Month 0 followed by a 
second dose administered anytime between 2 and 6 months later.

4 CONTRAINDICATIONS

Do not administer SHINGRIX to anyone with a history of a severe 
allergic reaction (e.g., anaphylaxis) to any component of the vaccine 
or after a previous dose of SHINGRIX [see Description (11) of full 
prescribing information].

5 WARNINGS AND PRECAUTIONS

5.1 Preventing and Managing Allergic Vaccine Reactions

Prior to administration, the healthcare provider should review the 
immunization history for possible vaccine sensitivity and previous 
vaccination-related adverse reactions. Appropriate medical treatment 
and supervision must be available to manage possible anaphylactic 
reactions following administration of SHINGRIX.

5.2 Guillain-Barré Syndrome (GBS)

In a postmarketing observational study, an increased risk of GBS 
was observed during the 42 days following vaccination with 
SHINGRIX [see Adverse Reactions (6.2)].

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, 
adverse reaction rates observed in the clinical trials of a vaccine 
cannot be directly compared with rates in the clinical trials of another 
vaccine and may not re� ect the rates observed in practice. There is 
the possibility that broad use of SHINGRIX could reveal adverse 
reactions not observed in clinical trials.

Overall, 17,041 adults aged 50 years and older received at least
1 dose of SHINGRIX in 17 clinical studies.

The safety of SHINGRIX was evaluated by pooling data from 2 
placebo-controlled clinical studies (Studies 1 and 2) involving 
29,305 subjects aged 50 years and older who received at least
1 dose of SHINGRIX (n = 14,645) or saline placebo (n = 14,660) 
administered according to a 0- and 2-month schedule. At the time 
of vaccination, the mean age of the population was 69 years; 7,286 
(24.9%) subjects were aged 50 to 59 years, 4,488 (15.3%) subjects 
were aged 60 to 69 years, and 17,531 (59.8%) subjects were aged 
70 years and older. Both studies were conducted in North America, 
Latin America, Europe, Asia, and Australia. In the overall population, 
the majority of subjects were white (74.3%), followed by Asian 
(18.3%), black (1.4%), and other racial/ethnic groups (6.0%); 58% 
were female.

Solicited Adverse Events

In Studies 1 and 2, data on solicited local and general adverse events 
were collected using standardized diary cards for 7 days following 
each vaccine dose or placebo (i.e., day of vaccination and the next
6 days) in a subset of subjects (n = 4,886 receiving SHINGRIX, 
n = 4,881 receiving placebo with at least 1 documented dose). 
Across both studies, the percentages of subjects aged 50 years 
and older reporting each solicited local adverse reaction and each 
solicited general adverse event following administration of SHINGRIX 
(both doses combined) were pain (78.0%), redness (38.1%), and 
swelling (25.9%); and myalgia (44.7%), fatigue (44.5%), headache 
(37.7%), shivering (26.8%), fever (20.5%), and gastrointestinal 
symptoms (17.3%), respectively.

The reported frequencies of speci� c solicited local adverse reactions 

and general adverse events (overall per subject), by age group, from 
the 2 studies are presented in Table 1.

Table 1. Percentage of Subjects with Solicited Local Adverse 
Reactions and General Adverse Events within 7 Daysa of 
Vaccination in Adults Aged 50 to 59 Years, 60 to 69 Years, and 70 
Years and Olderb (Total Vaccinated Cohort with 7-Day Diary Card)

Aged 50-59 
Years

Aged 60-69 
Years

Aged ≥70 
Years

SHINGRIX
%

Placeboc

%
SHINGRIX

%
Placeboc

%
SHINGRIX

%
Placeboc

%
Local 
Adverse
Reactions

n = 1,315 n = 1,312 n = 1,311 n = 1,305 n = 2,258 n = 2,263

Pain 88.4 14.4 82.8 11.1 69.2 8.8
Pain, 
Grade 3d 10.3 0.5 6.9 0.5 4.0 0.2

Redness 38.7 1.2 38.4 1.6 37.7 1.2
Redness, 
>100 mm 2.8 0.0 2.6 0.0 3.1 0.0

Swelling 30.5 0.8 26.5 1.0 23.0 1.1
Swelling, 
>100 mm 1.1 0.0 0.5 0.0 1.3 0.0

General 
Adverse 
Events

n = 1,315 n = 1,312 n = 1,309 n = 1,305 n = 2,252 n = 2,264

Myalgia 56.9 15.2 49.0 11.2 35.1 9.9
Myalgia, 
Grade 3e 8.9 0.9 5.3 0.8 2.8 0.4

Fatigue 57.0 19.8 45.7 16.8 36.6 14.4

Fatigue, 
Grade 3e 8.5 1.8 5.0 0.8 3.5 0.8

Headache 50.6 21.6 39.6 15.6 29.0 11.8
Headache, 
Grade 3e 6.0 1.7 3.7 0.2 1.5 0.4

Shivering 35.8 7.4 30.3 5.7 19.5 4.9
Shivering, 
Grade 3e 6.8 0.2 4.5 0.3 2.2 0.3

Fever 27.8 3.0 23.9 3.4 14.3 2.7
Fever, 
Grade 3f 0.4 0.2 0.5 0.2 0.1 0.1

GIg 24.3 10.7 16.7 8.7 13.5 7.6
GI, 
Grade 3e 2.1 0.7 0.9 0.6 1.2 0.4

Total vaccinated cohort for safety included all subjects with at 
least 1 documented dose (n).
a 7 days included day of vaccination and the subsequent 6 days.
b  Data for subjects aged 50 to 59 years and 60 to 69 years are based 

on Study 1. Data for subjects 70 years and older are based on pooled 
data from Study 1: NCT01165177 and Study 2: NCT01165229.

c Placebo was a saline solution.
d  Grade 3 pain: De� ned as signi� cant pain at rest; prevents 

normal everyday activities.
e  Grade 3 myalgia, fatigue, headache, shivering, GI: De� ned as 

preventing normal activity.
f   Fever de� ned as ≥37.5°C/99.5°F for oral, axillary, or tympanic 

route, or ≥38°C/100.4°F for rectal route; Grade 3 fever de� ned 
as >39.0°C/102.2°F.

g  GI = Gastrointestinal symptoms including nausea, vomiting, 
diarrhea, and/or abdominal pain.

The incidence of solicited local and general symptoms was lower in 
subjects aged 70 years and older compared with those aged 50 to 
69 years.

The majority of solicited local adverse reactions and general adverse 
events seen with SHINGRIX had a median duration of 2 to 3 days.

There were no differences in the proportions of subjects reporting 
any or Grade 3 solicited local reactions between Dose 1 and Dose 2. 
Headache and shivering were reported more frequently by subjects 
after Dose 2 (28.2% and 21.4%, respectively) compared with Dose 1 
(24.4% and 13.8%, respectively). Grade 3 solicited general adverse 
events (headache, shivering, myalgia, and fatigue) were reported 
more frequently by subjects after Dose 2 (2.3%, 3.1%, 3.6%, and

(continued on next page)
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3.5%, respectively) compared with Dose 1 (1.4%, 1.4%, 2.3%, 
and 2.4%, respectively).

Unsolicited Adverse Events

Unsolicited adverse events that occurred within 30 days following 
each vaccination (Day 0 to 29) were recorded on a diary card by all 
subjects. In the 2 studies, unsolicited adverse events occurring 
within 30 days of vaccination were reported in 50.5% and 32.0% 
of subjects who received SHINGRIX (n = 14,645) and placebo
(n = 14,660), respectively (Total Vaccinated Cohort). Unsolicited 
adverse events that occurred in ≥1% of recipients of SHINGRIX and 
at a rate at least 1.5-fold higher than placebo included chills (3.5% 
versus 0.2%), injection site pruritus (2.2% versus 0.2%), malaise 
(1.7% versus 0.3%), arthralgia (1.7% versus 1.2%), nausea (1.4% 
versus 0.5%), and dizziness (1.2% versus 0.8%).

Gout (including gouty arthritis) was reported by 0.18% (n = 27) versus 
0.05% (n = 8) of subjects who received SHINGRIX and placebo, 
respectively, within 30 days of vaccination; available information is 
insuf� cient to determine a causal relationship with SHINGRIX.

Serious Adverse Events (SAEs)

In the 2 studies, SAEs were reported at similar rates in subjects who 
received SHINGRIX (2.3%) and placebo (2.2%) from the � rst 
administered dose up to 30 days post last vaccination. SAEs were 
reported for 10.1% of subjects who received SHINGRIX and for 
10.4% of subjects who received placebo from the � rst administered 
dose up to 1 year post last vaccination. One subject (<0.01%) 
reported lymphadenitis and 1 subject (<0.01%) reported fever greater 
than 39°C; there was a basis for a causal relationship with SHINGRIX.

Optic ischemic neuropathy was reported in 3 subjects (0.02%) who 
received SHINGRIX (all within 50 days after vaccination) and 0 
subjects who received placebo; available information is insuf� cient
to determine a causal relationship with SHINGRIX.

Deaths

From the � rst administered dose up to 30 days post last vaccination, 
deaths were reported for 0.04% of subjects who received SHINGRIX 
and 0.05% of subjects who received placebo in the 2 studies. From 
the � rst administered dose up to 1 year post last vaccination, deaths 
were reported for 0.8% of subjects who received SHINGRIX and for 
0.9% of subjects who received placebo. Causes of death among 
subjects were consistent with those generally reported in adult and 
elderly populations.

Potential Immune-Mediated Diseases

In the 2 studies, new onset potential immune-mediated diseases (pIMDs) 
or exacerbation of existing pIMDs were reported for 0.6% of subjects 
who received SHINGRIX and 0.7% of subjects who received placebo 
from the � rst administered dose up to 1 year post last vaccination. The 
most frequently reported pIMDs occurred with comparable frequencies 
in the group receiving SHINGRIX and the placebo group.

Dosing Schedule

In an open-label clinical study, 238 subjects 50 years and older 
received SHINGRIX as a 0- and 2-month or 0- and 6-month 
schedule. The safety pro� le of SHINGRIX was similar when 
administered according to a 0- and 2-month or 0- and 6-month 
schedule and was consistent with that observed in Studies 1 and 2.

6.2 Postmarketing Experience

The following adverse reactions have been identi� ed during 
postapproval use of SHINGRIX. Because these reactions are 
reported voluntarily from a population of uncertain size, it is not 
always possible to reliably estimate their frequency or establish a 
causal relationship to the vaccine.

General Disorders and Administration Site Conditions

Decreased mobility of the injected arm which may persist for 1 or 
more weeks.

Immune System Disorders

Hypersensitivity reactions, including angioedema, rash, and urticaria.

Nervous System Disorders

Guillain-Barré syndrome.

Postmarketing Observational Study of the Risk of Guillain-Barré
Syndrome following Vaccination with SHINGRIX

The association between vaccination with SHINGRIX and GBS was 
evaluated among Medicare bene� ciaries aged 65 years or older. 
Using Medicare claims data, from October 2017 through February 
2020, vaccinations with SHINGRIX among bene� ciaries were 
identi� ed through National Drug Codes, and potential cases of 
hospitalized GBS among recipients of SHINGRIX were identi� ed 
through International Classi� cation of Diseases codes.

The risk of GBS following vaccination with SHINGRIX was assessed in 
self-controlled case series analyses using a risk window of 1 to 42 

days post-vaccination and a control window of 43 to 183 days 
post-vaccination. The primary analysis (claims-based, all doses) found 
an increased risk of GBS during the 42 days following vaccination with 
SHINGRIX, with an estimated 3 excess cases of GBS per million 
doses administered to adults aged 65 years or older. In secondary 
analyses, an increased risk of GBS was observed during the 42 days 
following the � rst dose of SHINGRIX, with an estimated 6 excess 
cases of GBS per million doses administered to adults aged 65 years 
or older, and no increased risk of GBS was observed following the 
second dose of SHINGRIX. These analyses of GBS diagnoses in 
claims data were supported by analyses of GBS cases con� rmed by 
medical record review. While the results of this observational study 
suggest a causal association of GBS with SHINGRIX, available 
evidence is insuf� cient to establish a causal relationship.

7 DRUG INTERACTIONS 

7.1 Concomitant Vaccine Administration

For concomitant administration of SHINGRIX with inactivated in� uenza 
vaccine [see Clinical Studies (14.5) of full prescribing information].

7.2 Immunosuppressive Therapies

Immunosuppressive therapies may reduce the effectiveness
of SHINGRIX.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

There are no available human data to establish whether there is 
vaccine-associated risk with SHINGRIX in pregnant women [see 
Use in Specifi c Populations (8.1) of full prescribing information].

8.2 Lactation

It is not known whether SHINGRIX is excreted in human milk. 
Data are not available to assess the effects of SHINGRIX on the 
breastfed infant or on milk production/excretion [see Use in 
Specifi c Populations (8.2) of full prescribing information].

8.5 Geriatric Use

Of the total number of subjects who received at least 1 dose of 
SHINGRIX in the 2 ef� cacy trials (n = 14,645), 2,243 (15.3%) were 
aged 60 to 69 years, 6,837 (46.7%) were aged 70 to 79 years, 
and 1,921 (13.1%) were 80 years and older. There were no 
clinically meaningful differences in ef� cacy across the age groups 
or between these subjects and younger subjects [see Clinical Studies 
(14.1, 14.2, 14.3) of full prescribing information].

The frequencies of solicited local and general adverse events in 
subjects aged 70 years and older were lower than in younger adults 
(aged 50 through 69 years) [see Adverse Reactions (6.1)].

17 PATIENT COUNSELING INFORMATION

•  Inform patients of the potential bene� ts and risks of immunization 
with SHINGRIX and of the importance of completing the 2-dose 
immunization series according to the schedule.

•  Inform patients about the potential for adverse reactions that have 
been temporally associated with administration of SHINGRIX.

•  Provide the Vaccine Information Statements, which are available free 
of charge at the Centers for Disease Control and Prevention (CDC) 
website (www.cdc.gov/vaccines).

Storage:
Store vials of Lyophilized gE Antigen and Adjuvant Suspension 
Components refrigerated between 2° and 8°C (36° and 46°F). 
Protect vials from light. Do not freeze. Discard if the vials have
been frozen.

Trademarks are owned by or licensed to the GSK group 
of companies.

Manufactured by GlaxoSmithKline Biologicals
Rixensart, Belgium, U.S. License 1617, and
Distributed by GlaxoSmithKline
Research Triangle Park, NC 27709

©2021 GSK group of companies or its licensor.
March 2021  SHX:5BRS

©2021 GSK or licensor.
SGXJRNAXXXXXX Month 2021
Produced in USA.

©2021 GSK or licensor.
SGXJRNA210003 April 2021
Produced in USA.

S:7.125"
S:10"

T:7.875"
T:10.75"

B:8.125"
B:11"

ME1021_CV2-003_GSKShingrix.indd   3ME1021_CV2-003_GSKShingrix.indd   3 9/22/21   12:15 PM9/22/21   12:15 PM



Im
ag

e c
red

it

CHAIRMAN’S LETTER

Customer service
mmhinfo@mmhgroup.com 

Editorial  800-225-4569

Advertising  732-596-0276
Classifieds  800-225-4569
Back Issues  218-740-6477

Subscription Correspondence  
Medical Economics®, 2 Clarke Dr Suite 100 
Cranbury, NJ 08512

C H A I R M A N  &  F O U N D E R
Mike Hennessy Sr.

Corporate
President & CEO
Mike Hennessy Jr.

Vice Chairman
Jack Lepping

CPA/CFE Chief Financial 
Officer
Neil Glasser, CPA/CFE 

Executive Vice President, 
Global Medical Affairs and 
Corporate Development
Joe Petroziello

Senior Vice President, 
Content
Silas Inman

Senior Vice President, 
Operations 
Michael Ball

Vice President,  
Human Resources  
& Administration
Shari Lundenberg

Vice President,  
Mergers & Acquisitions
Chris Hennessy

Executive Creative 
Director, Creative Services
Jeff Brown

Director, Audience Development
Christine Shappell

Audience Development

Editorial
Editorial Director
Chris Mazzolini, MS
cmazzolini@mjhlifesciences.com 

Senior Editor
Jeffrey Bendix, MA
 jbendix@mjhlifesciences.com

Managing Editor
Todd Shryock
tshryock@mjhlifesciences.com 

Associate Editor
Keith A. Reynolds 

Assistant Editor
Logan Lutton

Copy Chief
Jennifer Potash

Copy Supervisors
Rachelle Laliberte 
Paul Silverman

Senior Copy Editor
Kelly King

Copy Editors
Cheney Baltz 
Georgina Carson  
Kirsty Mackay 
Ron Panarotti

Design & Production
Creative Director
Robert McGarr 

Senior Graphic Designer
Chrissy Bolton

Circulation Director
Jonathan Severn 

Production Director
Keyonna Graham

Executive Vice President
Brian Haug

Vice President, 
Healthcare
Eric Temple-Morris
etemple-morris@mjhlifesciences.com

Business Development
Sam Abbaticola
Jeffrey Chase
Jordan Moretti
Emily Rosenthal

Account Manager, 
Recruitment Advertising
Joanna Shippoli
jshippoli@mjhlifesciences.com

Reprint, Permissions, 
Licensing
Eric Temple-Morris

Publishing & Sales

O c tO b e r  2 0 2 14 M e D I cA L  ecO N O M I c S   ® Medical economics.com

T here’s an old story that most physicians will face a 
medical malpractice lawsuit at some point in their 
career. Whether that’s true or not is a matter for 

debate, but there is a sense of truth to it. 
Physicians are humans, and humans err. Things happen. 

Bad outcomes cannot be completely avoided. 
So given this truth, it’s important for physicians to 

control the risk and prevent the worst case scenario, which 
is an unthinkable loss of revenue and reputation that could 
result from a malpractice case? That’s the focus of our cover 
story this month. We talked to attorneys who defend physi-
cians in malpractice case to find out the do’s and don’ts of 
dealing with this thorny topic.

One important point that came up repeatedly is the 
importance of the medical chart as a document that 
explains what did and did not happen, and how vital it is for 
physicians to treat the chart like a comprehensive record. 
This is their best defense, said Sean P. Byrne, JD, one of the 
attorneys we interviewed.

“It’s the chart that tells the story of the case,” he said.
Elsewhere in this October issue we have tons of great 

financial content, from ways to avoid paying excessive busi-
ness taxes to an analysis of how innovation and disruption 
impact stock performance. A physician breaks down the 
promise and challenges of remote patient monitoring, and 
two experts on independent medical practices break down 
a variety of options for these businesses to take on the 
challenges of 21st century health care and achieve financial 
success despite them.

As always, we value your feedback on our coverage, and 
welcome your story ideas and other thoughts. Please reach 
out at medec@mjhifesciences.com.

Mike Hennessy Sr.
Chairman and Founder
of MJH Life Sciences™

Managing 
malpractice risks
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Like what you’re reading?  
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Perfect your telehealth program
Tabassum Salam, 
M.D., the ACP’s vice 
president of medical 
education, discusses 
what physicians 
need to know to 
get started with 
telehealth right away.

Watch this video and others at: 
bit.ly/MedEcVideo

To read all of our ongoing coverage, go to  
MedicalEconomics.com

 ɋ Breaking news on the latest developments.

 ɋ Tips for physicians to extend the life of N95 respirators. 

 ɋ Mental health tips for doctors and other providers.

 ɋ How physicians can protect themselves from COVID-19.

 ɋ Strategies for using telehealth.

Medical Economics® editors are covering what you need to 
know during the ongoing novel coronavirus (COVID-19) 
pandemic. Our ongoing coverage of COVID-19 features:

COVID-19 COVERAGE 
CENTRAL



11626532 Nexlizet Journal Ad M4
Date:
Client:
Product:
Client Code:
WF Issue #
Releasing as:
Final Size:
Finishing:
Gutter:
Colors:

Producer:
AD:
AE:
QC:
Production:
Digital Artist:
FR Spellcheck:

9-2-2021 11:06 PM
ESPERION THERAPEUTICS INC
ESPERION-BEMPEDOIC ACID
US-NXZT-2100041
9789590
PDFx1A
7.125" x 10"
None
None
4C

Roshida Sterling
Aileen Ferris
Olivia Simone
None
Michael Patrissi
studio
None

Job info

Team

Special Instructions

Gilam (Bold, Regular, Heavy, Regular Italic, 
Black, Regular , Bold Italic), Minion Pro (Regular)

Fonts Images

Inks

PREPARED BY

Additional Information

Additional Comments for Sizing

Please keep all marks outside of bleed area.

None

None Cyan,  Magenta,  Yellow,  Black

ESPE_A073541_4C.tif (CMYK; 308 ppi; 97.4%; 
22.1MB), ESPE_RM_1CP_Wht_Rev.ai (15.66%; 
875KB), Nexlizet_US_RM_Tab_4CP_FC_Rev.ai 
(18.71%; 77KB)

Scale: 1" = 1"

Bleed
Trim/Flat
Live/Safety

8.75" w x 11.5" h  8.75" w x 11.5" h
7.125" w x 10" h  7.125" w x 10" h
6.625" w x 9.5" h  6.625" w x 9.5" h 

Path: PrePress:ESPERION_THERAPE:ESPERION-BEMPEDOIC_A:11626532:11626532_Nexlizet_Journal_Ad_M4.indd

PDFX1A _

For appropriate patients currently on maximally 
tolerated statin therapy not at LDL-C goal, an oral 
add-on therapy can give you the power to help1-4

ADD NEXLIZET: A once-daily oral therapy shown 
in a clinical trial to deliver1-4:
•  Significant 38% mean LDL-C reduction compared 

to placebo when added to maximally tolerated statin 
dose (P<0.001)*

•  Safety profile with most common ARs generally comparable 
to placebo

UNLOCK
THE NEXT LEVEL OF LDL-C 
CONTROL WITH NEXLIZET

For more information, visit NEXLIZETHCP.com

INDICATION

All trademarks and trade names are the property of their respective owners.
© 2021 ESPERION Therapeutics, Inc. All rights reserved. 08/21 US-NXZT-2100041

NEXLIZET is indicated as an adjunct to diet and maximally tolerated statin therapy for the treatment of adults with heterozygous familial 
hypercholesterolemia or established atherosclerotic cardiovascular disease who require additional lowering of LDL-C. 
Limitations of Use: The effect of NEXLIZET on cardiovascular morbidity and mortality has not been determined.

