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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 vaccinationrelated 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
• Syncope (fainting) can be associated with
the administration of injectable vaccines,
including SHINGRIX. Procedures should be
in place to avoid falling injury and to restore
cerebral perfusion following syncope
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*Routine vaccination is an essential preventive care service that should not be delayed because of the
COVID-19 pandemic. Because of COVID-19-related reductions in people accessing vaccination services,
it is important to assess vaccination status at each patient visit. Please visit CDC’s COVID-19 webpage
for more information.1
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When giving a COVID-19 or flu
vaccine to patients 50 years and older,
urge them to schedule a shingles
vaccination, too.*
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If they’re 50 years and older,
it’s time to start the conversation
Patients may be coming in for their COVID-19 or annual flu
vaccination. But for patients 50 years and older, there’s another
risk to watch out for—shingles.2,3 That’s why it’s also the perfect
opportunity to discuss vaccination with SHINGRIX.
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SHINGRIX Gray (10K)

99.5%
of people
K.O. (TURN OFF
aged 50
years
and older
BACKGROUND
are infected
LAYER WHENwith
varicella USING)
zoster virus2,3

YEARS

YEARS

In 1 out of 3 people the
virus reactivates and
causes shingles3

talkshingles.com

• Solicited local adverse reactions reported in
individuals aged 50 years and older were pain
(78%), redness (38%), and swelling (26%)
• Solicited general adverse reactions reported
in individuals aged 50 years and older were
myalgia (45%), fatigue (45%), headache
(38%), shivering (27%), fever (21%), and
gastrointestinal symptoms (17%)
• The data are insufficient to establish if there
is vaccine-associated risk with SHINGRIX in
pregnant women
• 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

• Vaccination with SHINGRIX may not result in
protection of all vaccine recipients
Please see Brief Summary of
Prescribing Information for SHINGRIX
on the following pages.
References: 1. Interim guidance for routine and influenza immunization services
during the COVID-19 pandemic. Centers for Disease Control and Prevention.
Reviewed April 15, 2021. Accessed September 9, 2021. https://www.cdc.gov/
vaccines/pandemic-guidance/index.html 2. Kilgore PE, Kruszon-Moran D,
Seward JF, et al. Varicella in Americans from NHANES III: implications for
control through routine immunization. J Med Virol. 2003;70 (suppl 1):S111-S118.
3. Centers for Disease Control and Prevention. Prevention of herpes zoster:
recommendations of the Advisory Committee on Immunization Practices (ACIP).
MMWR. 2008;57(RR-5):1-30.

Trademarks are owned by or licensed to the GSK group of companies.
©2021 GSK or licensor.
SGXJRNA210047 September 2021
Produced in USA.
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Download our Shingles Discussion Guide at
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There are a lot of things that patients can’t prevent as they age—
but you can help them prevent shingles. Don’t wait another day to
schedule a SHINGRIX vaccination with your appropriate patients.
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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 (HZ)
(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

documented dose). Across both studies, the percentages of subjects
aged 50 years and older reporting each solicited local and general
adverse reaction following administration of SHINGRIX (both doses
combined) were pain (78%), redness (38%), and swelling (26%); and
myalgia (45