IMPORTANT SAFETY INFORMATION
Contraindications: NEXLIZET is contraindicated in patients with a known 
hypersensitivity to ezetimibe tablets. Hypersensitivity reactions including 
anaphylaxis, angioedema, rash, and urticaria have been reported with 
ezetimibe, a component of NEXLIZET.
Warnings and Precautions: Hyperuricemia: Bempedoic acid, a component 
of NEXLIZET, may increase blood uric acid levels. Hyperuricemia may occur 
early in treatment and persist throughout treatment, and may lead to the 
development of gout, especially in patients with a history of gout. Assess 
uric acid levels periodically as clinically indicated. Monitor for signs and 
symptoms of hyperuricemia, and initiate treatment with urate-lowering 
drugs as appropriate. 
Tendon Rupture: Bempedoic acid, a component of NEXLIZET, is associated 
with an increased risk of tendon rupture or injury. In clinical trials, tendon 
rupture occurred in 0.5% of patients treated with bempedoic acid versus 
0% of patients treated with placebo, and involved the rotator cuff (the 
shoulder), biceps tendon, or Achilles tendon. Tendon rupture occurred 
within weeks to months of starting bempedoic acid. Tendon rupture may 
occur more frequently in patients over 60 years of age, patients taking 
corticosteroid or fluoroquinolone drugs, patients with renal failure, and 
patients with previous tendon disorders. Discontinue NEXLIZET at the first 
sign of tendon rupture. Avoid NEXLIZET in patients who have a history of 
tendon disorders or tendon rupture.
Adverse Reactions: Most common (incidence ≥2% and greater than 
placebo) adverse reactions are upper respiratory tract infection, muscle 
spasms, hyperuricemia, back pain, abdominal pain or discomfort, 
bronchitis, pain in extremity, anemia, elevated liver enzymes, diarrhea, 
arthralgia, sinusitis, fatigue, and influenza.
Drug Interactions: Simvastatin and Pravastatin: Concomitant use with 
bempedoic acid results in increased concentrations and increased risk 
of simvastatin or pravastatin-related myopathy. Use of NEXLIZET with 
greater than 20 mg of simvastatin or 40 mg of pravastatin should be 
avoided. 
Cyclosporine: Caution should be exercised when using NEXLIZET and 
cyclosporine concomitantly due to increased exposure to both ezetimibe 
and cyclosporine. Monitor cyclosporine concentrations in patients receiving 
NEXLIZET and cyclosporine. In patients treated with cyclosporine, the 

* LDL-C changes from baseline (LS mean) in 053 Trial: NEXLIZET: -36% (n=86); 
placebo: +2% (n=41) (P<0.001). LDL-C changes from baseline (LS mean) for 
other drugs in the trial: bempedoic acid: -17% (n=88); ezetimibe: -23% (n=86).1

potential effects of the increased exposure to ezetimibe from concomitant 
use should be carefully weighed against the benefits of alterations in lipid 
levels provided by NEXLIZET.
Fibrates: Coadministration of NEXLIZET with fibrates other than 
fenofibrate is not recommended. Fenofibrate and ezetimibe may 
increase cholesterol excretion into the bile, leading to cholelithiasis. 
If cholelithiasis is suspected in a patient receiving NEXLIZET and 
fenofibrate, gallbladder studies are indicated and alternative lipid-
lowering therapy should be considered.
Cholestyramine: Concomitant use of NEXLIZET and cholestyramine 
decreases ezetimibe concentration. This may result in a reduction of 
efficacy. Administer NEXLIZET either at least 2 hours before, or at least 4 
hours after, bile acid sequestrants.
Lactation and Pregnancy: It is not recommended that NEXLIZET be 
taken during breastfeeding. Discontinue NEXLIZET when pregnancy is 
recognized, unless the benefits of therapy outweigh the potential risks 
to the fetus. Based on the mechanism of action, NEXLIZET may cause 
fetal harm.

Please see Brief Summary on the following pages.

LDL-C=low-density lipoprotein cholesterol; AR=adverse reaction; 
LS=least squares.

References: 1. NEXLIZET. Prescribing information. ESPERION Therapeutics, Inc.; 
11/2020. 2. Data on file. CSR 1002-053. January 2019. 3. Ray KK, Bays HE, 
Catapano AL, et al. Safety and efficacy of bempedoic acid to reduce LDL cholesterol. 
N Engl J Med. 2019;380(11):1022-1032. 4. Goldberg AC, Leiter LA, Stroes ESG, et al. 
Effect of bempedoic acid vs placebo added to maximally tolerated statins on 
low-density lipoprotein cholesterol in patients at high risk for cardiovascular 
disease: the CLEAR Wisdom randomized clinical trial. JAMA. 2019;322(18):1780-1788.
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NEXLIZET® (bempedoic acid and ezetimibe) tablets 
Professional Brief Summary. Please consult package  

insert for full Prescribing Information.
INDICATIONS AND USAGE
NEXLIZET is indicated as an adjunct to diet and maximally tolerated statin therapy for 
the treatment of adults with heterozygous familial hypercholesterolemia or established 
atherosclerotic cardiovascular disease who require additional lowering of LDL-C.
Limitations of Use: The effect of NEXLIZET on cardiovascular morbidity and mortality 
has not been determined.
CONTRAINDICATIONS
NEXLIZET is contraindicated in patients with a known hypersensitivity to ezetimibe tablets 
[see Adverse Reactions]. Hypersensitivity reactions including anaphylaxis, angioedema, rash 
and urticaria have been reported with ezetimibe.
WARNINGS AND PRECAUTIONS
Hyperuricemia
Bempedoic acid, a component of NEXLIZET, inhibits renal tubular OAT2 and may increase 
blood uric acid levels. In clinical trials, 26% of bempedoic acid-treated patients with normal 
baseline uric acid values (versus 9.5% placebo) experienced hyperuricemia one or more 
times, and 3.5% of patients experienced clinically significant hyperuricemia reported as an 
adverse reaction (versus 1.1% placebo). Increases in uric acid levels usually occurred within 
the first 4 weeks of treatment initiation and persisted throughout treatment. After 12 weeks 
of treatment, the mean placebo-adjusted increase in uric acid compared to baseline was 
0.8 mg/dL for patients treated with bempedoic acid.
Elevated blood uric acid may lead to the development of gout. In clinical trials, gout was 
reported in 1.5% of patients treated with bempedoic acid and 0.4% of patients treated 
with placebo. The risk for gout events was higher in patients with a prior history of gout 
(11.2% bempedoic acid versus 1.7%  placebo), although gout also occurred more frequently 
than placebo in patients treated with bempedoic acid who had no prior gout history 
(1.0% bempedoic acid versus 0.3% placebo).
Advise patients to contact their healthcare provider if symptoms of hyperuricemia occur. 
Assess serum uric acid when clinically indicated. Monitor patients for signs and symptoms 
of hyperuricemia, and initiate treatment with urate-lowering drugs as appropriate.
Tendon Rupture
Bempedoic acid, a component of NEXLIZET, is associated with an increased risk of tendon 
rupture or injury. In clinical trials, tendon rupture occurred in 0.5% of patients treated with 
bempedoic acid versus 0% of placebo-treated patients and involved the rotator cuff (the 
shoulder), biceps tendon, or Achilles tendon. Tendon rupture occurred within weeks to 
months of starting bempedoic acid. Tendon rupture may occur more frequently in patients 
over 60 years of age, in those taking corticosteroid or fluoroquinolone drugs, in patients 
with renal failure, and in patients with previous tendon disorders.
Discontinue NEXLIZET immediately if the patient experiences rupture of a tendon. Consider 
discontinuing NEXLIZET if the patient experiences joint pain, swelling, or inflammation. Advise 
patients to rest at the first sign of tendinitis or tendon rupture and to contact their healthcare 
provider if tendinitis or tendon rupture symptoms occur. Consider alternative therapy in 
patients with a history of tendon disorders or tendon rupture.
ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in the labeling:
• Hyperuricemia [see Warnings and Precautions]
• Tendon Rupture [see Warnings and Precautions]
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates 
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials 
of another drug and may not reflect the rates observed in clinical practice.
Bempedoic acid: The data described below reflect exposure to bempedoic acid in two placebo-
controlled trials that included 2009 patients treated with bempedoic acid for 52 weeks (median 
treatment duration of 52 weeks). The mean age for bempedoic acid-treated patients was 
65.4 years, 29% were women, 3% were Hispanic, 95% White, 3% Black, 1% Asian, and 1% other 
races. All patients received bempedoic acid 180 mg orally once daily plus maximally tolerated 
statin therapy alone or in combination with other lipid-lowering therapies. At baseline, 
97% of patients had clinical atherosclerotic cardiovascular disease (ASCVD) and about 4% 
had a diagnosis of heterozygous familial hypercholesterolemia (HeFH). Patients on simvastatin 
40 mg/day or higher were excluded from the trials.
Adverse reactions led to discontinuation of treatment in 11% of bempedoic acid-treated 
patients and 8% of placebo-treated patients. The most common reasons for bempedoic acid 
treatment discontinuation were muscle spasms (0.5% versus 0.3% placebo), diarrhea 
(0.4% versus 0.1% placebo), and pain in extremity (0.3% versus 0.0% placebo). Adverse 
reactions reported in at least 2% of bempedoic acid-treated patients and more frequently 
than in placebo-treated patients are shown in Table 1.

Table 1. Adverse Reactions (≥2% and Greater than Placebo) in  
Bempedoic Acid-Treated Patients with ASCVD and HeFH

Adverse Reaction

Bempedoic acid + 
Statin and ± Other 

Lipid Lowering 
Therapies  
(N = 2009) 

%

Placebo  
(N = 999) 

%

Upper respiratory tract infection 4.5 4.0

Muscle spasms 3.6 2.3

Hyperuricemiaa 3.5 1.1

Back pain 3.3 2.2

Abdominal pain or discomfortb 3.1 2.2

Bronchitis 3.0 2.5

Pain in extremity 3.0 1.7

Anemia 2.8 1.9

Elevated liver enzymesc 2.1 0.8

a. Hyperuricemia includes hyperuricemia and blood uric acid increased.
b.  Abdominal pain or discomfort includes abdominal pain, abdominal pain upper, abdominal 

pain lower, and abdominal discomfort.
c.  Elevated liver enzymes includes AST increased, ALT increased, hepatic enzyme increased, 

and liver function test increased.

Tendon Rupture
Bempedoic acid was associated with an increased risk of tendon rupture, occurring in 0.5% of 
bempedoic acid-treated patients versus 0% of placebo-treated patients.
Gout
Bempedoic acid was associated with an increased risk of gout, occurring in 1.5% of bempedoic 
acid-treated patients versus 0.4% of placebo-treated patients.
Benign Prostatic Hyperplasia
Bempedoic acid was associated with an increased risk of benign prostatic hyperplasia (BPH) or 
prostatomegaly in men with no reported history of BPH, occurring in 1.3% of bempedoic acid- 
treated patients versus 0.1% of placebo-treated patients. The clinical significance is unknown.
Atrial Fibrillation
Bempedoic acid was associated with an imbalance in atrial fibrillation, occurring in 1.7% of 
bempedoic acid-treated patients versus 1.1% of placebo-treated patients.
Laboratory Tests
Bempedoic acid was associated with persistent changes in multiple laboratory tests within 
the first 4 weeks of treatment. Laboratory test values returned to baseline following 
discontinuation of treatment.
Increase in Creatinine and Blood Urea Nitrogen: Overall, there was a mean increase in serum 
creatinine of 0.05 mg/dL compared to baseline with bempedoic acid at Week 12. Approximately 
3.8% of patients treated with bempedoic acid had blood urea nitrogen values that doubled 
(versus 1.5% placebo), and about 2.2% of patients had creatinine values that increased by  
0.5 mg/dL (versus 1.1% placebo).
Decreased Hemoglobin and Leukocytes: Approximately 5.1% of patients treated with bempedoic 
acid (versus 2.3% placebo) had decreases in hemoglobin levels of 2 or more g/dL and below 
the lower limit of normal on one or more occasion. Anemia was reported in 2.8% of patients 
treated with bempedoic acid and 1.9% of patients treated with placebo. Hemoglobin decrease 
was generally asymptomatic and did not require medical intervention. Decreased leukocyte 
count was also observed. Approximately 9.0% of bempedoic acid-treated patients with normal 
baseline leukocyte count had a decrease to less than the lower limit of normal on one or more 
occasion (versus 6.7% placebo). Leukocyte decrease was generally asymptomatic and did not 
require medical intervention. In clinical trials, there was a small imbalance in skin or soft tissue 
infections, including cellulitis (0.8% versus 0.4%), but there was no imbalance in other infections.
Increase in Platelet Count: Approximately 10.1% of bempedoic acid-treated patients (versus 
4.7% placebo) had increases in platelet counts of 100× 109/L or more on one or more occasion. 
Platelet count increase was asymptomatic, did not result in increased risk for thromboembolic 
events, and did not require medical intervention.
Increase in Liver Enzymes: Increases in hepatic transaminases (AST and/or ALT) were observed 
with bempedoic acid. In most cases, the elevations were transient and resolved or improved 
with continued therapy or after discontinuation of therapy. Increases to more than 3× the 
upper limit of normal (ULN) in AST occurred in 1.4% of patients treated with bempedoic acid 
versus 0.4% of placebo patients, and increases to more than 5× ULN occurred in 0.4% of 
bempedoic acid-treated versus 0.2% of placebo-treated patients. Increases in ALT occurred 
with similar incidence between bempedoic acid- and placebo-treated patients. Elevations in 
transaminases were generally asymptomatic and not associated with elevations ≥2× ULN in 
bilirubin or with cholestasis.
Increase in Creatine Kinase: Approximately 1.0% of patients (versus 0.6% placebo) had 
elevations of CK levels of 5 or more times the normal value on one or more occasions, and 0.4% 
of patients (versus 0.2% placebo) had elevations of CK levels of 10 or more times.
Ezetimibe: In 10 double-blind, placebo-controlled clinical trials, 2396 patients with primary 
hyperlipidemia (age range 9-86 years, 50% women, 90% Caucasians, 5% Blacks, 3% Hispanics, 
2% Asians) and elevated LDL-C were treated with ezetimibe 10 mg/day for a median treatment 
duration of 12 weeks (range 0 to 39 weeks). 
Adverse reactions led to discontinuation of treatment in 3.3% of ezetimibe-treated patients 
and 2.9% of placebo-treated patients. The most common reasons for ezetimibe treatment 
discontinuation were arthralgia (0.3%), dizziness (0.2%), and gamma-glutamyltransferase 
increased (0.2%). Adverse reactions reported in ≥2% of patients treated with ezetimibe and 
at an incidence greater than placebo in placebo-controlled studies of ezetimibe, regardless of 
causality assessment, are shown in Table 2. 

Table 2. Clinical Adverse Reactions Occurring in ≥ 2% of Patients Treated with  
Ezetimibe and at an Incidence Greater than Placebo, Regardless of Causality

Adverse Reaction

Ezetimibe 10 mg
(%)

N = 2369

Placebo
(%)

N = 1159

Upper respiratory tract infection 4.3 2.5

Diarrhea 4.1 3.7

Arthralgia 3.0 2.2

Sinusitis 2.8 2.2

Pain in extremity 2.7 2.5

Fatigue 2.4 1.5

Influenza 2.0 1.5

The frequency of less common adverse reactions was comparable between ezetimibe  
and placebo. 
NEXLIZET: In a 4-arm, 12-week, randomized, double-blind, placebo-controlled, parallel group, 
factorial trial, 85 patients received NEXLIZET (180 mg of bempedoic acid and 10 mg of 
ezetimibe) once daily. The mean age for NEXLIZET-treated patients was 62 years, 51% were 
women, 12% Hispanic, 78% White, 19% Black, and 2% Asian. At baseline, 61% of patients had 
clinical atherosclerotic cardiovascular disease (ASCVD) and/or a diagnosis of heterozygous 
familial hypercholesterolemia. All patients received NEXLIZET plus maximally tolerated statin 
therapy. Patients taking simvastatin 40 mg/day or higher and patients taking non-statin 
lipid-lowering therapy (including fibrates, niacin, bile acid sequestrants, ezetimibe, and PCSK9 
inhibitors) were excluded from the trial. 
Adverse reactions led to discontinuation of treatment in 8% of patients on NEXLIZET, 5% of 
patients on placebo, 10% of patients on bempedoic acid, and 12% of patients on ezetimibe.  
The most common reason for NEXLIZET treatment discontinuation was oral discomfort  
(2% NEXLIZET versus 0% placebo). The most commonly reported adverse reactions (incidence 
≥3% and greater than placebo) observed with NEXLIZET, but not observed in clinical trials 
of bempedoic acid or ezetimibe, were urinary tract infection (5.9% NEXLIZET versus 2.4% 
placebo), nasopharyngitis (4.7% NEXLIZET versus 0% placebo), and constipation (4.7% 
NEXLIZET versus 0% placebo).
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Postmarketing Experience
Because these reactions are reported voluntarily from a population of uncertain size, it is generally 
not possible to reliably estimate their frequency or establish a causal relationship to drug 
exposure. 
The following additional adverse reactions have been reported in postmarketing experience  
for ezetimibe: 
Hypersensitivity reactions, including anaphylaxis, angioedema, rash, and urticaria; erythema 
multiforme; myalgia; elevated creatine phosphokinase; myopathy/rhabdomyolysis; elevations 
in liver transaminases; hepatitis; abdominal pain; thrombocytopenia; pancreatitis; nausea; 
dizziness; paresthesia; depression; headache; cholelithiasis; cholecystitis.
DRUG INTERACTIONS
No specific pharmacokinetic drug interaction studies with NEXLIZET have been conducted. 
Drug interactions that have been identified in studies with bempedoic acid or ezetimibe 
determine the interactions that may occur with NEXLIZET.
Simvastatin: Clinical Impact: Concomitant use of NEXLIZET with simvastatin causes an 
increase in simvastatin concentration and may increase the risk of simvastatin-related 
myopathy. Intervention: Avoid concomitant use of NEXLIZET with simvastatin greater 
than 20 mg. 
Pravastatin: Clinical Impact: Concomitant use of NEXLIZET with pravastatin causes an increase 
in pravastatin concentration and may increase the risk of pravastatin-related myopathy. 
Intervention: Avoid concomitant use of NEXLIZET with pravastatin greater than 40 mg. 
Cyclosporine: Clinical Impact: Concomitant use of NEXLIZET and cyclosporine increases 
ezetimibe and cyclosporine concentrations. Intervention: Monitor cyclosporine concentrations 
in patients receiving NEXLIZET and cyclosporine. In patients treated with cyclosporine, the 
potential effects of the increased exposure to ezetimibe from concomitant use should be 
carefully weighed against the benefits of alterations in lipid levels provided by NEXLIZET.
Fibrates: Clinical Impact: Both fenofibrate and ezetimibe may increase cholesterol excretion 
into the bile, leading to cholelithiasis. Coadministration of NEXLIZET with fibrates other 
than fenofibrate is not recommended. Intervention: If cholelithiasis is suspected in a patient 
receiving NEXLIZET and fenofibrate, gallbladder studies are indicated and alternative lipid-
lowering therapy should be considered.
Cholestyramine: Clinical Impact: Concomitant use of NEXLIZET and cholestyramine decreases 
ezetimibe concentration. This may result in a reduction of efficacy. Intervention: Administer 
NEXLIZET either at least 2 hours before or at least 4 hours after bile acid sequestrants.
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Discontinue NEXLIZET when pregnancy is recognized unless the benefits of therapy outweigh 
the potential risks to the fetus.
There are no available data on bempedoic acid use in pregnant women to evaluate for a drug- 
associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. 
There are insufficient data on ezetimibe use in pregnant women to evaluate for a drug-
associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. 
In animal reproduction studies, bempedoic acid was not teratogenic in rats and rabbits 
when administered at doses resulting in exposures up to 11 and 12 times, respectively, the 
human exposures at the maximum clinical dose, based on AUC. In oral (gavage) embryo-fetal 
development studies of ezetimibe conducted in rats and rabbits during organogenesis, there 
was no evidence of maternal toxicity or embryo-fetal teratogenic or toxicologic effects at 
exposures up to 10 and 150 times the human exposure, respectively, based on AUC (see Data). 
NEXLIZET decreases cholesterol synthesis and possibly the synthesis of other biologically 
active substances derived from cholesterol; therefore, NEXLIZET may cause fetal harm when 
administered to pregnant women based on the mechanism of action. In addition, treatment 
of hyperlipidemia is not generally necessary during pregnancy. Atherosclerosis is a chronic 
process and the discontinuation of lipid-lowering drugs during pregnancy should have little 
impact on the outcome of long-term therapy of primary hyperlipidemia for most patients.
The estimated background risk of major birth defects and miscarriage for the indicated 
population is unknown. In the U.S. general population, the estimated background risk  
of major birth defects and miscarriage in clinically recognized pregnancies is 2-4% and  
15-20%, respectively.
Data
Animal Data
Bempedoic acid
Bempedoic acid was not teratogenic when given orally at doses of 60 and 80 mg/kg/day, 
resulting in 11 and 12 times the systemic exposure in humans at the maximum recommended 
human dose (MRHD) of 180 mg to pregnant rats and rabbits, respectively. In an embryofetal 
development study in rats, bempedoic acid was given orally to pregnant rats at 10, 30, and  
60 mg/kg/day during the period of organogenesis from gestation day 6 to 17. There were 
increases in the incidence of non-adverse fetal skeletal variations (bent long bones and bent 
scapula and incomplete ossification) at doses ≥ 10 mg/kg/day (less than the clinical exposure) 
in the absence of maternal toxicity. At maternally toxic doses, bempedoic acid caused 
decreases in the numbers of viable fetuses, increases in post-implantation loss, and increased 
total resorptions at 60 mg/kg/day (11 times MRHD) and reduced fetal body weight at ≥ 30 mg/
kg/day (4 times the MRHD). No adverse development effects were observed when bempedoic 
acid was given to pregnant rabbits during the period of organogenesis (gestation day 6 to 18) 
at doses up to 80 mg/kg/day (12 times MRHD).
In a pre- and post-natal development study in pregnant rats given oral doses of bempedoic 
acid at 5, 10, 20, 30 and 60 mg/kg/day throughout pregnancy and lactation (gestation day 6 to 
lactation day 20), there were adverse effects on delivery in the presence of maternal toxicity, 
including: increases in stillborn pups, reductions in numbers of live pups, pup survival, pup 
growth and slight delays in learning and memory at ≥ 10 mg/kg/day (at exposures equivalent 
to the MRHD).
Ezetimibe
In oral (gavage) embryo-fetal development studies of ezetimibe conducted in rats (gestation 
days 6-15) and rabbits (gestation days 7-19) during organogenesis, there was no evidence of 
maternal toxicity or embryolethality at any of the doses tested (250, 500, 1000 mg/kg/day) at 
exposures equivalent to 10 to 150 times the MRHD, based on AUC, in rats and rabbits. In rats, 
increased incidences of common fetal skeletal findings (extra pair of thoracic ribs, unossified 
cervical vertebral centra, shortened ribs) were observed at 1000 mg/kg/day (approximately 
10 times the human exposure at 10 mg daily based on AUC0-24hr for total ezetimibe). In rabbits 
treated with ezetimibe, an increased incidence of extra thoracic ribs was observed at  
1000 mg/kg/day (150 times the human exposure at 10 mg daily based on AUC0-24hr for total 
ezetimibe). The animal-to-human exposure multiple for total ezetimibe at the no-observed 
effect level was 6 times for rat and 134 times for rabbit. 
Fetal exposure to ezetimibe (conjugated and unconjugated) was confirmed in subsequent 
placental transfer studies conducted using a maternal dose of 1000 mg/kg/day. The fetal 
maternal plasma exposure ratio (total ezetimibe) was 1.5 for rats on gestation day 20 and 0.03 
for rabbits on gestation day 22. 
The effect of ezetimibe on prenatal and postnatal development and maternal function was 
evaluated in pregnant rats at doses of 100, 300 or 1000 mg/kg/day (gestation day 6 through 
lactation day 21). No maternal toxicity or adverse developmental outcomes were observed up 

to and including the highest dose tested (17 times the human exposure at 10 mg daily based 
on AUC0-24hr for total ezetimibe). 
Multiple-dose studies of ezetimibe coadministered with statins in rats and rabbits during 
organogenesis result in higher ezetimibe and statin exposures. Reproductive findings occur at 
lower doses in combination therapy compared to monotherapy. 
Bempedoic acid/ezetimibe fixed combination drug product (FCDP) 
In a combination embryofetal development study in rats, bempedoic acid and ezetimibe were 
given orally at 4 and 112-times MRHD (based on AUC) during the period of organogenesis 
(gestation day 6 to 17) in pregnant rats. Bempedoic acid in combination with ezetimibe did not 
alter the effects on embryo-fetal development profile of bempedoic acid or ezetimibe.
Lactation
Risk Summary
There is no information regarding the presence of bempedoic acid in human or animal milk, the 
effects of the drug on the breastfed infant, or the effects of the drug on milk production. There 
is no information about the presence of ezetimibe in human milk. Ezetimibe is present in rat 
milk (see Data). When a drug is present in animal milk, it is likely that the drug will be present 
in human milk. There is no information about the effects of ezetimibe on the breastfed infant 
or the effects on milk production.
NEXLIZET decreases cholesterol synthesis and possibly the synthesis of other biologically 
active substances derived from cholesterol and may cause harm to the breastfed infant. 
Because of the potential for serious adverse reactions in a breastfed infant, based on 
the mechanism of action, advise patients that breastfeeding is not recommended during 
treatment with NEXLIZET.
Data
Animal Data
Ezetimibe was present in the milk of lactating rats. The pup to maternal plasma ratio for total 
ezetimibe was 0.5 on lactation day 12.
Pediatric Use
The safety and effectiveness of NEXLIZET have not been established in pediatric patients.
Geriatric Use
Of the 301 patients in the clinical trial of NEXLIZET, 149 (50%) were 65 and over, while 49 (16%) 
were 75 and over. No overall differences in safety or effectiveness were observed between 
these patients and younger patients, and other reported clinical experience has not identified 
differences in responses between the elderly and younger patients. However, greater sensitivity 
of some older individuals cannot be ruled out.
Renal Impairment
No dosage adjustment is necessary for NEXLIZET in patients with mild or moderate renal 
impairment. There is limited experience with bempedoic acid in patients with severe  
renal impairment (eGFR < 30 mL/min/1.73 m2), and it has not been studied in patients with  
end-stage renal disease (ESRD) receiving dialysis.
Hepatic Impairment
No dosage adjustment is necessary for NEXLIZET in patients with mild hepatic impairment  
(Child-Pugh A). NEXLIZET is not recommended in patients with moderate or severe hepatic 
impairment (Child-Pugh B or C) due to the unknown effects of the increased exposure 
to ezetimibe.
OVERDOSAGE 
There is no clinical experience with NEXLIZET overdosage. In the event of overdose, contact 
Poison Control (1-800-222-1222) for latest recommendations.

All trademarks and trade names are the property of their respective owners. 
© 2021 ESPERION Therapeutics, Inc. All rights reserved.
Based on NEXLIZET Prescribing Information  
Revised: 11/2020
08/21 US-NXZT-2100042
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NEXLIZET® (bempedoic acid and ezetimibe) tablets 
Professional Brief Summary. Please consult package  

insert for full Prescribing Information.
INDICATIONS AND USAGE
NEXLIZET is indicated as an adjunct to diet and maximally tolerated statin therapy for 
the treatment of adults with heterozygous familial hypercholesterolemia or established 
atherosclerotic cardiovascular disease who require additional lowering of LDL-C.
Limitations of Use: The effect of NEXLIZET on cardiovascular morbidity and mortality 
has not been determined.
CONTRAINDICATIONS
NEXLIZET is contraindicated in patients with a known hypersensitivity to ezetimibe tablets 
[see Adverse Reactions]. Hypersensitivity reactions including anaphylaxis, angioedema, rash 
and urticaria have been reported with ezetimibe.
WARNINGS AND PRECAUTIONS
Hyperuricemia
Bempedoic acid, a component of NEXLIZET, inhibits renal tubular OAT2 and may increase 
blood uric acid levels. In clinical trials, 26% of bempedoic acid-treated patients with normal 
baseline uric acid values (versus 9.5% placebo) experienced hyperuricemia one or more 
times, and 3.5% of patients experienced clinically significant hyperuricemia reported as an 
adverse reaction (versus 1.1% placebo). Increases in uric acid levels usually occurred within 
the first 4 weeks of treatment initiation and persisted throughout treatment. After 12 weeks 
of treatment, the mean placebo-adjusted increase in uric acid compared to baseline was 
0.8 mg/dL for patients treated with bempedoic acid.
Elevated blood uric acid may lead to the development of gout. In clinical trials, gout was 
reported in 1.5% of patients treated with bempedoic acid and 0.4% of patients treated 
with placebo. The risk for gout events was higher in patients with a prior history of gout 
(11.2% bempedoic acid versus 1.7%  placebo), although gout also occurred more frequently 
than placebo in patients treated with bempedoic acid who had no prior gout history 
(1.0% bempedoic acid versus 0.3% placebo).
Advise patients to contact their healthcare provider if symptoms of hyperuricemia occur. 
Assess serum uric acid when clinically indicated. Monitor patients for signs and symptoms 
of hyperuricemia, and initiate treatment with urate-lowering drugs as appropriate.
Tendon Rupture
Bempedoic acid, a component of NEXLIZET, is associated with an increased risk of tendon 
rupture or injury. In clinical trials, tendon rupture occurred in 0.5% of patients treated with 
bempedoic acid versus 0% of placebo-treated patients and involved the rotator cuff (the 
shoulder), biceps tendon, or Achilles tendon. Tendon rupture occurred within weeks to 
months of starting bempedoic acid. Tendon rupture may occur more frequently in patients 
over 60 years of age, in those taking corticosteroid or fluoroquinolone drugs, in patients 
with renal failure, and in patients with previous tendon disorders.
Discontinue NEXLIZET immediately if the patient experiences rupture of a tendon. Consider 
discontinuing NEXLIZET if the patient experiences joint pain, swelling, or inflammation. Advise 
patients to rest at the first sign of tendinitis or tendon rupture and to contact their healthcare 
provider if tendinitis or tendon rupture symptoms occur. Consider alternative therapy in 
patients with a history of tendon disorders or tendon rupture.
ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in the labeling:
• Hyperuricemia [see Warnings and Precautions]
• Tendon Rupture [see Warnings and Precautions]
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates 
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials 
of another drug and may not reflect the rates observed in clinical practice.
Bempedoic acid: The data described below reflect exposure to bempedoic acid in two placebo-
controlled trials that included 2009 patients treated with bempedoic acid for 52 weeks (median 
treatment duration of 52 weeks). The mean age for bempedoic acid-treated patients was 
65.4 years, 29% were women, 3% were Hispanic, 95% White, 3% Black, 1% Asian, and 1% other 
races. All patients received bempedoic acid 180 mg orally once daily plus maximally tolerated 
statin therapy alone or in combination with other lipid-lowering therapies. At baseline, 
97% of patients had clinical atherosclerotic cardiovascular disease (ASCVD) and about 4% 
had a diagnosis of heterozygous familial hypercholesterolemia (HeFH). Patients on simvastatin 
40 mg/day or higher were excluded from the trials.
Adverse reactions led to discontinuation of treatment in 11% of bempedoic acid-treated 
patients and 8% of placebo-treated patients. The most common reasons for bempedoic acid 
treatment discontinuation were muscle spasms (0.5% versus 0.3% placebo), diarrhea 
(0.4% versus 0.1% placebo), and pain in extremity (0.3% versus 0.0% placebo). Adverse 
reactions reported in at least 2% of bempedoic acid-treated patients and more frequently 
than in placebo-treated patients are shown in Table 1.

Table 1. Adverse Reactions (≥2% and Greater than Placebo) in  
Bempedoic Acid-Treated Patients with ASCVD and HeFH

Adverse Reaction

Bempedoic acid + 
Statin and ± Other 

Lipid Lowering 
Therapies  
(N = 2009) 

%

Placebo  
(N = 999) 

%

Upper respiratory tract infection 4.5 4.0

Muscle spasms 3.6 2.3

Hyperuricemiaa 3.5 1.1

Back pain 3.3 2.2

Abdominal pain or discomfortb 3.1 2.2

Bronchitis 3.0 2.5

Pain in extremity 3.0 1.7

Anemia 2.8 1.9

Elevated liver enzymesc 2.1 0.8

a. Hyperuricemia includes hyperuricemia and blood uric acid increased.
b.  Abdominal pain or discomfort includes abdominal pain, abdominal pain upper, abdominal 

pain lower, and abdominal discomfort.
c.  Elevated liver enzymes includes AST increased, ALT increased, hepatic enzyme increased, 

and liver function test increased.

Tendon Rupture
Bempedoic acid was associated with an increased risk of tendon rupture, occurring in 0.5% of 
bempedoic acid-treated patients versus 0% of placebo-treated patients.
Gout
Bempedoic acid was associated with an increased risk of gout, occurring in 1.5% of bempedoic 
acid-treated patients versus 0.4% of placebo-treated patients.
Benign Prostatic Hyperplasia
Bempedoic acid was associated with an increased risk of benign prostatic hyperplasia (BPH) or 
prostatomegaly in men with no reported history of BPH, occurring in 1.3% of bempedoic acid- 
treated patients versus 0.1% of placebo-treated patients. The clinical significance is unknown.
Atrial Fibrillation
Bempedoic acid was associated with an imbalance in atrial fibrillation, occurring in 1.7% of 
bempedoic acid-treated patients versus 1.1% of placebo-treated patients.
Laboratory Tests
Bempedoic acid was associated with persistent changes in multiple laboratory tests within 
the first 4 weeks of treatment. Laboratory test values returned to baseline following 
discontinuation of treatment.
Increase in Creatinine and Blood Urea Nitrogen: Overall, there was a mean increase in serum 
creatinine of 0.05 mg/dL compared to baseline with bempedoic acid at Week 12. Approximately 
3.8% of patients treated with bempedoic acid had blood urea nitrogen values that doubled 
(versus 1.5% placebo), and about 2.2% of patients had creatinine values that increased by  
0.5 mg/dL (versus 1.1% placebo).
Decreased Hemoglobin and Leukocytes: Approximately 5.1% of patients treated with bempedoic 
acid (versus 2.3% placebo) had decreases in hemoglobin levels of 2 or more g/dL and below 
the lower limit of normal on one or more occasion. Anemia was reported in 2.8% of patients 
treated with bempedoic acid and 1.9% of patients treated with placebo. Hemoglobin decrease 
was generally asymptomatic and did not require medical intervention. Decreased leukocyte 
count was also observed. Approximately 9.0% of bempedoic acid-treated patients with normal 
baseline leukocyte count had a decrease to less than the lower limit of normal on one or more 
occasion (versus 6.7% placebo). Leukocyte decrease was generally asymptomatic and did not 
require medical intervention. In clinical trials, there was a small imbalance in skin or soft tissue 
infections, including cellulitis (0.8% versus 0.4%), but there was no imbalance in other infections.
Increase in Platelet Count: Approximately 10.1% of bempedoic acid-treated patients (versus 
4.7% placebo) had increases in platelet counts of 100× 109/L or more on one or more occasion. 
Platelet count increase was asymptomatic, did not result in increased risk for thromboembolic 
events, and did not require medical intervention.
Increase in Liver Enzymes: Increases in hepatic transaminases (AST and/or ALT) were observed 
with bempedoic acid. In most cases, the elevations were transient and resolved or improved 
with continued therapy or after discontinuation of therapy. Increases to more than 3× the 
upper limit of normal (ULN) in AST occurred in 1.4% of patients treated with bempedoic acid 
versus 0.4% of placebo patients, and increases to more than 5× ULN occurred in 0.4% of 
bempedoic acid-treated versus 0.2% of placebo-treated patients. Increases in ALT occurred 
with similar incidence between bempedoic acid- and placebo-treated patients. Elevations in 
transaminases were generally asymptomatic and not associated with elevations ≥2× ULN in 
bilirubin or with cholestasis.
Increase in Creatine Kinase: Approximately 1.0% of patients (versus 0.6% placebo) had 
elevations of CK levels of 5 or more times the normal value on one or more occasions, and 0.4% 
of patients (versus 0.2% placebo) had elevations of CK levels of 10 or more times.
Ezetimibe: In 10 double-blind, placebo-controlled clinical trials, 2396 patients with primary 
hyperlipidemia (age range 9-86 years, 50% women, 90% Caucasians, 5% Blacks, 3% Hispanics, 
2% Asians) and elevated LDL-C were treated with ezetimibe 10 mg/day for a median treatment 
duration of 12 weeks (range 0 to 39 weeks). 
Adverse reactions led to discontinuation of treatment in 3.3% of ezetimibe-treated patients 
and 2.9% of placebo-treated patients. The most common reasons for ezetimibe treatment 
discontinuation were arthralgia (0.3%), dizziness (0.2%), and gamma-glutamyltransferase 
increased (0.2%). Adverse reactions reported in ≥2% of patients treated with ezetimibe and 
at an incidence greater than placebo in placebo-controlled studies of ezetimibe, regardless of 
causality assessment, are shown in Table 2. 

Table 2. Clinical Adverse Reactions Occurring in ≥ 2% of Patients Treated with  
Ezetimibe and at an Incidence Greater than Placebo, Regardless of Causality

Adverse Reaction

Ezetimibe 10 mg
(%)

N = 2369

Placebo
(%)

N = 1159

Upper respiratory tract infection 4.3 2.5

Diarrhea 4.1 3.7

Arthralgia 3.0 2.2

Sinusitis 2.8 2.2

Pain in extremity 2.7 2.5

Fatigue 2.4 1.5

Influenza 2.0 1.5

The frequency of less common adverse reactions was comparable between ezetimibe  
and placebo. 
NEXLIZET: In a 4-arm, 12-week, randomized, double-blind, placebo-controlled, parallel group, 
factorial trial, 85 patients received NEXLIZET (180 mg of bempedoic acid and 10 mg of 
ezetimibe) once daily. The mean age for NEXLIZET-treated patients was 62 years, 51% were 
women, 12% Hispanic, 78% White, 19% Black, and 2% Asian. At baseline, 61% of patients had 
clinical atherosclerotic cardiovascular disease (ASCVD) and/or a diagnosis of heterozygous 
familial hypercholesterolemia. All patients received NEXLIZET plus maximally tolerated statin 
therapy. Patients taking simvastatin 40 mg/day or higher and patients taking non-statin 
lipid-lowering therapy (including fibrates, niacin, bile acid sequestrants, ezetimibe, and PCSK9 
inhibitors) were excluded from the trial. 
Adverse reactions led to discontinuation of treatment in 8% of patients on NEXLIZET, 5% of 
patients on placebo, 10% of patients on bempedoic acid, and 12% of patients on ezetimibe.  
The most common reason for NEXLIZET treatment discontinuation was oral discomfort  
(2% NEXLIZET versus 0% placebo). The most commonly reported adverse reactions (incidence 
≥3% and greater than placebo) observed with NEXLIZET, but not observed in clinical trials 
of bempedoic acid or ezetimibe, were urinary tract infection (5.9% NEXLIZET versus 2.4% 
placebo), nasopharyngitis (4.7% NEXLIZET versus 0% placebo), and constipation (4.7% 
NEXLIZET versus 0% placebo).
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Postmarketing Experience
Because these reactions are reported voluntarily from a population of uncertain size, it is generally 
not possible to reliably estimate their frequency or establish a causal relationship to drug 
exposure. 
The following additional adverse reactions have been reported in postmarketing experience  
for ezetimibe: 
Hypersensitivity reactions, including anaphylaxis, angioedema, rash, and urticaria; erythema 
multiforme; myalgia; elevated creatine phosphokinase; myopathy/rhabdomyolysis; elevations 
in liver transaminases; hepatitis; abdominal pain; thrombocytopenia; pancreatitis; nausea; 
dizziness; paresthesia; depression; headache; cholelithiasis; cholecystitis.
DRUG INTERACTIONS
No specific pharmacokinetic drug interaction studies with NEXLIZET have been conducted. 
Drug interactions that have been identified in studies with bempedoic acid or ezetimibe 
determine the interactions that may occur with NEXLIZET.
Simvastatin: Clinical Impact: Concomitant use of NEXLIZET with simvastatin causes an 
increase in simvastatin concentration and may increase the risk of simvastatin-related 
myopathy. Intervention: Avoid concomitant use of NEXLIZET with simvastatin greater 
than 20 mg. 
Pravastatin: Clinical Impact: Concomitant use of NEXLIZET with pravastatin causes an increase 
in pravastatin concentration and may increase the risk of pravastatin-related myopathy. 
Intervention: Avoid concomitant use of NEXLIZET with pravastatin greater than 40 mg. 
Cyclosporine: Clinical Impact: Concomitant use of NEXLIZET and cyclosporine increases 
ezetimibe and cyclosporine concentrations. Intervention: Monitor cyclosporine concentrations 
in patients receiving NEXLIZET and cyclosporine. In patients treated with cyclosporine, the 
potential effects of the increased exposure to ezetimibe from concomitant use should be 
carefully weighed against the benefits of alterations in lipid levels provided by NEXLIZET.
Fibrates: Clinical Impact: Both fenofibrate and ezetimibe may increase cholesterol excretion 
into the bile, leading to cholelithiasis. Coadministration of NEXLIZET with fibrates other 
than fenofibrate is not recommended. Intervention: If cholelithiasis is suspected in a patient 
receiving NEXLIZET and fenofibrate, gallbladder studies are indicated and alternative lipid-
lowering therapy should be considered.
Cholestyramine: Clinical Impact: Concomitant use of NEXLIZET and cholestyramine decreases 
ezetimibe concentration. This may result in a reduction of efficacy. Intervention: Administer 
NEXLIZET either at least 2 hours before or at least 4 hours after bile acid sequestrants.
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Discontinue NEXLIZET when pregnancy is recognized unless the benefits of therapy outweigh 
the potential risks to the fetus.
There are no available data on bempedoic acid use in pregnant women to evaluate for a drug- 
associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. 
There are insufficient data on ezetimibe use in pregnant women to evaluate for a drug-
associated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes. 
In animal reproduction studies, bempedoic acid was not teratogenic in rats and rabbits 
when administered at doses resulting in exposures up to 11 and 12 times, respectively, the 
human exposures at the maximum clinical dose, based on AUC. In oral (gavage) embryo-fetal 
development studies of ezetimibe conducted in rats and rabbits during organogenesis, there 
was no evidence of maternal toxicity or embryo-fetal teratogenic or toxicologic effects at 
exposures up to 10 and 150 times the human exposure, respectively, based on AUC (see Data). 
NEXLIZET decreases cholesterol synthesis and possibly the synthesis of other biologically 
active substances derived from cholesterol; therefore, NEXLIZET may cause fetal harm when 
administered to pregnant women based on the mechanism of action. In addition, treatment 
of hyperlipidemia is not generally necessary during pregnancy. Atherosclerosis is a chronic 
process and the discontinuation of lipid-lowering drugs during pregnancy should have little 
impact on the outcome of long-term therapy of primary hyperlipidemia for most patients.
The estimated background risk of major birth defects and miscarriage for the indicated 
population is unknown. In the U.S. general population, the estimated background risk  
of major birth defects and miscarriage in clinically recognized pregnancies is 2-4% and  
15-20%, respectively.
Data
Animal Data
Bempedoic acid
Bempedoic acid was not teratogenic when given orally at doses of 60 and 80 mg/kg/day, 
resulting in 11 and 12 times the systemic exposure in humans at the maximum recommended 
human dose (MRHD) of 180 mg to pregnant rats and rabbits, respectively. In an embryofetal 
development study in rats, bempedoic acid was given orally to pregnant rats at 10, 30, and  
60 mg/kg/day during the period of organogenesis from gestation day 6 to 17. There were 
increases in the incidence of non-adverse fetal skeletal variations (bent long bones and bent 
scapula and incomplete ossification) at doses ≥ 10 mg/kg/day (less than the clinical exposure) 
in the absence of maternal toxicity. At maternally toxic doses, bempedoic acid caused 
decreases in the numbers of viable fetuses, increases in post-implantation loss, and increased 
total resorptions at 60 mg/kg/day (11 times MRHD) and reduced fetal body weight at ≥ 30 mg/
kg/day (4 times the MRHD). No adverse development effects were observed when bempedoic 
acid was given to pregnant rabbits during the period of organogenesis (gestation day 6 to 18) 
at doses up to 80 mg/kg/day (12 times MRHD).
In a pre- and post-natal development study in pregnant rats given oral doses of bempedoic 
acid at 5, 10, 20, 30 and 60 mg/kg/day throughout pregnancy and lactation (gestation day 6 to 
lactation day 20), there were adverse effects on delivery in the presence of maternal toxicity, 
including: increases in stillborn pups, reductions in numbers of live pups, pup survival, pup 
growth and slight delays in learning and memory at ≥ 10 mg/kg/day (at exposures equivalent 
to the MRHD).
Ezetimibe
In oral (gavage) embryo-fetal development studies of ezetimibe conducted in rats (gestation 
days 6-15) and rabbits (gestation days 7-19) during organogenesis, there was no evidence of 
maternal toxicity or embryolethality at any of the doses tested (250, 500, 1000 mg/kg/day) at 
exposures equivalent to 10 to 150 times the MRHD, based on AUC, in rats and rabbits. In rats, 
increased incidences of common fetal skeletal findings (extra pair of thoracic ribs, unossified 
cervical vertebral centra, shortened ribs) were observed at 1000 mg/kg/day (approximately 
10 times the human exposure at 10 mg daily based on AUC0-24hr for total ezetimibe). In rabbits 
treated with ezetimibe, an increased incidence of extra thoracic ribs was observed at  
1000 mg/kg/day (150 times the human exposure at 10 mg daily based on AUC0-24hr for total 
ezetimibe). The animal-to-human exposure multiple for total ezetimibe at the no-observed 
effect level was 6 times for rat and 134 times for rabbit. 
Fetal exposure to ezetimibe (conjugated and unconjugated) was confirmed in subsequent 
placental transfer studies conducted using a maternal dose of 1000 mg/kg/day. The fetal 
maternal plasma exposure ratio (total ezetimibe) was 1.5 for rats on gestation day 20 and 0.03 
for rabbits on gestation day 22. 
The effect of ezetimibe on prenatal and postnatal development and maternal function was 
evaluated in pregnant rats at doses of 100, 300 or 1000 mg/kg/day (gestation day 6 through 
lactation day 21). No maternal toxicity or adverse developmental outcomes were observed up 

to and including the highest dose tested (17 times the human exposure at 10 mg daily based 
on AUC0-24hr for total ezetimibe). 
Multiple-dose studies of ezetimibe coadministered with statins in rats and rabbits during 
organogenesis result in higher ezetimibe and statin exposures. Reproductive findings occur at 
lower doses in combination therapy compared to monotherapy. 
Bempedoic acid/ezetimibe fixed combination drug product (FCDP) 
In a combination embryofetal development study in rats, bempedoic acid and ezetimibe were 
given orally at 4 and 112-times MRHD (based on AUC) during the period of organogenesis 
(gestation day 6 to 17) in pregnant rats. Bempedoic acid in combination with ezetimibe did not 
alter the effects on embryo-fetal development profile of bempedoic acid or ezetimibe.
Lactation
Risk Summary
There is no information regarding the presence of bempedoic acid in human or animal milk, the 
effects of the drug on the breastfed infant, or the effects of the drug on milk production. There 
is no information about the presence of ezetimibe in human milk. Ezetimibe is present in rat 
milk (see Data). When a drug is present in animal milk, it is likely that the drug will be present 
in human milk. There is no information about the effects of ezetimibe on the breastfed infant 
or the effects on milk production.
NEXLIZET decreases cholesterol synthesis and possibly the synthesis of other biologically 
active substances derived from cholesterol and may cause harm to the breastfed infant. 
Because of the potential for serious adverse reactions in a breastfed infant, based on 
the mechanism of action, advise patients that breastfeeding is not recommended during 
treatment with NEXLIZET.
Data
Animal Data
Ezetimibe was present in the milk of lactating rats. The pup to maternal plasma ratio for total 
ezetimibe was 0.5 on lactation day 12.
Pediatric Use
The safety and effectiveness of NEXLIZET have not been established in pediatric patients.
Geriatric Use
Of the 301 patients in the clinical trial of NEXLIZET, 149 (50%) were 65 and over, while 49 (16%) 
were 75 and over. No overall differences in safety or effectiveness were observed between 
these patients and younger patients, and other reported clinical experience has not identified 
differences in responses between the elderly and younger patients. However, greater sensitivity 
of some older individuals cannot be ruled out.
Renal Impairment
No dosage adjustment is necessary for NEXLIZET in patients with mild or moderate renal 
impairment. There is limited experience with bempedoic acid in patients with severe  
renal impairment (eGFR < 30 mL/min/1.73 m2), and it has not been studied in patients with  
end-stage renal disease (ESRD) receiving dialysis.
Hepatic Impairment
No dosage adjustment is necessary for NEXLIZET in patients with mild hepatic impairment  
(Child-Pugh A). NEXLIZET is not recommended in patients with moderate or severe hepatic 
impairment (Child-Pugh B or C) due to the unknown effects of the increased exposure 
to ezetimibe.
OVERDOSAGE 
There is no clinical experience with NEXLIZET overdosage. In the event of overdose, contact 
Poison Control (1-800-222-1222) for latest recommendations.

All trademarks and trade names are the property of their respective owners. 
© 2021 ESPERION Therapeutics, Inc. All rights reserved.
Based on NEXLIZET Prescribing Information  
Revised: 11/2020
08/21 US-NXZT-2100042
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I N V E S T I N G  I N T E L L I G E N C E  with Dave S. Gilreath

By Dave S. Gilreath, CFP

If economist Joseph Schum-
peter were alive today, he’d be 
amazed by how right he was 
about the potential impacts of 
business innovation.    

The renowned Austrian econ-
omist, who spent his later years 
at Harvard University, coined 
the now-familiar phrase “cre-
ative destruction” to describe 
how innovation by entrepre-
neurs can lead to overwhelming 
competitive advantages that 
redefi ne industries. We now call 
this disruption.

Schumpeter 
believed that cre-
ative destruction 
from innovating 
new technolo-
gies or processes 
w o u l d  a l w ay s 

have far more economic impact 
than competition between busi-
nesses using existing innova-
tions. Today we view this as 
obvious, but that wasn’t the case 
in the early 20th century. 

The economic impact of 
waves of innovation since 1785 
are depicted in this graphic on 
the website of a project called 
The Geography of Transport 
Systems, adapted/updated 
from “The Natural Advantage 
of Nations: Business Oppor-
tunities, Innovation and Gov-
ernance for the 21st Century,” 
a book published in 2005. 

Explaining waves of innova-
tion, which ultimately led to 
today’s global uber-innovation 
business culture, the graphic 
shows that Schumpeter was 
more than right; he was down-
right prescient. 

In discussing these historical 
waves of innovation, authors 
Karlson Hargroves and Michael 
Harrington Smith identified a 
trend that was only beginning 
when Schumpeter was in grad-
uate school. The waves were 
starting to get shorter or, viewed 
when another way, they were 
speeding up. 

The graphic shows that the 
fi rst wave, which included the 
innovations in waterpower, tex-
tiles, iron, and mechanization, 
started in 1785 and lasted 60 
years. Schumpeter came of age 
toward the end of the second 
wave — steam power, railways, 
steel, and cotton — which lasted 
55 years. As he developed his 
theory of creative destruction, 
Schumpeter witnessed the rev-
olutionary developments of the 
third wave—electricity, chemi-
cals, and the internal combus-
tion engine. This wave lasted 
50 years.

The fourth wave — petro-
chemicals, electronics, and avi-
ation—started in 1950 (the year 
of Schumpeter’s death) and 
lasted 40 years. The fi fth — dig-
ital networks, software, biotech, 
and new media, started in 1990 

and ran for only 30 years. We’re 
now on the cusp of the sixth 
wave—artificial intelligence, 
robotics, and _____(?). This 
wave is projected to last 25 years, 
but who knows how short it 
will be?

If Schumpeter could see the 
world of technological innova-
tion today, it would probably 
blow even his mind because we 
now have creative destruction 
(disruption) on steroids. Inno-
vation is begetting innovation 
and resultant disruption, dis-
ruption apace. The economic 
impacts are huge. Huge tech 
companies have created entirely 
new industries. Thus, Schum-
peter was more right than he 
probably knew about the poten-
tial commercial and economic 
impacts of creative destruction, 
aka disruption. 

Each historical wave of 
technological innovation has 
brought substantial disruptions 
amounting to industrial revolu-
tions. Now that the pace of inno-
vation is accelerating so rap-
idly, the potential for economic 
growth may be arithmetically or 
even exponentially greater than 
many thought possible only a 
decade or so ago. 

Most of today’s sixth-wave 
disruption, of course, is digi-
tally based and derived from 
innovations of the fifth wave, 
when the digital industrial rev-
olution began. The roots of this 
revolution were taking hold 
when Bill Gates was skipping 
class at Harvard in the 1970s 
to build kit computers in his 
dorm, no doubt pondering the 
software that would be needed 
to run the small computers 
consumers would soon have 
in their homes. Most if not all 
of the innovations currently 
considered highly promising for 
near-term growth — blockchain, 
quantum computing, artifi cial 
intelligence and robotics among 
them — are ensuing directly or 
indirectly from the fifth-wave 
innovation in which Gates was 
so instrumental: software driven 
by binary code.

The impacts of the current 
digital revolution, which goes 
way beyond tech products and 
services to industrial processes 
in non-tech industries, are the 
foundation to why I’ve been 
saying the Dow Jones Industrial 
Average will reach 50,0000 by 
2027. Economic and business 
growth driven by the increasing 

The next innovation 
wave: What investors 
need to know

Gilreath
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pace of innovation and disrup-
tion may make this happen 
sooner. 

Regardless of whether you 
view current tech innovation as 
the beginning of the fi fth wave 
or as part of a digital contin-
uum that began in the fourth, 
it nonetheless has profound 
implications for business and 
investment markets in the next 
few years.

As innovation has become 
everything at tech companies, 
it’s become far more important 
to all industries. The premium 
put on innovation by a broad 
range of industries has never 
been higher.  

The quickening global pace of 
innovation across all industries 
has profound implications for all 
market sectors: 

• Companies short on inno-
vation won’t be able to adapt to 
changing markets and thus are 
imperiled. The need for inno-
vation is by no means new, but 
now there is a pressing imper-
ative to innovate, driven by a 
widespread awareness that the 
grim reaper of disruption won’t 
spare companies that don’t 
emphasize innovation enough. 

• Many investors may limit 
their returns by assuming that 
disruptors must necessarily be 
startups. Some large companies 
are quite innovative. For exam-
ple, 3M has a constant stream 
of new products, representing a   
substantial part of its revenue 
stream. 

• As the pace of innovation 
quickens, product life cycles 
are contracting. The life cycle 
of many consumer products has 
shortened to about two years
and for some products, it’s even 
shorter. So, companies must dis-
rupt their own products before 
competitors do, and develop 
new supply chains to hasten pro-
duction and maximize revenue 

amid shorter product cycles. 
• As innovation cycles and 

product life cycles contract, 
economic moats, proprietary 
distinctions that make disrup-
tion more diffi  cult, will eff ec-
tively narrow. Disruption from 
innovation will help competi-
tors bridge these moats. Com-
panies that have experienced 
rapid growth without proprie-
tary technology, like Peloton, 
will be especially vulnerable. 

• Faster innovation and more 
disruption will erode the cul-
tural penchant for brand loyalty. 
In increasingly disruptive mar-
kets, consumers will be more 
open to considering the merits 
of new products instead of fi x-
ating on brand names. This is 
already happening, as refl ected 
in millennials’ lack of enthusi-
asm for established brands and 
openness to new ones. 

• Consumer choices will 
broaden from an ongoing fusil-
lade of new products born of 
innovation, all seeking to dis-
rupt. In some service areas, these 
products will refl ect increasing 
democratization — the robo-ad-
visors and Robinhoods of the 
world, presenting alternatives to 
traditional advice and brokerage 
platforms.

Forget brave new world 
comparisons. Rampant inno-
vation and disruption mean 
that we’re headed for a world 
of the incessant new, so much 
so that even Schumpeter would 
be astonished.
Dave Sheaff  Gilreath, a certifi ed 
fi nancial planner, is a 40-year 
veteran of the fi nancial services 
industry. He is a partner and 
chief investment offi  cer of Sheaff  
Brock Investment Advisors LLC, a 
portfolio management company for 
individual investors, and Innovative 
Porthfolios, an institutional money 
management fi rm. Based in Indian-
apolis, the fi rms manage about 
$1.4 billion in assets nationwide.

By Keith A. Reynolds 
Associate Editor

Telehealth has been a lifesaver 
for practices hammered by 
the COVID-19 pandemic, but 
new data shows that its use is 
declining.

According to health care 
data fi rm FAIR Health, national 
telehealth utilization dropped 
10% from May to June. It 
decreased from 5 percent of 
medical claim lines in May to 
4.5% in June. Telehealth utiliza-
tion is measured as a percent-
age of all medical claim lines. 

This came after utilization 
rose 2% nationally from April 
to May and a decrease each 
month from February to April, 
the release says.

Telehealth claim lines fell 
across all four U.S. census 
regions, with the sharpest 
decline being seen in the north-
east which saw an 11.9% drop 
from May to June, according 
to the release.

The period from May to 
June also saw changes to the 
top fi ve diagnoses given over 
telehealth. Joint/soft tissue 
diseases and issues saw a rise in 
the rankings nationally (from 
number four in May to number 
three in June) and in all regions 
except for the west. Acute res-
piratory diseases and infections 
also rose from third to second 
in the same period. 

Meanwhile mental health 

conditions remained at the top 
nationally and in every region.

In the south, urinary tract 
infections rose to fi fth among 
telehealth diagnoses in June 
after not appearing on the 
regional or national lists since 
the beginning of the pandemic. 
It had been common prior to 
COVID-19.

The same period also saw 
changes to the top five tele-
health procedure codes by 
utilization, specifically CPT 
99214, established patient out-
patient visit, total time 30-39 
minutes, rose from third to 
second place, while CPT 99213, 
established patient outpatient 
visit, total time 20-29 minutes, 
fell from second to third place, 
the release says.

Althought June seemed 
bleak for telehealth, the ser-
vice remains a key tool in the 
arsenal of physicians treating 
those most at risk during the 
pandemic.

According to a study pre-
pared by survey and market 
research fi rm SSRS on behalf 
the Bipartisan Policy Center, 
while 31% of the general pop-
ulation of U.S. had a tele-
health visit for themselves or 
a dependent an even greater 
share of adults over the age 
of 65 have taken advantage of 
the service. Among Medicare 
beneficiaries, 44% reported 
having a telehealth visit within 
the last year. 

Is the telehealth moment over?
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PRACTICE 
MANAGEMENT

In light of continually increasing administra-
tive burdens, fee schedules that barely keep 
pace with infl ation and competition from the 
recruitment capabilities of large hospital sys-
tems, many independent physicians believe 
they must change their current model. How-
ever, they may be unsure whether to build, 

buy/sell or affi  liate/align. There is no one-size-fi ts-all 
approach, and there are frequently more choices than 

physicians realize, with corresponding degrees of 
autonomy. Before agreeing to a transaction or enter-
ing into a contractual arrangement, it is important 
to conduct due diligence to understand the terms of 
the deal and to compare the proposal with actual or 
potential alternative options.

Here are some common maneuvers employed by 
independent physicians whose practices feel unsus-
tainable in the current climate.

by Daniel B. Frier, Esq., and Theresa M. DiGuglielmo, Esq. Contributing Authors

7 maneuvers that can boost 
an independent practice

How to hire great practice staff  Page 16      

Breaking news, clinical resources, 
case studies, and more for the
busy medical professional.

rheumatologynetwork.com
Learn more at:

From the publishers of

A super group is a clinically inte-
grated group practice that operates 
under a single tax identifi cation 
number. As a single legal entity, 
a super group can negotiate with 
third-party payers without running 
afoul of antitrust regulations and 
can more easily implement alterna-
tive fee structures, such as bundled 
payments, episodes of care and 
shared savings. Owing to its size 
and centralized business functions, 
a super group is typically able to 
achieve operational effi  ciencies 
that are not available to solo prac-
titioners or small groups.

A solo or small practice may 
seem like a speedboat that can 
quickly pivot, and a super group 
may seem like an ocean liner that 

has tremendous power but cannot 
easily change course. In fact, solo 
and small practices often struggle 
to pivot because their resources 
are stretched thin. An eff ective 
super group is a powerful network 
that also has suffi  cient agility to 
maneuver and respond to change.

BENEFITS: Solo practition-
ers and small groups that are 
growing weary of working harder 
just to maintain the status quo 
become part of a larger network 
that enables them to increase 
their productivity and profi tabil-
ity. Forming a super group is a 
multistep process that requires an 
initial commitment of time and 
resources. Starting from scratch to 
create a super group enables the 

core providers to form a coali-
tion of like-minded partners and 
establish a governance that refl ects 
their shared vision. By contrast, an 
existing super group already has 
an established infrastructure and 
track record.

CHALLENGES: Solo and small 
practitioners will need to adjust 
to not being entirely autonomous 
and/or signifi cantly involved in the 
day-to-day operations of the prac-
tice. Super groups have a formal 
governance structure, and typically 
only certain types of decisions are 
subject to a vote of the members 
or shareholders. Super groups 
must be properly structured and 
operationalized to avoid antitrust 
and other regulatory concerns.

#1 Forming or joining a super group
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Private equity partnerships and 
recapitalizations off er medical 
practices growth opportunities 
ranging from streamlining their 
operations to increasing their 
ability to off er and/or optimize 
provision of ancillary services. 
Some private equity transactions 
involve selling the practice’s 
assets to a business entity that 
may be legally owned by non-
physicians management services 
organization (MSO). The MSO 
furnishes all necessary admin-
istrative, nonclinical services, 

and the physician(s) continue to 
furnish clinical services through a 
separate professional entity. The 
private equity infusion of capital 
creates opportunities for aggres-
sive growth in practice revenues.

BENEFITS: By consolidating 
the nonclinical functions of group 
medical practices, the adminis-
trative burdens on physicians are 
reduced and economies of scale 
can be achieved with respect to 
information technology, elec-
tronic health records and revenue 
cycle management. Physicians 

who have received rollover equity 
as part of the transaction benefi t 
fi nancially from future growth.

CHALLENGES: Without an 
eff ective go-to-market strat-
egy, practices may not receive 
maximum value in a private 
equity transaction. Moreover, an 
improperly structured arrange-
ment may violate corporate 
practice of medicine prohibitions, 
which can have wide-ranging 
consequences, including but not 
limited to payer allegations of 
submission of false claims.

#2 Investigating a 
private equity investment or MSO
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Although MSOs are useful in a variety of contexts, there 
are two sometimes-overlooked applications: as an asset 
protection vehicle to reduce the overall exposure of a 
medical practice to malpractice liability and/or as an 
estate planning tool.

BENEFITS: Forming an MSO as an asset protection 
vehicle and/or an estate planning tool can be advanta-
geous in its own right, but if the MSO is efficiently run, it 

may also position the practice for a future private equity 
acquisition, even if that is not the present intention.

CHALLENGES: As noted above, an improperly struc-
tured MSO arrangement may violate state corporate 
practice of medicine prohibitions, so care must be taken 
to ensure that the contract between the MSO and the 
practice, and the actual operation of the clinical and non-
clinical entities, meet all regulatory requirements.

#3 Forming an MSO for asset 
protection/estate planning

One strategy involves the hospital or health system acquiring a 
physician practice and directly employing the physician, but there 
are other affiliation and collaboration opportunities, such as pro-
fessional services agreements, in which a hospital engages a physi-
cian practice to provide professional services and bills the services 
under the hospital’s enhanced fee schedule, enabling the hospital 
to pay the physician practice a higher rate than it might otherwise 
receive under the fee schedule the practice negotiates for itself.

BENEFITS: Hospitals and health systems are generally well-
equipped to provide streamlined operations and reduced adminis-
trative burdens on physicians.

CHALLENGES: Hospitals and health systems are primarily 
concerned with ensuring referrals of patients and may pressure 
providers to achieve volume targets or otherwise influence their 
clinical decision-making. When physicians are compensated in 
excess of fair market value for their services, the arrangement may 
be found to violate the Anti-Kickback Statute and False Claims Act.

#4 Affiliating or  
aligning with a  
hospital or health system

A clinically integrated network (CIN) is a formal col-
laboration among physicians and hospitals to develop 
clinical initiatives that improve the quality and efficiency 
of health care services. CINs can provide an avenue for 
joint managed care contracting without running afoul 
of antitrust laws. CINs also provide a platform through 
which its members can more easily form an accountable 
care organization (ACO). An ACO allows eligible groups 
of providers to work together to manage and coordinate 
care for a payer specific population, with payments tied to 
outcomes.

BENEFITS: CIN participants contribute to 

data-driven, evidence-based best prac-
tices and may receive shares savings 
and bonuses, as well as the possibil-
ity of enhanced payer fee schedules. 
ACOs coordinate a patient’s care across 
settings with the goal of producing quality 
outcomes while spending less. Participating pro-
viders may share in the savings.

CHALLENGES: CINS require a substantial com-
mitment of time and resources from their members. 
ACOs must meet eligibility criteria and follow the 
rules of the applicable shared savings programs.

 #5 Joining a CIN or ACO

“Even the most 
stalwart of 
independent 
physicians 
recognize that 
surviving in the 
current health 
care climate 
requires 
adaptation.”
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An existing practice may expand by 
increasing the number of provid-
ers and/or its breadth of service 
off erings.

BENEFITS: Growing the practice 
may aff ord more negotiating clout 
with payers and/or make the practice 
a more attractive target for a merger, 
acquisition or other affi  liation.

CHALLENGES: Organic growth 
typically occurs at a slower rate than 
the growth that would occur from 
a consolidation with one or more 
other practices, but for some physi-
cians, particularly those who intend 
to practice for 15 or more years 
before retirement, it may be prefer-
able to slowly and steadily build a 
practice on their own terms.

#6 Focusing on 
organic growth

For physicians whose patient 
population can aff ord to pay out of 
pocket for medical care, a con-
cierge practice may be an attractive 
option for remaining independent.

BENEFITS: Physicians can 
limit patient volume and spend 
extra time furnishing care than is 
typically feasible for providers who 
are paneled with a large number of 
third-party payers in a traditional 
practice model. This may lead to 
greater satisfaction for both the 
physician and the patient. Absent 
payer restrictions related to utili-
zation management, prior author-
izations, etc., the physician may be 
better able to customize treatment 
plans to patients’ needs.

CHALLENGES: Because very 
few people are able and willing to 
pay out of pocket for their health 
care, the concierge model is 
impractical for most physicians. 
It is also important to remember 
that the concierge model impli-
cates a number of potentially 
signifi cant legal considerations, 
including but not limited to the 
Anti-Kickback Statute, Medi-
care payment rules and state 
insurance regulations. Charging 
patients for concierge services 
may preclude the physician from 
participating in the patient’s 
health insurance plan, and many 
states’ regulations prohibit the 
charging of excessive fees.

#7 Creating 
a concierge practice

Conclusion
Even the most stalwart of independent physi-
cians recognize that surviving in the current 
health care climate requires adaptation. One 
or more well-considered maneuvers can posi-
tion independent practices to navigate the 
waves of transformation occurring in health 
care. Physicians should spend time deliberat-
ing their options and conferring with experi-
enced health care counsel and certifi ed public 
accountants while charting their course.

Daniel B. Frier, Esq., is a founding partner of Frier Levitt. 
Theresa M. DiGuglielmo, Esq., is senior counsel to Frier Levitt’s 
health care department.

Subscribe for practical 
tips and valuable 
resources

Using your smartphone camera, 
hover over the QR code.  
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Six steps to hiring great practice staff
nvesting time and attention in the medical practice staff 
hiring process can reduce costs and boost staff retention. 

In a busy medical office, an empty staff position can be 
a real problem. Days that were already full and often hectic are even 
more so. Patients are complaining. The instinctive response is to fill the 
slot ASAP. Resist the impulse! Any short-term relief will almost inevita-
bly produce long-term aggravation and higher employment costs.

The data vary widely, but it is generally agreed that filling a staff posi-
tion costs more than the associated annual salary. Most of these costs 
are “soft costs” that have a real impact on productivity and operating 
costs but do not require the practice to write a check to cover them. 
They include

 ɋ Lost productivity and increased overtime while the position  
is vacant

 ɋ Time associated with interviewing candidates
 ɋ Even more lost productivity and increased overtime while the new 

hire is learning the ropes
The biggest soft cost, however, is making a hiring mistake. Hiring 

carefully is worth the investment. Here are six steps to significantly 
reduce hiring costs:

I

Carol Stryker is the founder of Symbiotic Solutions, a practice 
management consulting company. Send your practice management 
questions to medec@mjhlifesciences.com.

 STEP 6:  Give new hires an easy  
way to quit after a short trial period
It is not at all unusual for a new hire to discover that 
accepting the job was a mistake. The sooner the new 
hire can admit it and move on, the less you will have lost 
in integrating the new person into the practice.

A bonus is that your second choice may still be 
available and willing.

Hiring is a necessary evil. Investing time and atten-
tion in the process so that your hires are smart ones 
reduces the costs substantially.

 STEP 5:  Verify selected résumé  
and application information
If something on a résumé or application is important 
to you, independently verify the assertions. Otherwise, 
ignore the contents of those documents.

 STEP 4:  Establish a process  
that weeds out candidates for you
Before anyone looks at candidate submissions, have 
someone respond to every one with a request for some 
action on the part of the candidate. The action should 
be related to the position so that the request maintains 
your credibility, but the task itself is unimportant.

The objective is to let casual candidates self-select 
out of the process. If you still have too many candidates 
to seriously consider, assign another task. About 90% 
of the pool will drop out with each request.

 STEP 3:  Make adjustments
You may discover that the highly professional, well-
turned out, mature person you would really like to 
hire has no interest in the duties of the job and finds 
the compensation inadequate. A long-term solution 
requires adjustments to your requirements, the job, 
or both.

Think about more than adjustments in monetary 
compensation. More flexible hours, the opportunity to 
learn, educational benefits, a pleasant workplace, and 
discounts on care and services are all examples of perks 
that have real value to candidates without necessarily 
increasing costs. Once you know the desired attributes, 
it becomes relatively easy to tailor the job to attract the 
ideal candidate.

 STEP 2:  Describe  
the ideal candidate
It will be useful to flesh out the attrib-
utes by actually describing how your 
ideal candidate would respond in two 
or three hypothetical situations. (You 
can use these hypotheticals in the 
eventual interviews.)

I also recommend describing the 
ideal candidate from the candidate’s 
point of view. To whom would the job 
be most appealing? To whom might 
the appeal be short-lived? Your best 
source of this information is your 
impression of staff, current and past. 
What type of person at what age and 
stage has performed well, been happy 
and stayed a long time? What are the 
attributes of people who have not 
worked out well?

The object of the exercise is to have 
something definite against which to 
measure candidates. It is unlikely that 
you will find an ideal candidate, but you 
will get much closer if you know what 
you want and hold out for a reasonably 
good fit.

 STEP 1:  Define  
your requirements
Experience and credentials 
are important but they are 
the easy part of describing 
requirements. The more 
difficult requirements are 
the ones not apparent in a 
résumé or transcript. They 
include

 ɋ Personality. For 
instance, should the 
individual be cheerful? 
Optimistic? High-
energy? Empathetic? 
Independent?

 ɋ Work ethic. Do you 
want a self-starter? 
Team player? Leader? 
Someone who is 
detail-oriented?

 ɋ Appearance and 
manner. Should 
the individual speak 
up? Look people in 
the eye? Be poised? 
Youthful? Mature?
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by Rebekah Bernard, M.D.

Does board certi� cation really matter?

I 
confess. I am not a “board-cer-
tifi ed” physician. In fact, if you 
contact the American Board of 
Family Medicine (ABFM), they 
will say they have no record of 

my certifi cation. 
Although the ABFM will be quick 

to tell you that I am not currently 
board-certifi ed, they will be unlikely 
to explain that I completed my 
initial board certifi cation immedi-
ately following my family medicine 
residency in 2002, scoring in the top 
95th percentile on the examination. 
They won’t add that I recertifi ed in 
2009, again scoring among the top 
test-takers. 

And they certainly won’t tell you 
that I dropped my board certifi cation 
in 2017 in protest of the exorbitant 
fees and mindless “practice improve-
ment” requirements, nor that I certi-
fi ed instead with a competing agency, 
the National Board of Physicians and 
Surgeons. They’ll simply say, “We 
have no record of Dr. Bernard being 
board-certifi ed.” Hard stop.

I never wanted to drop my 
board certifi cation. I am proud of 
being a family physician, and like 
most practicing doctors, I consider 
continuing medical education 
to be an essential part of my job. 
Not a day goes by that I don’t 
double-check my diagnostic and 
treatment plans in the medical 
literature. I pay for subscriptions 
to UpToDate and Prescriber’s Letter
to stay current. I read a variety of 
other medical journals cover to 
cover every month.

My epiphany came in 2016 when 
I logged into the American Board 
of Medical Specialties (ABMS) 
system to start working on my next 

recertifi cation cycle, which had just 
introduced a series of self-assess-
ment modules (SAMs). I had fi nally 
resigned myself to start the tedious 
process when I reached an impasse 
—  the system wouldn’t allow me to 
even start working on the SAMs until 
I entered my credit card information 
and made a payment. 

I blinked at the several-thou-
sand-dollar fi gure in front of me. I 
could pay it all at once (the best deal, 
according to the ABFM), or I could 
make annual payments. If I couldn’t 
aff ord the expense, the ABFM off ered 
me “pay-as-you-go balloon fi nanc-
ing,” which would allow me to pay 
less in the years before the exam, 
and then make a large fi nal payment 
during the exam year. 

In response to discontent with the 
board certifi cation process, physician 
leaders at some of the nation’s most 
prestigious medical centers to create 
the National Board of Physicians 
and Surgeons (NBPAS) in 2015 as 
an alternative to the ABMS. Due 
to criticisms of the MOC process, 
many states, including Georgia, have 
prohibited tying board certifi cation 
to hospital credentialing. 

Board certifi cation also demon-
strates a double standard between 
physicians and nurse practitioners.  
Nurse practitioners are permitted to 
recertify every fi ve years by simply 

attesting to a minimum of 1,000 
hours of practice (which can include 
volunteer work) and 100 hours of 
continuing education. Meanwhile, as 
a physician, even though I have been 
board-certifi ed twice and maintain 
an unrestricted medical license, 
the Florida Board of Medicine does 
not permit me to self-identify as 
“board-certifi ed.” 

I am fortunate to be able to 
practice medicine in a direct care 
model, without any obligation to an 
insurance company or hospital to 
be board-certifi ed for credentialing. 
Even so, I try my best to hold myself 
above reproach in the way I prac-
tice medicine. I’m honest with my 
patients about dropping my board 
certifi cation, with a section of my 

website explaining that I am not 
conventionally board-certifi ed, but 
rather, certifi ed through the NBPAS. 

If one day the ABMS reforms their 
certifi cation process in response to 
physician concerns, I’ll be the fi rst to 
get in line to recertify. 

Until then, I’ll save my money and 
my eff ort for programs that I believe 
will help me be the best physician I 
can be.

Rebekah Bernard, M.D., is a family 
physician and the author of How to Be a 
Rock Star Doctor. She can be reached at her 
website, www.rebekahbernard.com.

“If one day the ABMS reforms their certifi cation 
process in response to physician concerns, I’ll be 

the fi rst to get in line to recertify.”
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R emote Patient Monitoring (RPM) 
has gone from being a buzzword to 
an actionable solution. It’s a pow-
erful tool. Like any powerful tool or 
technology it can be used to make 
things better. That power can also 
wreak havoc. Navigating these two 

outcomes is a great responsibility.
With RPM, the problem is not the technology but 

the implementation. Today, rather than implement-
ing RPM to alleviate our fundamental health care 
problems, initial RPM implementations are poised 
to exacerbate them. The time to do something about 
this is now.

Like any technology with great potential, a positive 
vs negative impact depends on how it is implemented.

So, we have a choice. We can implement RPM in 
a way that propagates these issues adding additional 
stress to a health care system at capacity. Or, we can 
implement to solve them. Unfortunately, the initial 
approaches for RPM implementation today seem to 
reinforce these fundamental problems rather than 
alleviate them. (See sidebar for these key issues.)

Why it is a problem
Implementing RPM requires massive cost and com-
plexity. Due to the fundamental problems outlined 
above, our health care system does not have capacity 
for any more ineff ective, expensive mistakes.

Here are two examples of how we are doubling 
down on the fundamental problems from the above 
list and why it is a problem.

Data silos
Most RPM is being implemented with the medical 
organization or device as the hub for patient data. 

A patient who sees doctors in two or more organi-
zations or uses diff erent RPM devices that measure 
diff erent conditions has their data stuck with those 
entities. In the real-life scenario, every patient will 
have a dizzying number of device and organization 
accounts where their data will be located. Patients 
with diabetes and high blood pressure (nearly 25 
million people in the U.S.) would have no insight 
into how those two conditions are aff ecting each 
other. This is a problem with current RPM solutions 
because we cement data silos into our health care 
culture. This makes care even more expensive and 
misses opportunities to improve quality. We can 
never have patient-centered care if the data is not 
centered around the patient fi rst.

Poor communication
RPM is being implemented to send alarms for 
issues as they occur rather than as a preventive 
tool. It reinforces a reactive system of care. It is 
expensive and causes unnecessary suff ering rather 
than attempting to avoid it. Costly health care gets 
more expensive (health care is already the number 
one cause of bankruptcy in the U.S.). Our families, 
friends and communities are unable to lead their 
healthiest, most productive lives. Simply chang-
ing the way we are implementing RPM, we can do 
our best to avoid a heart attack while also being 
informed if one is imminent. As a physician, I enjoy 
viewing patient’s lab work, imaging results, EEGs 
and providing them guidance. Similarly, commu-
nicate to the doctor relevant RPM information in 
a follow up visit and they can better guide their 
patients on preventing some of our most debili-
tating health care issues— heart attacks, strokes, 
diabetic emergencies.

by Samant Virk, M.D. Contributing Author

Remote patient monitoring: 
Lifeline or liability?
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Why now?
We must do this now because once 
large RPM programs are rolled out, 
reeling it in will be too difficult. 
There will be too much infrastruc-
ture to disassemble and interests at 
stake. It must be now, because we 
will roadblock the ability to provide 
better care to people even more than 
it already is today.

We have come to the edge of a 
health care cliff. RPM, if implemented 
badly, is poised to push us over the 
cliff unless we change our approach.

The old way does not work. The 
proof is in the results: Costs keep 
rising, quality is stagnant (at best) 
and disparities are worsening, life 
expectancy has been going down, 
patients are resigned to frustration 
and providers are burned out. We 
have the best diagnostic and treat-
ment capabilities in the world, yet we 
cannot manage basic needs. 

What is the solution?
In health care, the tail has been wag-
ging the dog for too long. Vendors 
have been determining priorities 
and solution implementation. While 
too many health care organizations 
simply follow. They are hobbled by 
shifting priorities and paralyzed by 
old operations and processes.

Outwardly, medical organizations 
declare they are consumer-oriented 
businesses. Internally, many do not 
possess the basic operational tools 
that consumer-oriented businesses 
use. Tools needed to lead and create 
direction.

True consumer oriented busi-
nesses have a vision. They have a 
process and systems to execute that 
vision. When you take on complex 
projects you are not equipped to 
deliver, you end up with the health 
care we have. Ineffective and costly. 
We must hold off on implementing 
RPM until these business practices 
are corrected.

To correct this, we need a new 
approach modeled after success-
ful, consumer-focused businesses. 

Businesses who seamlessly factor 
in priorities, problems and needs 
when coming up with solutions. Who 
knows how to lead solutions rather 
than being led.

How is this done? A process we 
use, as do some of the most suc-
cessful businesses in the world, 
(Netflix, Google, Spotify, Apple) is an 
approach called “Service Design.” It 
helps you design, align and optimize 
your operations and your team. It 

helps you to create sustainable solu-
tions as well as optimal experiences 
for your customers and your organi-
zation. With RPM, it empowers you 
to assess and implement solutions 
more effectively:

 ɋ Your teams will have shared 
understanding across 
departments

 ɋ Everyone will understand 
organization priorities

 ɋ It will give you the tools to 
operate through the complex-
ity of health care

 ɋ You can have confidence in 
your priorities

 ɋ Your patients will feed off 
your confidence, security 
and certainty

 ɋ It will inform and set parame-
ters and expectations for your 
vendors who will operate 
using your needs and prior-
ities through your Service 
Design approach.

There are huge benefits to Service 
design beyond just business effi-
ciency and leadership. Service Design 
can also restore the most essential 
part of health care. Empathy and car-
ing. These two values that have been 
lost in the chaos can be restored to 
its proper place.

This is a shot across the bow. It’s 
time to change. It is not difficult. 
With Service Design, the plan is there 
and it’s been done before. Now it is 
time our health care organizations 
lead that change. With RPM, we have 
reached a place where it is critical to 
do so. If we don’t, the consequences 
for implementing RPM improperly 
will exponentially increase the cost 
and health burden on our patients, 
families, neighbors and communities.

I hope you agree this is some-
thing we can, literally, no longer 
afford? It starts with our health 
care leaders mandating organiza-
tional change more effectively. It 
will be the most impactful step you 
can make to improve patient care, 
help your providers and improve 
your bottom line.

1.  Data silos  
For data to be effective  
it has to be centered  
around patients.

2.  Workflow challenges  
Administrative burdens 
remain high. Automating 
tasks that are manual today 
needs to be a priority.

3.  Poor communication   
Still too many fax machines 
and phone messages. It leads 
to reactive care rather than 
preventive care.

4.  Inefficiently spent  
provider time  
Providers spend less than 
30% of time with patients.

5.  Ineffectively utilizing  
providers as a resource  
Providers spend time enter-
ing data, chasing insurance 
companies, getting prescrip-
tions authorized.

6.  Poorly integrated tech  
We must use tech that  
works together.

7.  Ability to measure  
care outcomes 
We have no comprehensive 
idea how our patients or 
providers are doing.

HEALTH CARE 
PROBLEMS THAT ARE 
AFFECTED BY RPM 
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AVOIDING MEDICAL 
MALPRACTICE SUITS

Preemptive actions can limit a 
physician’s exposure to litigation

by Keith A. Reynolds Associate Editor

To err is human. So the question is not whether a 
medical malpractice lawsuit will be fi led against a 
physician, but when.

As physicians pick their way through this mine-
fi eld, if they’re not careful, one lawsuit from one 
patient could defi ne their entire career, and lead 
to a loss of revenue, increased insurance costs 

and a massive hit to a physician’s professional reputation. 
Bob White, chief operating offi  cer of malpractice 

insurer TDC Group, says that some specialists 
such as neurosurgeons or obstetricians can 

spend as much as 25% of their career 
with an open malpractice suit 

against them.
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“The sheer psychological 
fatigue that that creates for them 
is no small distraction for folks 
who’ve gone through it,” he said.

There are actions physicians 
can take to reduce their exposure 
to litigation.

Document as  
much as possible
The standard defense to lawsuits 
for years has been to maintain 
proper documentation, which 
White says has been greatly 
helped by the widescale adoption 
of electronic health records, but 
there are still limitations.

“There’s a finite amount of time 
that someone has to document 
things and we try to be practical 
when we talk to doctors about 
how to document, especially when 
a patient or the patient’s family is 
having difficulty in accepting the 
outcome of treatment,” he says.

Matt Gracey, former CEO of 
medical malpractice insurer Dan-
na-Gracey and managing director 
of risk management firm Risk 
Strategies, says any lawsuit filed 
can become a much greater head-
ache for the physician if patient 
records are not accurate, clear and 
timely.

“The most important document 
they can have in their patient 
records is a consent for treat-
ment,” he says. “Those consent 
forms spell out all the risks of any 
procedure that the doctor is going 
to perform on a patient.”

A physician’s legal represent-
ative can present proper consent 
forms to a jury and highlight that 
the patient agreed to the service 
after being informed of the possi-
ble complications, thereby easing 
the way to win in the courtroom.

Gracey says the complaints in 
many malpractice suits are often 
tied to a known complication of 
a treatment and that the public 
often mistakenly assumes that 
when these known complications 

arise it is the doctor’s fault.
“It’s that confusion that leads 

to many lawsuits, and that’s a 
fundamental part of risk manage-
ment: to make (the risks) clear 
to patients in writing, and that’s 
what the consent form is about 
— that even if the doctor doesn’t 
make any mistakes there still can 
be bad outcomes,” he says.

Sean P. Byrne, JD, founder of 
Byrne Canaan Law in Richmond, 
Virginia, has defended physicians 
in medical malpractice cases for 
20 years. He says that proper 
documentation is key because the 
cases he handles often take years 
to reach a courtroom, which can 
lead to failed memories. Juries 
view contemporaneous docu-
mentation as more reliable than 
eyewitnesses, Byrne says.

Although  medical documenta-
tion can be onerous to deal with, 
it is the first thing a potential 
plaintiff will take to a lawyer when 
seeking to file a malpractice suit. 
Lawyers determine whether to file 
cases based on expert analysis of 
these records, he explained.

“It’s the chart that tells the 
story of the case,” Byrne says.

He notes that the opposing 
medical expert will be looking 
for what was documented to 

determine whether the physician 
provided good care; if the treat-
ment wasn’t documented, it’s as 
though it wasn’t done. 

Byrne says that physicians 
should avoid just using the check-
boxes and autofill templates in 
electronic health records because 
those might not encompass all of 
the care given to a patient.

“What I really love is a 
patient-specific narrative that 
shows you gave thoughtful, indi-
vidualized care to this patient; 
that part of the documentation is 
gold,” he says.

When documenting patient 
interactions, White suggests 
noting what the physician initially 
recommended as the optimum 
course of care if that differs from 
what the physician and patient 
agreed upon as the treatment 
plan.

He says that physicians often 
get into trouble when they only 
document the care plan they 
and the patient finally select. 
When outside experts such as 
a physician’s attorney examine 
such records, they can’t defend 
what the doctor initially recom-
mended if that suggested opti-
mum care and treatment were not 
documented.

Communication is key
Although documentation can 
serve as a good defense in a 
malpractice suit, Gracey says that 
maintaining a solid relationship 
with a patient and their family is a 
good preemptive move.

“What really stands out when 
you look at the data and surveys of 
patients is that very few doctors 
who have great relationships 
with their patients get sued, even 
when there are bad outcomes, and 
even when there’s malpractice, 
and that’s why the doctor-patient 
relationship needs to be on top of 
the list,” he says.

» Continues on Page 24

“It’s the chart 
that tells the 
story of the case 
... What I really 
love is a patient-
specific narrative 
that shows you 
gave thoughtful, 
individualized 
care to this 
patient.”
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All of the staff should be 
instructed to emphasize good 
patient relationships from the 
moment the patient enters the 
office. Gracey says that patients 
already assume their physician is 
educated and skilled, but when 
they have a good relationship with 
the doctor and their staff, they 
believe the practice cares about 
them.

“Caring doctors get sued much, 
much less than doctors whose 
patients don’t get that warm and 
fuzzy, caring feeling from their 
doctors,” he says. “It’s a different 
take on risk management, which 
is mostly defensive. The offensive 
mode, (to avoid) being sued, is 
just to be really caring and have 
great relationships with patients 
and their families.”

If something goes wrong
The period between an adverse 
outcome and the filing of a mal-
practice suit can be fraught with 
anxiety for the physician. 

Byrne says many defense 
attorneys used to tell their clients 
not to speak to the patient or 
their families at all after a poor 
outcome, but he now emphasizes 
listening to patients and their 
families after something goes 
awry during care. He tells clients 
to be candid and honest with the 

patient and stick to the facts with-
out speculating, as speculation can 
erode any confidence the patient 
or family has in the physician.

“If there’s other information 
that needs to be gathered to have 
more answers, and you offered 
a follow-up, then do it,” he says. 
“Follow up and do it.” 

Although any communication 
should be run past a defense attor-
ney, White says that being open 
and available to the patient or 
their family can do wonders. He 
says that TDC Group tells doctors 
to sit down with the patient or 
family and discuss the adverse 
outcome.

“You explain that this is one of 
those kinds of complications that 
can occur in delivering treatment, 
and it’s not about a failure on the 
part of the patient’s ability to heal 
or anything else, this is one of 
the possible outcomes from this 
treatment,” he says. 

Furthermore, White adds that 
physicians should explain that you 
will be available when needed, in 
case of questions and concerns. 

“You want to help them get 
through this,” he says. “Be there 
for the patient.”

Gracey warns about apologiz-
ing when something goes wrong, 
as that can affect the physician’s 
liability in some states, though an 
apology often is exactly what the 

patient or their family are looking 
for after an adverse outcome.

“It’s really what patients and 
families want,” he says. “However, 
some risk managers and some 
states say that’s absolutely the 
wrong approach because they can 
use that in court against you.”

Gracey says that if the physi-
cian does communicate with the 
patient or their family after an 
adverse outcome, they should not 
admit guilt because their state-
ments might be used in court 
against them.

Dealing with COVID-19
It’s still unknown what impact the 
COVID-19 pandemic will have on 
medical malpractice litigation.

Byrne says it’s too early to 
tell as most medical malprac-
tice claims take at least a year to 
mature. He believes there will be 
more cases in the COVID-19 era 
because early in the pandemic 
when resources were stretched 
many patients deferred routine 
care and preventive screenings.

White believes that the pan-
demic will not lead to a rise in 
COVID-19 medical malpractice 
cases against physicians.

He notes that the most com-
mon allegation against doctors 
is failure to diagnose or treat 
the patient in a timely manner. 
With COVID-19, physicians are 
unable to cure the patient, which 
eliminates part of the common 
complaint.

“With this pandemic, all they 
can do is treat the symptoms, they 
can’t cure the disease,” he says. 
“So the delay only matters if you 
fail to recognize and respond to 
the more dire symptoms, difficulty 
breathing, for example. That’s the 
only real potential that (plaintiffs) 
have.”

He says that of the 80,000 phy-
sicians the TDC Group insured in 
2020, only 10 have pending claims 

»  Continued from Page 21

» Continues on Page 26

WILL FACE A MALPRACTICE LAWSUIT 
AT SOME POINT IN THEIR CAREER

1 3OUT 
OF

PHYSICIANS

Source: AMA’s Division of economic and Health Policy research

ME1021_020-021_024_026-027_Legal-Malpractice_AMCM.indd   24ME1021_020-021_024_026-027_Legal-Malpractice_AMCM.indd   24 9/23/21   12:10 PM9/23/21   12:10 PM



WHOSE INTERESTS
does your malpractice insurer have at heart?

Recently, another major medical liability insurer has transitioned from 
focusing on doctors to focusing on Wall Street. This leaves you with an 
important question to ask: Do you want an insurer that’s driven by investors? 
Or do you want an insurer that’s driven to serve you—one that’s already paid 
$120 million in awards to its members when they retire from the practice 
of medicine? 
Join us and discover why delivering the best imaginable service and 
unrivaled rewards is at the core of who we are. 

8161_Medical_Economics_EKG_Oct2021_v2.indd   18161_Medical_Economics_EKG_Oct2021_v2.indd   1 9/7/21   2:48 PM9/7/21   2:48 PMME1021_025_TheDoctorsCompany.indd   1ME1021_025_TheDoctorsCompany.indd   1 9/22/21   12:16 PM9/22/21   12:16 PM



O C TO B E R  2 0 2 126 M E D I C A L  ECO N O M I C S � ® Medical Economics.com

LEGAL / MALPRACTICE

related to the COVID-19 pandemic.
Many states, such as Florida, have granted cer-

tain immunities to physicians protecting them from 
lawsuits tied to the pandemic. Gracey points out that 
there are some federal protections as well.

“It’s too early to tell if the if the federal protections 
will be strong enough or not, but it certainly looks like 
some of the state-enacted protections will be strong,” 
he says.

Although he expects many lawsuits to be fi led, 

Gracey believes that once many of these cases are 
thrown out due to legal protections, the increased 
fi lings will quickly taper off .

Byrne also notes that the public health emergency 
surrounding the pandemic may lead the public to bet-
ter understand the diffi  culties of practicing medicine, 
which could lead to fewer cases being fi led. He has 
tried a few cases during the pandemic, and although 
they have nothing to do with the pandemic, he’ll men-
tion COVID-19 to the jury.

»  Continued from Page 24

ost of the risk of medical malpractice litigation 
related to COVID-19 vaccines comes from the 
possibility that staff  did not follow their own 

best practices, and this risk can be greatly reduced by 
meticulous adherence to procedures.

Here are a few things your medical practice needs to 
know and prepare for as the public health campaign to 
quickly administer COVID-19 vaccines spurs a wave of 
litigation.

The PREP Act
The Public Readiness and Emergency Preparedness Act
(PREP Act) provides immunity from legal liability for 
covered persons who work on the development, test-
ing, manufacturing, and distribution of the vaccine (e.g., 
wholesalers, retailers, re-packers, common and contract 
carriers), plus those who are authorized to administer 
or dispense the vaccine, including physicians, physi-
cians’ assistants, nurses, and many more professions. 

Testing the act
There is much uncertainty about whether normal medi-
cal malpractice insurance covers litigation related to the 
COVID-19 vaccines.

If a professional is authorized to administer vaccines, 
they would be a “qualifi ed person” under the PREP 
Act’s immunity, so it may be a moot point; however, if 
a lawsuit is fi led against a vaccine administrator, they 

would still need a defense attorney to fi le the neces-
sary Motions to Dismiss while invoking the PREP Act. 
This costs money. It is anticipated that these types of 
lawsuits would fall under medical malpractice and/or 
ordinary negligence, depending on the wording of the 
Complaint. In any event, it would be prudent for a prac-
titioner to have this discussion with his or her insurance 
carrier to be sure coverage exists in the event a lawsuit 
is fi led against them.

Despite the PREP Act’s broad immunity coverage, 
plaintiff s’ attorneys have already been fi ling complaints 
in many jurisdictions in an eff ort to test the waters for 
possible wins that could set precedent in other venues.

Follow the CDC’s guidance
Medical practices must be able to demonstrate that 
they have fully trained their staff  and adopted protocols 
to carefully follow the CDC’s COVID-19 Vaccine Storage 
and Handling Toolkit. Those guidelines were developed 
in collaboration with vaccine manufacturers, scientifi c 
studies, and public health offi  cials, and are revised or 
updated periodically.

Each practice should write and adopt standard 
operating procedures (SOPs) for vaccine storage and 
handling and document the dates of staff  training for 
each person who will be involved in their vaccine pro-
gram. It’s also important to look for and adopt updated 
guidelines from the CDC when they are issued.

COVID-19 vaccines and medical liability:
What physicians need to know
by James R. Embrey, Jr., JD Contributing Author

M
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Document everything
As always, the best defense is a good off ense. 
Encourage all staff  to have meticulous 
record-keeping practices and proactively look for 
opportunities to spot check or conduct double 
verifi cation of important data or documents.

Something as simple as sloppy handwriting 
could be problematic in front of a jury. A care-
lessly scribbled number nine might look like a 
seven on fi rst glance, for example. If there is ever 
any doubt, pause, double check, and verify.

Preserve records
Should a patient complaint, threat of a lawsuit, 
or litigation occur, ensure that all staff  follow 
protocols for preserving patient charts, check-in 
and release logs, handwritten notes, notes 
about verbal conversations, voicemails, emails, 
and other records that will be discoverable. 
Never alter a record or perform an unscheduled 
records purge.

Engage legal counsel early
Every physician practice should be working 
proactively with an attorney who is experienced 
in medical malpractice and liability litigation 
defense to plan and prepare for possible COVID-
19 vaccine litigation.

That preparation should include a compre-
hensive review of current policies, procedures, 
staff  training, documentation practices, and 
other areas of potential exposure. Having a solid 
plan in place improves the defensibility of any 
claim that could arise and allows health care 
professionals to deal with possible litigation in a 
more confi dent way.

James R. Embrey, Jr., JD, is a partner at Hall Booth Smith, P.C.

“In part to just say to jurors that if we’ve 
learned anything from COVID-19, we’ve learned 
how diffi  cult the science of medicine is, how 
quickly things evolve and how so many very 
sad, diffi  cult outcomes are really unpreventable 
despite the best eff orts of great people,” he says.
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T
he Affordable Care Act 
of 2010 (ACA) extended 
health insurance to previ-
ously uninsured millions 
of Americans. Yet many 

insured adults, even those with 
employer-sponsored coverage, find 
they still can’t afford the care they 
need. Individuals who are “under-
insured” represent a growing chal-
lenge for policy makers, insurance 
companies and providers.

Sara R. Collins, Ph.D., has spent 
nearly two decades studying insur-
ance affordability and coverage as 
a vice president of The Common-
wealth Fund. Collins is lead author 
in the latest in a series of studies 
by The Commonwealth Fund on 
the state of health insurance cov-
erage in the United States, a pro-
ject that began in 2001. She spoke 
recently with Medical Economics® 
about the study’s findings, and 
their implications for the future 
of health care. The interview has 
been edited for space and clarity.

Medical Economics®: How do you 
define the term underinsured?

Sara Collins: Since about 2003, 
we have been tracking though our 
biennial health insurance survey the 
number of adults who are insured 
all year but have high out-of-pocket 
costs or deductibles relative to their 
income. We defined someone as 
underinsured if their out-of-pocket 

costs are 10% or more of their 
income, or, if their income is under 
200% of the federal poverty level, if 
their out-of-pocket costs are 5% or 
more of their income.

We have a separate measure of 
risk of being underinsured. Deduct-
ibles are what we use as a very 
rough measure of benefit design. 
So if someone’s deductible is 5% or 
more of their income, they’re also 
counted as underinsured.

ME: Most Americans receive 
their health insurance through 
their employer, and it seems that 
gives them enough coverage to 
meet most of their needs. But your 
survey shows that 25% of adults 
in employer-sponsored plans fall 
into the underinsured category. 
Why is that?

SC: That is a very good question. If 
we look at the share of people who 
are underinsured overall, that is 
largely driven by people in employer 
plans, because there are just so 
many people in employer plans. The 
share of people in employer-based 
plans who are underinsured has 
climbed from about 17% in 2010 to 
about 28% in 2020. And this growth 
has really been driven by the pro-
liferation of the number of people 
who have deductibles  and the size 
of those deductibles. 

In 2010 only 6% of people with 
employer plans had deductibles 

that amounted to about 5% of their 
income. Bu 2018 that share was 15%. 
So it’s really been driven by this risk 
of out-of-pocket exposure people 
experience in employer plans. 

ME: The survey also shows a lot 
of overlap between issues of race, 
income and insurance status. Can 
you talk about that and why that 
relationship exists?

SC: The core coverage prob-
lem in the United States, even 
10 years after passage of the 
Affordable Care Act, continues to 
be concentrated among people 
with low and moderate incomes, 
both in insurance and affordabil-
ity. And this is driven by several 
factors that are still with us: 
lack of Medicaid expansion in 12 
states; people working in multiple 
jobs and potentially churning in 
and out of insurance coverage. 
[Another factor is that] a lot of 
people work part time, and those 
jobs generally don’t come with 
insurance benefits. Then [there 
are] also complex Medicaid and 
ACA marketplace eligibility rules. 
For example, someone who works 
multiple jobs may have fluctu-
ations in income that can make 
them eligible or ineligible depend-
ing on the time of year, such as 
farm workers. Their income might 
go way up in the summer and 
bump them out of eligibility for 

by Jeffrey Bendix Senior Editor

Under-insured patients:  
What physicians need to know
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Medicaid. So much about the way 
people work affects whether they 
have insurance coverage. 

And people of color are dispro-
portionately represented among 
people with lower incomes, so 
that’s one reason we see higher 
rates of uninsurance among Blacks 
and Hispanic patients. Those differ-
ences have fallen over time, just as 
they’ve fallen between people with 
higher incomes and lower incomes. 

The other major factor is the 
immigrants who may be living in 
the country illegally who are not 
eligible for subsidies under the 
ACA or Medicaid.

ME: Why have deductibles 
become so high? 

SC: In commercial plans, the prices 
insurers pay providers are the major 
determinants of the cost of health 
care in private markets. And since 
premiums are primarily driven by 
costs, these prices also drive growth 
in premiums. So in order to keep 
premiums low, employers have 
tried to share more of those costs 
with their employees in the form of 
higher deductibles and other kinds 
of cost-sharing. 

And what’s also important to 
keep in mind as an employee, as 
your health care costs grow to be a 
larger share of your compensation 
costs, employees are also making 
wage concessions. So their income 
isn’t growing. So that means the 
deductible becomes even a larger 
share of someone’s income as it 
grows and income growth doesn’t 
keep pace. And people who face 
high deductibles or have high 
out-of-pocket costs are much less 
likely to get needed health care. 

So there’s a circular aspect to 
this phenomenon of rising provider 
prices, the impact of insurance 
costs and people’s demand for care 
from the providers whose prices 
seem to be one of the main culprits. 

ME: Is that tradeoff between 
premiums and deductibles a 
dynamic that plays out on the 
ACA exchanges?

SC: It does, for sure. If you look 
at our report, you see that rates of 
underinsurance are even higher 
in the individual market than on 
employer plans. So even though 
a lot of the growth in underin-
surance is coming from employer 
plans, people with individual 
market plans tend to have much 
higher deductibles. There’s just no 
countervailing pressure. Under the 
ACA, exchanges are not allowed to 
negotiate down price differences. 
Some insurers, such as California, 
has been very experimental in 
terms of getting price concessions 
from employers. But in general, the 
marketplaces haven’t had a lot of 
leverage to lower premiums and 
deductibles. 

ME: How does lack of insurance 
or underinsurance affect individ-
uals’ care decisions?

SC: We find that people who are 
uninsured, are insured part of the 
year but not other parts of the year 
or who are underinsured are much 
more likely to report not getting 
health care because of costs. In 
our most recent survey, more than 

half of adults who were uninsured 
for any time during the prior year 
reported not getting health care 
due to cost. This could include not 
filling a prescription, not getting 
specialist care, not going to the doc-
tor when they’re sick, not getting 
a recommended follow-up test or 
treatment.

ME: Does that contribute to the 
disparities in health outcomes 
among racial and ethnic groups?

SC: Adequate insurance coverage 
is not the only determinant of 
access to health care, but it is the 
most important one. And that was 
the consensus of the Institute of 
Medicine in 2003, I believe, so this 
predated the Affordable Care Act.

But there is no question that 
insurance coverage is the most 
important factor. We know that 
there are other issues, race equity 
issues, in people’s ability to get 
high-quality health care, but 
people at least need to have good 
health insurance in order to make 
that first step to access.

ME: How does that also affect a 
family’s or individual’s overall 
financial situation?

SC: We find that people with 
inadequate coverage, particularly if 
they’re uninsured or have a gap in 
their coverage or are underinsured, 
are much more likely to report 
problems paying their medical bills. 
[This leads to] not being able to 
pay their bills, being contacted by 
collection agencies about unpaid 
bills and carrying debt over time. 
It’s directly related to problems 
paying bills.

We also find that people who 
report problems paying medi-
cal bills experience long-term 
financial issues. They’re much 
more likely to say they used up all 

“We find that people 
with inadequate 
coverage, particularly 
if they’re uninsured 
or have a gap in 
their coverage or are 
underinsured, are much 
more likely to report 
problems paying their 
medical bills.”
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their savings to pay their bills or 
that they had a downgrade in their 
credit rating because of unpaid 
bills. So it’s a problem that is spe-
cific to health care, but it does flow 
over into other aspects of people’s 
lives. We even find that about 25% 
of people report having to cut back 
on food, heat or electricity because 
of medical bills. 

ME: Is it fair to say that although 
the ACA reduced the number of 
uninsured Americans, it didn’t 
address the problem of underin-
surance or even made it worse?

SC: What’s important to remember 
is that the essential health benefits 
requirement for individual market 
plans and limits on out-of-pocket 
cost exposures, bans on preexist-
ing condition exclusions in health 
plans, no annual or lifetime benefit 
limits, are very important provi-
sions in terms of protecting people 
from catastrophic-type costs that 
people were regularly experiencing 
in individual market plans.

And we even see it now in 
plans that don’t comply with the 
Affordable Care Act, such as short-
term policies, where people are 
paying premiums for very skimpy 
coverage that leaves them very 
exposed to health care costs. And 
if people get coverage through the 
marketplaces, and their incomes 
are below 250% of poverty, which 
is about $32,000 for an individ-
ual, they’re eligible for plans with 
reduced cost-sharing that include 
lower deductibles. But as you 
move up the income scale, people 
are exposed to increasingly higher 
out-of-pocket costs and increas-
ingly higher deductibles. 

In 2020, in the 38 states where 
the federal government ran their 
marketplaces, the average deduct-
ible for a silver level plan was 
about $8,100. So that’s a pretty 
high deductible. And it’s why we 

see the higher underinsured rates 
in individual markets still. So 
there has been improvement, but 
there is still a ways to go to lower 
those underinsured rates in the 
individual market.

ME: How is the COVID-19 pan-
demic affecting the problem of 
underinsurance? 
SC: I think what we’re seeing in 
our biennial survey, which was 
in the field from January through 
June of [2020], is that there’s just 
a persistent vulnerability among 
working-age adults and their 
ability to afford health care. And 
this could worsen if the pandemic 

continues and the economic down-
turn continues.

And that is because, aside from 
many people losing their health 
benefits because they’ve lost a job, 
if people’s incomes aren’t grow-
ing, or their business revenue is 
taking a hit, if out-of-pocket costs 
don’t change, or if their deducti-
bles don’t change or the premium 
contributions don’t change, that 
means that health care is going to 
take up a larger and larger share 
of Americans’ incomes over the 
next year. So it will have the effect 
potentially of worsening the num-
ber of people who are exposed to 
high costs relative to their income.

ME: Of course, that will depend 
on how long the pandemic lasts.

SC: That’s right. Right now the eco-
nomic downturn has affected people 
in some industries more than oth-
ers. We know that people in retail 
and food and beverage and accom-
modations have been the most likely 
to lose their jobs. And those tend to 
be industries that usually don’t offer 
health benefits. So a lot of people 
were already uninsured in those in 
those jobs or had coverage through 
Medicaid or whatnot. 

But if the downturn continues, 
the question is whether we will see 
job loss in other industries that 
do tend to come with benefits, or 
just an overall drop-off in income 
growth or flattening in income 
growth that’s widespread through 
the economy.

“People who are 
uninsured … or who 
are underinsured 
are much more 
likely to report not 
getting health care 
because of costs. In 
our most recent 
survey, more than 
half of adults who 
were uninsured for 
any time during the 
prior year reported 
not getting health 
care due to cost.”

Check out 
This interview was transcribed from a video interview that was 

recorded as part of Medical Economics® Pulse video program. 

Check out more video interviews with experts at bit.ly/MedEcVideo.
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The best tax strategies 
for your business
by Alexis E. Gallati, Contributing Author

R unning a medical practice usually 
means high income. Of course, that 
also implies more signifi cant tax 
obligations. The truth is, although 
your taxes may be quite high, 
medical practices have many legal 
tax-reduction strategies available to 

them. Many believe that only the uber rich can aff ord 
the strategies developed by tax specialists and attor-
neys. However, the tax code is available to everyone 
to navigate and reap the savings benefi ts if you are 
willing to take the time to learn the strategies and how 
to implement them properly.

The good news is there are a few strate-
gies you can start implementing right now. 
Here are some of the ways you can approach 
your medical practice’s taxes going forward.

Proper entity selection
One of the most basic but most important choices 
you can make for your practice is the choice of 
entity. Your entity selection will be determined by 
who the owners of the business will be and how the 
profi t will be taxed in your practice. 

The right entity choice depends on a few factors:
� How much revenue are you generating?
� Do you have employees?
� Do you need to protect any assets or 

yourself?
� Where is your practice located?
� What are your costs and managerial 

responsibilities?
� Are you looking for more permanence or 

transferability?

Below are options available to medical practices, as 
well as their major benefi ts and drawbacks. Remem-
ber, depending on the state your practice operates in, 
some of these options may not be available to you.

Sole proprietorship
A sole proprietorship is often chosen by medical 
professionals because it’s simple and inexpensive to 
set up and maintain.

As a sole proprietor, you pay income tax at your 
ordinary rate and self-employment tax on 100% of 
the profi t from your business. Being self-employed 
means you are responsible for all of your Social 
Security and Medicare taxes (15.3% of your gross 
pay) with an additional 0.9% Medicare tax if your 
income is more than $200,000 fi ling as single or 
$250,000 if fi ling jointly. You do not take a W-2 salary.

Although sole proprietorships are easy to adminis-
ter, they create unlimited individual risk for you as the 
owner and they tend to be audited more frequently 
by the IRS than partnerships, S-corporations or 
C-corporations. Even if you create a single-member 
limited liability company (SMLLC), as a physician, 
you will not be able to avoid personal liability.

Partnerships
Partnerships are pass-through entities. The partner-
ship’s tax return acts as an information return, and 
the income and losses pass through the entity and 
into the owners’ personal tax returns.

Similar to sole proprietorships, 100% of partner-
ship profi ts will be passed to the owners and taxed 
at the ordinary rate subject to self-employment. 
You do not take a W-2 salary. You must choose the 
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partnership option if you have more 
than one owner, which in some 
states can include your spouse. 

You still have liability issues with 
a partnership unless you choose to 
be a limited liability company (LLC), 
but, again, as physicians the LLC 
protections do not apply to you.

S-corporations
Like partnerships, S-corporations 
are also pass-through entities where 
any income or losses are generally 
taxed at the entity level. It is impor-
tant to note some states will impose 
an entity level tax.

Where S-corporations dif-
fer from partnerships and sole 
proprietorships is in the way they 
are taxed. You are required to take 
a reasonable  salary, which will 
be subject to Social Security and 
Medicare taxes. However, any profit 
above your salary is considered 
a distribution and not subject to 
Social Security and Medicare taxes. 
This can be a significant tax savings 
depending on your circumstances.

Although there are tax savings 
with an S-corporation, they are 
more expensive and time-con-
suming to administer. They also 
require you to be on payroll and 
limit the types of ownership.

C-corporations
A C-corporation is a standalone 

entity that protects against most 
business risks, except malprac-
tice, for which you would still 
require insurance. However, it 
can protect you from general 
business liabilities. C-corpora-
tions are easy to transfer via cor-
porate stock and well understood 
governance laws. If you plan to 
have outside investors in your 
medical practice, this form of 
entity would be ideal.

C-corporation profits are taxed 
at the entity level. You receive 
a W-2 salary from the business, 
and if you take any profits from 
the business they are treated as 
dividends and taxed at dividend 
tax rates. This causes the same 
profit to be double taxed. C-cor-
porations are more expensive and 
time-consuming to administer.

Retirement plan
Contributing to a retirement plan 
is the easiest and most direct way 
to lower your taxes. By contributing 
to a pretax retirement plan, you 
receive a deduction for the con-
tribution. As a result, you pay less 
on taxes because the contribution 
lowers your taxable income. It’s 
important to note that there are 
limits to how much you can contrib-
ute to your retirement depending 
on the type of plan and whether you 
are the employee or the employer.

Another advantage of contrib-
uting to a retirement plan is that 
you may pay a lower tax rate at 
retirement than when you put 
the money into the retirement 
account. Your retirement savings 
are tax-deferred, which means 
you do not pay taxes when you 
contribute to your retirement 
and it will grow tax free. When 
you are required to take it out, 
you will have to pay taxes on 
it at the time of withdrawal. 

If you retire before age 72 (the 
age at which you’re required to 
start taking distributions from your 
retirement account) you can take 
advantage of lower tax rates and 
start taking the retirement con-
tributions earlier so their distri-
butions are spread out over more 
years. Once you are 59½, there is 
no penalty for taking money out 
of your retirement account.

You also can convert pretax 
retirement to a post-tax retirement 
account, known as a Roth account, 
by paying tax at lower rates between 
retirement and age 72. This can 
be a significant strategy for sav-
ing money and legacy planning.

Despite the direct tax benefits 
of retirement plans, there are a 
few things you need to think about 
when choosing the type of retire-
ment plan for your practice:

 ɋ How aggressive do you 

“The tax code is available to everyone to navigate and reap 
the savings benefits if you are willing to take the time to 
learn the strategies.”
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want to be with retire-
ment savings?

 ɋ Do you have employees?
 ɋ What sort of invest-

ments do you want in 
your retirement plan?

If you think a retirement 
plan makes sense for you, do 
so with the assistance of a 
tax or financial adviser.

Hire family
Hiring family members in your 
practice allows you to shift income 
from your higher tax bracket to 
their lower tax bracket and create 
a deduction of their wages through 
your business. This gives you the 
opportunity to teach your children 
about handling money or to save for 
their retirement or education. Or, 
if you have parents you regularly 
support, you can hire them in your 
practice and write off their support 
as wages. 

If you have a sole proprietorship 
or partnership, you can hire your 
children and you do not have to pay 
Social Security or Medicare taxes on 
their payroll. However, if you have 
an S-corporation or C-corporation, 
you will have to pay payroll taxes. 
In addition, when hiring a spouse, 
you can contribute more to their 
retirement based on the compen-
sation they earn in your business. 
This can add up to more tax savings.

This is a fairly easy tax strategy, 
but you must follow a few rules. Any 
family member you hire must have a 
legitimate job in your practice and be 
paid a reasonable wage. It is impor-
tant to document their job responsi-
bilities and duties as well as open a 
separate bank account in their name.

Gift-leaseback
Many medical practices build a large 
collection of medical equipment. 
This creates an opportunity to use 
the equipment in a gift-leaseback, 
which effectively replaces the cur-
rent salary of a family member. Typ-
ically, you would use this strategy to 

support a parent or child. You need 
to determine the fair market value 
of the equipment and the fair rental 
value of the equipment. A gift of the 
equipment is transferred to your 
family member and then the family 
member leases the equipment back 
to your business. This creates a 
rental deduction for the business, 
the family member receives income/
support and you avoid payroll taxes 
on the family member’s salary. 
Family members can also continue 
to depreciate the equipment to help 
lower their taxable income. 

It’s important to note that 
you need to do a proper appraisal 
of the equipment and have 
a rental agreement in place 
with your family member.

Hidden business 
deductions 
Lastly, there are several deductions 
available to your medical practice 
that you might not know about.

Augusta Rule
The Augusta Rule is otherwise 
known as the 14-day rental rule. 
The rule allows you to rent your 
primary residence (not a rental 
property) for up to 14 days per 
year without paying any tax on the 
rental income on your individual 
tax return regardless of how much 
you make. You do not receive any 
deductions for the time your home 
is rented. This can be done if you 
have a home near major sporting 
events or even rent your home to 
your business. You need to docu-
ment the business purpose of the 
rental, such as corporate meetings, 
and charge a reasonable rental rate 
(similar to hotel rates).

HSA
A health savings account (HSA) is 
one of the ultimate tax-efficient 
ways to save. HSA contributions 
are contributed tax free, grow 
tax free and are distributed tax 
free if used for qualified medical 

expenses. In order to qualify for an 
HSA, you must meet the qualifying 
limits. 

It’s important to note that you can 
pay for your medical expenses out 
of pocket and hold onto the receipts 
until you are ready to take the money 
out of the HSA. This could be later 
in retirement years, which allows the 
HSA funds to grow more quickly and 
gives you some extra tax-free income. 

Own your building? 
Do you own the building your 
medical practice is in? As a bonus, 
you can consider a cost segregation 
study.

Cost segregation studies break 
down a structure into various 
depreciable components that have 
shorter depreciable lives. This allows 
the owner to accelerate depreciation 
instead of the whole building being 
depreciated over a 40-year period.

Depreciation of property value 
is one of the more complex deduc-
tions. But having a cost segrega-
tion study done can uncover new 
tax-savings opportunities. These 
studies normally cover things you 
can’t calculate on your own such as 
structural element, land improve-
ments on the structure’s exterior 
and construction expenses.

In general, these studies need 
to be completed by experienced 
firms. The American Society of 
Cost Segregation Professionals 
website has more information.

As we all know, different diag-
noses require different approaches 
and every business has a unique 
financial situation. Therefore, 
depending on the characteristics of 
your business and on the plans that 
you have for your future, it is always 
wise to consult with a qualified tax 
or financial adviser before moving 
forward with any of these strategies.

Alexis E. Gallati, EA, MBA, MS Tax, CTP, is 
the founder and lead tax specialist at Cerebral Tax 
Advisors and the author of “Advanced Tax Planning 
for Medical Professionals.” 
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Disability insurance can 
safeguard your finances

hysicians understand very well why income protection is so important. 
They see firsthand how often injuries and illnesses occur, and how an 
unexpected disability can disrupt a person’s life and their income. As 

busy medical professionals with countless demands and stressors, it can be a 
challenge to find the time to purchase income protection. But that is why it’s so 
important — because if an illness or injury prevents a doctor from working, they 
need the peace of mind of knowing they’re covered. Selecting the right individual 
disability insurance (IDI) policy can save time and headaches.

Doctors invest years of hard work, time and money in their career. Pro-
tecting future earning potential is an important decision. IDI provides monthly 
benefits if an individual is unable to work due to sickness or injury. Several IDI 
carriers have designed robust income protection plans that are built to protect 
physicians throughout their careers. With many options in the marketplace, it’s 
important to understand what to look for in an IDI policy. For example, a policy 
that evolves with a policy owner’s career and future earning potential will maxi-
mize coverage. Here are specific things to look for when selecting an IDI policy.

P

A strong definition  
of disability
For specialty professions, an own 
occupation rider provides protection 
for a disability that prevents a doctor 
from performing a specialized job and 
then allows for other types of work. 
For example, a surgeon who develops a 
hand tremor and can no longer perform 
surgery could collect benefits while 
choosing to work in another capacity 
that the hand tremor doesn’t affect.

Student loan riders
Many IDI carriers offer riders that 
reimburse student loan payments if the 
policy owner becomes disabled. These 
riders usually cover some or all student 
loan payments, up to a maximum 
amount and/or period. The reim-
bursement benefits may cover up to 
$450,000 in student loan payments and 
are paid in addition to a policy’s base 
monthly benefits. It is common for med-
ical professionals to carry substantial 
student loan debt for some time during 
their careers, so student loan relief in 
the face of a disabling event can provide 
real peace of mind.

Opportunities to  
increase coverage
A rider that allows increased 
coverage to keep pace with 
rising income is a must for those 
early in their medical careers. 
This will ensure that as a young 
professional adequate coverage 
is available if a disabling event 
occurs. Some riders supply 
steady increases each year, 
whereas others allow for larger 
jumps in coverage. Make sure the 
option to significantly increase 
coverage after education and 
training are complete is available 
to ensure coverage keeps pace 
with rising income.

Protection if a loved 
one has a serious 
health condition
Some policies provide family 
caregiving benefits if the insured 
individual must take time off work 
to care for a family member with a 
health condition. This can protect 
their income if a family member 
becomes seriously ill or injured.

Discounts and affordable 
options for medical 
residents and fellows
Many carriers offer special programs 
and discounts to encourage applica-
tions from residents and fellows. Typi-
cal discounts range from 10% to 20%. 
On top of that, some carriers offer a 
streamlined application process for 
residents and fellows that require 
no proof of income, medical labs 
or exams up to a certain amount of 
coverage — often $7,500 in monthly 
benefits.

To entice residents to buy a policy 
earlier in their training, some carriers 
offer smaller affordable policies only 
to residents and fellows that are cou-
pled with comprehensive rider and 
coverage increase options. This locks 
in quality income protection for doc-
tors in training for a lower cost with 
the opportunity to increase coverage 
in the future when they’re earning 
more — even significantly more.

For residents or fellows nearing 
completion of training who have 
secured an employment contract, 
many carriers require only a short 
application and a signed employment 
contract to get a policy to cover 
post-training new income. Often the 
carrier won’t require medical labs or 
exams in this scenario, either.

Chris Coy is a regional director of IDI sales at  
The Standard. Send your money questions to 
medec@mjhlifesciences.com.
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Bays: Steve, what should a clinician know about 
the clinical use of bempedoic acid in combi-
nation with a statin and/or ezetimibe? What’s 
your sense about that?

Nissen: The most compelling information is that 
38% and sometimes even 40% reduction in LDL 
cholesterol. That is a reduction that’s equivalent 
to 20 mg of atorvastatin, which generally produces 
about 40% reduction, or 40 mg of simvastatin. 
And 20 to 40 mg of simvastatin was what was used 
in the 4S trial, the classical post-MI [myocardial 
infarction] trial, that fi rst showed that statins were 
effi  cacious. Many patients are benefi ted by that 
moderate reduction, even though very high doses 
of statins can get a bit more, that 40% reduction in 
clinical use is quite suffi  cient to control LDL cho-
lesterol to guideline recommended levels, both in 
the United States and in European countries, and 
that is a particularly useful combination. Some-
thing we don’t want to miss out on is the reduction 
in hs-CRP [high-sensitivity C-reactive protein]. 
This has a very strong anti-infl ammatory eff ect 
that’s seen, more so even than we see with statins, 
and that we know from the JUPITER trial is a pre-
dictor of the event rate. The higher the C-reactive 
protein, the higher the event rate, and that taking 
patients with a high hs-CRP and treating them with 
statins resulted in a reduction in morbidity and 
mortality. It’ll be interesting to see if we see the 
same thing with bempedoic acid.

by Harold E. Bays, M.D. and Steven E. Nissen, M.D. 

The role of bempedoic 
acid in clinical practice

Welcome to Between the Lines. 
The following transcript features 
two physicians discussing the role of 
bempedoic acid in clinical practice. 
Our panelists are: 

Harold E. Bays, M.D., FOMA, FTOS, 
FACC, FNLA, FASPC, medical director 
and president of the Louisville Metabolic and 
Atherosclerosis Research Center, located in 
Louisville, Kentucky.

Steven E. Nissen, M.D., MACC,
chief academic offi  cer of the Heart, Vascular & 
Thoracic Institute at the Cleveland Clinic, in Ohio. 

The following transcript was edited for length and clarity.
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Bays: That’s an excellent sum-
mary of the efficacy side with 
regard to LDL cholesterol low-
ering and that CRP reduction, 
which could prove to be some-
thing really important. We’ve 
got to keep an eye on that. What 
would you say would be the key 
safety messages? Let’s start off 
with the gout. I talked about it a 
little bit, but what do you think? 
From a very practical taking care 
of a patient standpoint, what do 
you tell your patients with regard 
to the potential for gout?

Nissen: In most studies, bempe-
doic acid slightly reduced hemo-
globin A1C [glycated hemoglobin], 
and that’s different from statins. 
Interesting enough, statins slightly 
increase hemoglobin A1C. If you 
compare the difference between 
the 2 classes of drugs, it’s a signif-
icant difference. People need to 
know about that because some of 
the reluctance of patients to take 
statins relates to the increase in Hb 
[hemoglobin] A1C that is seen with 
statins. All the studies show it, and 
bempedoic acid does not show it, 
which is a unique feature here for 
this pathway in this LDL reduction.

Bays: It used to be a lot bigger 
deal in the past than maybe 
it is now, but I’ll tell you that 
it is extraordinary the degree 
by which glucose is affected by 
lipid-altering drugs. Back when 
we did niacin, do you remem-
ber that?

Nissen: Yes.

Bays: Glucose levels would 
go through the roof with the 
niacin, or as you mentioned, 
certain statins in particular 
increase the glucose level. 
We looked at some data with 
regard to some of the fibrates, 

there could be a modest 
decrease, but your point’s very 
well taken. Way too many times 
we have patients who say, “I 
don’t want to take a statin 
because I’m afraid it’s going to 
give me diabetes.” To the extent 
there are people out there who 
may have the same sort of sense 
about bempedoic acid, maybe 
that’s a pretty good thing for 
them to know, that as you men-
tioned, it’s fairly consistent isn’t 
it? It’s certainly not a rise, but 
maybe even a little decrease.

Nissen: It does, and this has come 
into play for me. Patients I see who 
have prediabetes, who are in that 
5.7% to 6.5% Hb A1C, they’re wor-
ried, and I’m worried about them 
transitioning over to the point 
where they’re going to need to have 
treatment for their diabetes. It 
does give an edge to using bempe-
doic acid in those patients because 
you’re not as likely to have them 
cross over into that territory that’s 
considered diabetes. I keep that in 
mind when I use this drug.

Bays: Going back to what we 
talked about before, how do you 
manage this potential for gout in 
your patients?

Nissen: It doesn’t come up that 
much. Mainly you worry about 
patients who have had a pre-ex-
isting episode, particularly if it’s 
a severe episode of gout. Most 
of those patients who have had 
a severe episode of gout are on 
allopurinol, and so their uric acid 
levels have been reduced into the 
safe range. Our comfort level goes 
up. You want to always have it in 
the back of your mind. If there are 
alternatives for patients who have 
a strong history of gout, you want 
to consider the alternatives first. If 
you’re left with a patient who has 
a level of risk and a level of LDL 

cholesterol that you feel like you 
have to treat, then you make sure 
their uric acid is well-controlled, 
and I’d go ahead and put them on 
bempedoic acid. The point is that 
a myocardial infarction, stroke, or 
sudden death, reducing those end 
points is a whole lot more impor-
tant than preventing, maybe, an 
episode or attack of gout.

Bays: That brings us to, we’ve 
already talked about the tendon 
rupture. It’s rare. We don’t know 
its clinical meaning at this point. 
We’re going to know better. So, 
when we talk about a poten-
tial for cardiovascular disease 
reduction and we talk about 
getting a clearer viewpoint as to 
exactly what might or might not 
be going on with tendon rupture, 
is there an ongoing clinical trial 
for which we all could benefit 
from looking at those data to 
nail down these things from a 
cardiovascular standpoint, or 
from a tendon rupture stand-
point? Do we have a study we 
could look toward to give us 
greater insight?

Nissen: We do, and I’m the study 
chairman for the CLEAR Out-
comes trial. We’ve been doing 
this now for a number of years. 
These outcome trials take a long 
time to complete, and we were 
very excited to have the opportu-
nity to lead the trial. The history 
of LDL-lowering drugs, whether 
they’d be in virtually everything, 
even the old cholesterol resin 
binding agents, when we lower 
LDL substantially, we have gotten 
a benefit on hard outcomes, 
cardiovascular death, stroke, and 
myocardial infarction, and even 
drugs that are less efficacious 
than bempedoic acid. In CLEAR 
Outcomes, it’s the first trial that 
I know of this size, that’s delib-
erately enrolled people who had 
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trouble tolerating statins. We 
have 14,000 patients in the trial, 
so it’s a large outcome trial. We 
have a drug that lowers LDL cho-
lesterol effectively, and a group 
of patients that are very hard to 
treat. They have very high base-
line LDL cholesterol levels, and 
that means that they’re probably 
going to get a pretty big reduction 
with bempedoic acid. It’s easy to 
predict that if bempedoic acid, if 
lowering LDL with this agent pro-
duces a similar benefit to what is 
seen with statins, then the CLEAR 
Outcomes trial’s going to show a 
statistically significant benefit. 

I’m intrigued by the possibility 
that the benefits will be a little 
bit larger than you might project. 
Why do I think that? Bempedoic 
acid does rather substantially 
lower high-sensitivity C-reactive 
protein. The link between CRP and 
adverse cardiovascular outcomes 
has been well-established over a 
long period of time. The drug also 
slightly lowers hemoglobin A1C. 
Everything goes in the right direc-
tion, not in the wrong direction. If 
you add these additional benefits, 
our hope would be that we would 
see a pretty robust reduction in 
morbidity and mortality. The 
study is powered for about a 15% 
reduction, we’ve got plenty of 
statistical power for that, and we 
could see a whole lot more. We’re 
going to run the trial until we get 
16,020 events, that’s death, stroke, 
and myocardial infarction, and that 
gives us a very substantial amount 
of statistical power. The trial will 
wind up perhaps in late 2022. We’ll 
have to take some time to get the 
database cleaned up, get all the 
final events adjudicated, and get 
everything done. You can expect us 
to present results in 2023, perhaps 
earlier in the year rather than 
later. That time’s going to come 
up pretty quickly. We’re already in 
the second half of 2021, and we’ll 
have an answer about whether 

this LDL-lowering drug does what 
other LDL-lowering drugs do and 
reduces morbidity and mortality.

Bays: I’m going to throw you a 
couple curve balls here. First, 
we’re a participating site as you 
know, and we did fine with the 
recruitment. But I said, “You’re 
going to recruit a study just with 
patients with statin intolerance? 
We’re going to be recruiting for 
the next 15 years.” I didn’t think 
that we could recruit this study 
as well as we did. Is that just 
because there are way more 
patients out there with statin 
intolerance than we thought, 
or is it just because you have an 
amazing team?

Nissen: I work in a very large pre-
vention clinic, here at the Cleve-
land Clinic, and the No. 1 reason 
for referral of patients to see us 
as a tertiary care center is statin 
intolerance. They come in and they 
have not well-controlled lipids, 
they have not tolerated statins, 
and their referring physician wants 
our help with those patients. My 
colleague Leslie Cho, M.D., has 
published extensively on low dose, 
you start once a week and then you 
go to twice a week, and you try to 
get them on a low dose of statins. 
We have all these people like that. 
Harold, you probably see the same 
thing, and every practice around 
the country sees these patients. 
This we know is a very common 
disorder. Some report of statin 
intolerance is seen in 5%, 10%, 
even 15% of patients. There are 36 
million people out there who are 
statin eligible. You add up the num-
bers, and there are a lot of people 
with statin intolerance, and we had 
no trouble finding them. The study 
enrolled very robustly. I’m not sure 
how many patients you put in, but 
it’s done very well, and we’re very 
pleased it enrolled so well.

Bays: Could you give a closing 
comment as to the historic 
importance of this, with 
respect to when was the last 
time we had an LDL choles-
terol drug approved as an 
oral agent that reduced cardi-
ovascular events? When’s the 
last the time that happened?

Nissen: Ezetimibe was approved 
more than 20 years ago. We didn’t 
get a cardiovascular outcome 
trial going right away, so for a lot 
of years it was available, but we 
didn’t know if it really reduced 
events. We’ve gone 20 years 
without—we’ve gotten some 
injectable drugs, but we haven’t 
gotten an oral drug like this in a 
generation. We’ve got a historic 
opportunity now to study this 
agent, understand its benefits 
and its risks. And I might say 
that the CLEAR Outcomes trial 
will not only report the benefits, 
but we’re also going to report 
the risks. We’ll tell you whether 
there are tendon ruptures, maybe 
that problem goes away. We’ll 
tell you how many people have 
gout, that problem, we’ll clarify 
all of that. We are very hopeful 
that the medical community will 
understand the balance of benefit 
and risk from this very large trial, 
long term, in a difficult to treat 
patient population. I will also 
add that I don’t think there’s ever 
been a dedicated study anywhere 
near this size in patients with 
statin intolerance. It’s the first 
outcomes trial in this group of 
patients. It will have historical 
importance in terms of under-
standing what this agent can do 
in a very difficult to treat group of 
people.

MORE ONLINE: 
Scan with your 
smartphone camera to 
view the entire discussion. 
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T
ype 2 diabetes (T2D) and cardiovascular 
disease (CVD) converge in terms of shared 
risk factors and targeted treatment strate-
gies.1 Although impaired glucose metabo-

lism has a central role in the pathology of CV com-
plications in patients with T2D, several studies have 
demonstrated that CV risk cannot necessarily be 
reduced simply by achieving a therapeutic glucose 
goal.1 The focus on glucose control is expanding to 
include a comprehensive and ongoing assessment 
of patients’ CV risk. Cardiovascular outcomes trials 
(CVOTs) have provided valuable insights into the 
CV benefits of antidiabetic agents. Here are 3 things 
you should know about T2D and CV risk reduction.

1  Glucose spikes cause 
vascular injury leading 
to atherosclerosis.
An expanding list of factors asso-

ciated with T2D contribute to the development of 
occlusive atherosclerosis, placing this population 
at risk for CVD.2 Factors include hypoglycemia, 
obesity, insulin resistance, dyslipidemia, hyperten-
sion, increased oxidative stress, and a procoagulant 
and inflammatory state. Chronic hyperglycemia 
and/or acute postprandial changes in blood glucose 
levels contribute to atherosclerotic change of the 
vessel, especially in patients with T2D.3 This process 
is mediated by an increase in reactive oxygen species 
(ROS). ROS play a fundamental role in endothe-
lial dysfunction and proatherogenic transcription 
factors activating the inflammatory response leading 
to atherosclerosis. 

Recent studies have revealed a novel role for 
sodium-glucose cotransporter-2 inhibitors (SGLT2i) 
and glucagon-like peptide-1 receptor agonists 
(GLP-1 RA) beyond their glucose-lowering effect. 
Although the exact mechanisms of CV risk reduc-
tion from SGLT2i and GLP-1 RA remain unclear, 
the proposed mechanisms are not contradictory and 
may even be complementary.4  

SGLT2i and GLP-1 RA have a positive effect on:

hyperglycemiablood pressure weight loss

SGLT2i show benefits on hemodynamics, kid-
ney, vascular, and myocardial energetics, and GLP-1 
RA have metabolic, anti-inflammatory, and possible 
direct vascular, cardiac, and renal effects.4 Proposed 
shared key effects for SGLT2i and GLP-1 RA include 

an improved lipid profile and a reduction in body 
weight, blood pressure, visceral fat, uric acid, and 
plasma glucose (with a low risk of hypoglycemia).5

2  SGLT2i and  
GLP-1 RA can  
reduce CV risk  
in T2D.

A number of large clinical trials evaluated the 
safety and efficacy of SGLT2i in patients with dia-
betes (with established vascular disease, multiple 
CV risk factors, or renal insufficiency) and in 
those with established heart failure and reduced 
ejection fraction (with and without T2D).6-11 
Results from the EMPA-REG OUTCOME (Em-
pagliflozin Cardiovascular Outcomes Event Trial 
in Type 2 Diabetes Mellitus Patients—Removing 
Excess Glucose) showed that patients with T2D 
at high risk for CVD had an early reduction in 
major CV and renal outcomes.7 Patients who 
were treated with empagliflozin also had a 38% 
reduction in CV death and a 35% reduction in 
hospitalization for heart failure. These results 
were also seen in subsequent CVOTs with other 
SGLT2i, such as canagliflozin (CANVAS [Cana-
gliflozin Cardiovascular Assessment Study]8 and 
CREDENCE [Canagliflozin and Renal Outcomes 
in Type 2 Diabetes and Nephropathy])9 and 
dapagliflozin (DECLARE-TIMI 58 [Dapagli-
flozin and Cardiovascular Outcomes in Type 2 
Diabetes]).10

Cardiometabolic benefits of SGLT2i 
and GLP-1 RA have been well 
established through CVOTs

GLP-1 RA exert their primary effect by stim-
ulating glucose-dependent insulin release from 
pancreatic islets.12 LEADER was a large CVOT 
of the GLP-1 RA liraglutide; this agent, up to 1.8 
mg/day, versus placebo was added to standard 
care for 3.5 to 5 years in 9,340 participants with 
T2D and high CV risk. Results demonstrated a 
significant 13% risk reduction in major adverse 
cardiovascular events (MACE) with liraglutide 
versus placebo.13

Furthermore, CVOTs for both SGLT2i and 
GLP-1 RA have recently undergone meta-anal-
yses, and results showed that SGLT2i reduce the 
risk of CV death and hospitalization for heart 
failure by 23% and GLP-1 RA reduce MACE by 
12% in patients with T2D.11, 14
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3 Despite evidence and 
guidelines, SGLT2i and 
GLP-1 RA remain 
under-prescribed.

Several large real-world studies, CVD-REAL, EA-
SEL, and OBSERVE-4D, have further substantiated 
the results from CVOTs on SGLT2i.15-18 Overall, 
real-world data demonstrate that the risk of HF 
hospitalization was signi� cantly reduced up to 61% 
with SGLT2i compared with other non-SGLT2i 
glucose-lowering agents. Another recently published 
real-world study reported that 10-year coronary 
heart disease (CHD) risk signi� cantly decreased 
over 24 months in both patient groups who received 
a GLP-1 RA or an SGLT2i, with 3% and 7% CHD 
risk reduction already obtained a� er the � rst 6 
months of therapy.19 � e EMPRISE study program 
is currently evaluating the comparative e� ective-
ness, safety, and impact on health-care utilization of 
empagli� ozin, based on real-world data from two 
commercial and Medicare databases in the United 
States.20 Initial insights from an interim analysis re-
ported a 44% reduced risk for HF with empagli� oz-
in compared with DPP-4 inhibitors and GLP-1 RA.

Although pivotal clinical trials and real-world 
data provide strong evidence for the CVD bene� ts 
of SGLT2i and GLP-1 RA in patients with T2D, 
adoption of these agents has been underwhelm-
ing. Guidelines strongly recommend initiating an 
SGLT2i or a GLP-1 RA in patients with T2D and 
manifestations of CVD or high risk for CVD.21

However, according to a recent study, less than 2% 

of patients with T2D and CVD actually receive an 
SGLT2i or GLP-1 RA.22

Cardiologists account for a small percentage 
(< 5%) of prescribers of these cardiometabolic 
agents, even though their primary bene� t is CV 
risk reduction. A European survey from 2019 that 
included 103 consultant cardiologists demonstrated 
that only a minority of the respondents felt they 
were familiar with the outcomes data for SGLT2i 
(30%) or GLP-1 RA (20%).23

Effi cacy, safety and 
simplicity of SGL2i and 

GLP-1 RA can combat 
therapeutic inertia in 

T2D care25

A second survey included 41 primary care 
providers (PCPs), 17 endocrinology providers, 
and 32 cardiologists in the Duke University 
Health System in North Carolina.24 Endocrinolo-
gists and PCPs cited cost and nonapproved prior 
authorizations as their main barriers to prescrib-
ing these agents, and cardiologists reported that 
their major obstacles included lack of knowledge 
about the medications, concerns about introduc-
ing confusion into the diabetes care plan, and a 
feeling that it is not a cardiologist’s responsibility 
to prescribe “diabetes medications.” 
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CME POST-TEST QUESTIONS

1  The EMPA-REG OUTCOME trial 
showed that when empagliflozin was added 
to standard of care in patients with type 2 
diabetes (T2D) and cardiovascular disease 
(CVD), the relative risk of CV death was 
reduced by approximately what percent? 

A  20%
B  40%
C  60%

2  A 48-year-old woman with long-stand-
ing T2D and atherosclerotic CVD is treated 
with healthful nutrition, physical activity, 
and metformin. However, she persists with 
fat mass complications of obesity and has 
elevated blood sugars. The addition of which 
of the following to her medications would be 
the best next step in her management?

A  A GLP-1 RA with proven CVD benefit 
B  A sulfonylurea
C  An SGLT2 inhibitor with proven  

HF benefit 

3  In the EMPRISE trial examining the 
effectiveness of empagliflozin in routine 
clinical care, an interim analysis of patients 
with and without a history of CVD reported 
which of the following?

A  Empagliflozin, compared with dipep-
tidyl peptidase-4 (DPP-4) inhibitors 
and glucagonlike peptide-1 receptor 
agonists (GLP-1 RAs), reduced risk for 
hospitalization for heart failure (HF).

B  Empagliflozin, compared with DPP-4 
inhibitors, showed no difference in HF 
risk reduction. 

C  Empagliflozin, compared with GLP-1 
RAs, showed no reduction in HF risk.

To learn more about this topic, including information on  
type 2 diabetes, cardiovascular risk reduction, and emerging 

strategies to treat it, go to  
gotoper.com/online-cme-activities/cpc/cpc-aspc21cvd
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•   Describe how patients at risk for severe hypoglycemic episodes and their 
caregivers can be counseled on how to use new hypoglycemic rescue products

•   Evaluate the effi cacy and safety of newly approved and emerging therapeutic 
agents for severe hypoglycemic episodes to reduce fear and barriers associated 
with decisions to intensify dosing of antihyperglycemic therapies
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H
ypoglycemia can pose a major barrier to 
optimal diabetes care, and severe hypo-
glycemia is associated with an increased 
risk of mortality.1 Preventing hypoglyce-

mia requires understanding the impact of exer-
cise, diet, and medications on hypoglycemic risk.2 
Treatments for low blood glucose levels include oral 
carbohydrates in conscious patients and glucagon in 
the case of severe hypoglycemia. Here are 3 things 
you should know about preventing hypoglycemia 
and important strategies to treat it.

1  Hypoglycemia is 
classified into 3 levels.
Approximately 30% to 40% of 
patients with type 1 diabetes (T1D) 

experience 1 to 3 hypoglycemic episodes a year.3 
According to the American Diabetes Association 
(ADA), hypoglycemia is defined according to 3 
different levels:

Level 1:  blood glucose value between  
54 mg/dL and 70 mg/dL; 

Level 2:  blood glucose value less than  
54 mg/dL; and

Level 3:  severe hypoglycemic events 
characterized by altered mental  
and/or physical status that require 
assistance for resolution.

The classification is a guide to characterizing the 
severity of hypoglycemic events; however, any blood 
glucose value below 70 mg/dL is considered clinical-
ly important. Therefore, from a practical standpoint, 
hypoglycemia may be broadly defined as any blood 
glucose value below 70 mg/dL. 

Glucose 
levels  

< 70 mg/dL 
are clinically 

important

Neurogenic symptoms of hypoglycemia include 
weakness, tremor, sweating, tachycardia, nervous-
ness, irritability, tingling of face and fingers, hunger, 

and nausea. Neuroglycopenia can lead to headache, 
mental dullness, confusion, amnesia, incoordina-
tion, visual disturbance, seizures, and coma. 

Risk factors for hypoglycemia include increased 
insulin sensitivity due to weight loss or physical ac-
tivity, long duration of diabetes, extremes of age, re-
nal or hepatic impairment, previous severe hypogly-
cemic event, impaired awareness of hypoglycemia, 
insulin therapy, insulin secretagogues, concomitant 
medication that masks hypoglycemic symptoms, 
delayed or missed meal, errors in administration of 
insulin, and alcohol consumption.4

2  Glycemic variability is 
a predictor of 
hypoglycemia in 
diabetes.

The rates of severe hypoglycemia are not related 
to HbA1c, but rather to glycemic variability.5 In 
patients with type 2 diabetes (T2D), the ACCORD 
and ADVANCE clinical trials showed that patients 
using intensive glucose management were at higher 
risk of hypoglycemia than those using standard 
management.6,7 Risk factors for hypoglycemia 
in these studies included female gender, African 
American race, peripheral neuropathy, lower body 
mass index, urine albumin to creatinine ratio 
above 300, serum creatinine levels above 1.3 mg/
dL, age, and insulin use.8 This is important because 
mortality and cardiovascular mortality increased 
following severe hypoglycemia events.1 Even when 
T1D and T2D are managed carefully, the agents 
used to treat diabetes, as well as therapeutic agents 
used for other conditions, can cause drug-induced 
hypoglycemia.9

Medications 
including antidiabetic 

agents can cause 
hypoglycemia

Medications that can cause drug-induced low 
blood sugar include beta-blockers, cibenzoline and 
quinidine, glinides, indomethacin, insulin, met-
formin when used with sulfonylureas, sodium-glu-
cose cotransporter-2 inhibitors (SGLT2 inhibitors) 
with or without sulfonylureas, sulfonylureas, 
thiazolidinediones (eg, pioglitazone, rosiglitazone) 
when used with sulfonylureas, and antibiotics (eg, 
gatifloxacin, levofloxacin, pentamidine, quinine, 
trimethoprim-sulfamethoxazole).9
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3 Treatment of 
severe hypoglycemia 
can be done 
through intranasal 

or injected glucagon.  

� e rule of 15 facilitates the resolution of hypogly-
cemia and prevents overtreatment of the hypogly-
cemic event, minimizing rebound hyperglycemia.9

� e rules also align with the ADA guidelines for 
preventing and treating hypoglycemia, which also 
include reviewing the occurrence and risk for 
hypoglycemia at every encounter and investigating 
as indicated.10

When patients’ glucose level falls to less than 70 
mg/dL, they should consume 15 grams of simple 
carbohydrates (4 oz juice, 8 oz milk, 3 to 4 glucose 
tablets or hard candies), wait 15 minutes, and repeat 
treatment if glucose measured by self-monitoring of 
blood glucose (SMBG) does not rise above 70 mg/
dL. Once the SMBG or glucose pattern is trending 
upward, the individual should consume a meal or 
snack to prevent recurrence of hypoglycemia. 

Glucagon should be prescribed for all indi-
viduals at increased risk of level 2 or 3 hypogly-
cemia so that it is available should it be needed. 
Glucagon administration is not limited to health 
care professionals; caregivers, school personnel, 
or family members of these individuals should 
know where it is and when and how to adminis-
ter it. Patients with hypoglycemia unawareness 
or one or more episodes of level 3 hypoglycemia 
should receive hypoglycemia avoidance educa-
tion and reevaluation of the treatment regimen. 
Insulin-treated patients with hypoglycemia 
unawareness, one level 3 hypoglycemic event, or 
a pattern of unexplained level 2 hypoglycemia 
should be advised to raise their glycemic targets 
to avoid hypoglycemia for at least several weeks 
to partially reverse hypoglycemia unawareness 
and reduce risk of future episodes. In T1D, long 
duration of disease may cause loss of adrenergic 
signs and symptoms of hypoglycemia.

Ongoing assessment of cognitive function is 
suggested, with increased vigilance for hypoglyce-
mia by the clinician, patient, and caregivers if low 
cognition or declining cognition is found. Treat-
ment of severe hypoglycemia includes glucagon or 
intravenous glucose and may require hospitalization 
if caused by sulfonylureas or prolonged action of 
these agents.11 � ough intranasal glucagon is easier 
to use than intramuscular glucagon, response time 
is approximately 15 minutes for the di� erent routes 
of administration.12 � ese results were further sub-
stantiated by a recent meta-analysis indicating that 
in conscious patients with T1D, intranasal glucagon 
and injectable glucagon are equally e� ective in reso-
lution of hypoglycemia.13

When it comes to HbA1c targets, individualiza-
tion is key: Achieving tighter targets (6.0% to 6.5%) 
is desired in younger, healthier patients. Higher tar-
gets (7.5% to 8.0% or higher) should be maintained 
in elderly patients, patients with comorbidities, and 
patients who are prone to hypoglycemia.10

CONTINUING MEDICAL EDUCATION

KEY REFERENCES
3.  American Diabetes Association. 6. Glycemic targets: standards of medical care in diabetes–2021. Diabetes Care. 2021;44(suppl 1):s73-s84. doi: 10.2337/

dc21-S006. 
6.  Action to Control Cardiovascular Risk in Diabetes Study Group, Gerstein HC, Miller ME, et al. Effects of intensive glucose lowering in type 2 diabetes. N Engl J 

Med. 2008;358(24):2545-5259. doi: 10.1056/NEJMoa0802743
7.  ADVANCE Collaborative Group, Patel A, MacMahon S, et al. Intensive blood glucose control and vascular outcomes in patients with type 2 diabetes. N Engl J 

Med. 2008;12;358(24):2560-2572. doi: 10.1056/NEJMoa0802987

For a full list of references go to gotoper.com/go/rdm2021hypo

Commonly used to guide hypoglycemia treatment

4. Repeat 
steps if blood 
glucose still 
less than 70 

mg/dL

1. Eat/drink 
15 gms of 

carbs

2. Relax 
and wait 15 

minutes

3. Monitor 
blood glucose 

level

Rule of 15
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CME POST-TEST QUESTIONS

1  Which of the following statements is 
true regarding occurrence of level 3 hypo-
glycemia in people with diabetes?

A  It is associated with an increased im-
mediate risk for death.

B  Approximately 50% of individuals 
with type 1 diabetes (T1D) have at 
least 1 episode per year.

C  Increased duration of diabetes in-
creases the risk.

D  Rates in people with type 2 diabetes 
(T2D) are equivalent

2  Which of the following is true when 
comparing intranasal to injected glucagon 
for the treatment of hypoglycemia?

A  Both are equally effective in resolution 
of hypoglycemia.

B  Intranasal dosing is the same as inject-
ed glucagon.

C  Dose reductions are required for 
children.

D  Symptoms of hypoglycemia resolved 
more quickly in the intranasal group 
compared to the injection group.

3  A 17-year-old girl with T1D of 7 years’ 
duration is on basal and premeal insulin. 
After participating in a cheerleading com-
petition, she was distracted and forgot to 
eat a snack before bed. The next morning, 
her mother found her semi-conscious in the 
bathroom and checked her glucose, which 
was 55 mg/dL. 

What is a consideration for the patient’s 
mother after giving the patient about 15 
grams of simple carbohydrate?

A  Her daughter should regain full con-
sciousness within 5 minutes.

B  If vomiting occurs it is a sign of keto-
acidosis.

C  Prepare to give glucagon if her daugh-
ter doesn’t respond in 5 minutes.

D  If there is not an adequate increase 
in serum glucose after 15 minutes, 
an additional dose of glucose may be 
administered.

To learn more about this topic, including information on preventing 
and managing hypoglycemia, go to gotoper.com/online-cme-

activities/enduring-activity/enduring-rdm20hypo
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Refrigeration designed and purpose-built for pharmacy, 
medication, and vaccination applications to support meeting 
CDC/VFC vaccine storage guidelines

Pharma-Vac Refrigerators
Accucold Capacity Height Width Depth Door
ARS1PV 1 cu.ft. 21.5” 17.5” 19.5” White
ARG1PV 1 cu.ft. 21.5” 17.5” 20” Glass
ARS3PV 3 cu.ft. 33.75” 18.5” 19” White
ARG3PV 3 cu.ft. 33.75” 18.5” 19.5” Glass
ARS6PV 6 cu.ft. 32.5” 23.5” 24.5” White
ARG6PV 6 cu.ft. 32.5” 23.5” 25” Glass
ARS8PV 8 cu.ft. 50” 23.38” 24.5” White
ARG8PV 8 cu.ft. 50” 23.38” 25” Glass

ARS12PV 12 cu.ft. 61.75” 23.38” 24.5” White
ARG12PV 12 cu.ft. 61.75” 23.38” 25” Glass
ARS15PV 15 cu.ft. 72” 23.5” 24.5” White
ARG15PV 15 cu.ft. 72” 23.5” 25” Glass

Pharma-Lab Refrigerators
Accucold Capacity Height Width Depth Door
ARS23ML 23 cu.ft. 83.75 27.5 31 (1) Stainless
ARG23ML 23 cu.ft. 83.75 27.5 31 (1) Glass
ARS49ML 49 cu.ft. 83.75 55.25 31 (2) Stainless
ARG49ML 49 cu.ft. 83.75 55.25 31 (2) Glass

Pharma-Lab Freezers
Accucold Capacity Height Width Depth Door
AFS23ML 23 cu.ft. 83.75 27.5 31 (1) Stainless
AFS49ML 49 cu.ft. 83.75 55.25 31 (2) Stainless

Advanced Temperature Control & Durable Performance
• Intelligent microprocessor digital temperature controller
• Adjustable operating control range from +2 to +8ºC
• Digital display of the min/max temperature in Celsius or Fahrenheit
• Password protected control parameters beyond setpoitn
• Optimized forced air cooling for excellent stability & uniformity with rapid recovery
• Open door and high/low temperature alarms
• Factory installed lock conveniently located towards the top of each unit
• ���������������������������������������������������������������������

Solid & Glass Door Refrigerators 
From 1 to 15 Cu.ft. 

Refrigerators & Freezers 
From 23 to 49 Cu.ft.

+/-1ºC variation derived from the maximum 
deviation of an NTC sensor in a 1 oz. vial 
located nearest the champer geometric 
center during a 24 hour test period

865.00
878.00
965.00
969.00
1,060.00
1,072.00
1,284.00
1,349.00
1,788.00
1,801.00
1,970.00
1,983.00

2,466.00
2,811.00
3,634.00
4,186.00

804
4 299

Accucold Capacity Height Width Depth DoorAccucold Capacity Height Width Depth DoorAccucold Capacity Height Width Depth Door
23 cu.ft. 83.75 27.5 31 (1) Stainless

83.75 55.25 31 (2) Stainless

Estimate the maximum number of doses of 
publicly-provided vaccine and privately 
purchased vaccine that will be in your 
refrigerator.

Refrigerator: Add the number of doses on 
hand (current inventory) from 
your last order form.

Public Vaccine       ________________

Private Vaccine + ________________

Total doses =  ________________

Multiply (max inventory)   x 1.25
Maximum doses  =  ________________

Choosing the Right Sized Unit
Below are a few handy steps for determining the ideal Accucold refrigerator size for your clinic:

For product application suggestions or recommendations please feel free to contact 
our product specialists to discuss your options at:

1 Match your maximum doses with the minimum 
cubic feet needed to safely store your vaccine

Max. Doses Minimum Cubic Ft.

2,000+ doses may need more than one refrigerator

1000-2000 40 cu.ft

900-1000 36 cu.ft
801-900 21-23 cu.ft

701-800 17-19.5 cu.ft

400-700 11-16.7 cu.ft

100-399 4.9-6.1 cu.ft

2

Pharma-Lab Freezers
Accucold Capacity Height Width Depth DoorAccucold Capacity Height Width Depth Door
AFS23ML 23 cu.ft. 83.75
AFS49ML 49 cu.ft.

Estimate the maximum number of doses of 
publicly-provided vaccine and privately 
purchased vaccine that will be in your 
refrigerator.

Refrigerator: Add the number of doses on 
hand (current inventory)
your last order form.

(current inventory)
your last order form.

(current inventory)

Public Vaccine       ________________

Private Vaccine + ________________

Total doses =  ________________

Multiply (max inventory)   x 1.25
Maximum doses  =  ________________

Choosing the Right Sized Unit
Below are a few handy steps for determining the ideal 

1
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Bionet CardioCare 2000: $1,255.00
Schiller AT-2 Plus: $2,626.00*
*add Spirometry: $649.00
Burdick ELI 280: $4,088.00 
Welch Allyn CP150 w/ Interp:
$3,465.00
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To refer a patient to the Riley Heart Center or for more 
information about the program, visit rileychildrens.org/heart

Committed to a Unique Continuum of Care
As 1 of 10 children’s hospitals in the U.S. designated as a Platinum 
Level Center of Excellence for ECMO, Riley Children’s Health offers 
your patients leading-edge medicine and superior outcomes that 
are unmatched. Our integrated continuum of care model focuses on 
promoting excellent sub-specialty care coordination with a re-imagined 
approach to cardiac intensive care, including inpatient navigation and 
home monitoring.

With world-class facilities and the latest technology, Riley Heart Center 
experts provide a comprehensive range of health services from fetuses 
and premature babies to adults with congenital heart disease, including:

n  A cardiovascular intensive care unit with a team of intensive care 
doctors and nurses who monitor patients 24/7, reacting quickly to 
changes during critical care and healing.

n   A specialty-trained team of advanced providers, nursing staff and 
navigators dedicated to our cardiac patients and families, keeping the 
care team and patient’s local physicians connected.

n  A consulting team of more than 40 pediatric-trained specialties working 
alongside the Heart Center team. 

Our pediatric heart program 
is ranked 5th in the nation 
by U.S. News & World Report.

Delivering Nationally Ranked
Pediatric Cardiovascular Care
From fetal diagnoses to complex surgical interventions, 
Riley Children’s Health is your trusted partner and resource 
to deliver expert care for the most complex but also the most 
common cardiovascular conditions patients experience. The 
care team within the Riley Heart Center includes pediatric 
cardiologists, cardiac intensivists, cardiac anesthesiologists 
and neonatologists.  

Team up with a trusted partner for 
unique and complex cardiovascular care.
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To refer a patient to the Riley Heart Center or for more 
information about the program, visit rileychildrens.org/heart

Specialty Programs
n   Pulmonary Hypertension Program

n   The Fetal Cardiology Program

n  The Home Monitoring Program

n  The Cardiovascular Genetics Program

n  The Adult Congenital Heart Disease 
(ACHD) Program

Care for the Most Complex Conditions   
Cardiac Catheterization Riley Heart Center specialists use the latest advancements 
in cardiac catheterization and routinely perform leading edge procedures, including 
atrial septal defect closure, ventricular septal defect closure, balloon valvuloplasty and 
transcatheter valve replacement. 

Cardiomyopathy Program Approved by the Children’s Cardiomyopathy Foundation 
Centers of Care, our program provides specialized disease management, including 
genetic evaluation, to children with cardiomyopathy. Since 2016, we’ve assessed more 
than 500 children for this heart condition. 

Cardiothoracic Surgery Our cardiac healthcare team has world-class specialists 
trained in cardiovascular and cardiothoracic surgery, cardiac anesthesiologists, imaging 
technicians, congenital cardiologists, cardiovascular intensive care specialists and many 
others who specialize in working with heart defects and thoracic conditions and is one of 
the many reasons we are among the top 15 high-volume heart programs in the nation for 
effective outcomes.

©2021 IUHealth 08/21 IUH_20847

Highest rating from the 
Society of Thoracic Surgeons
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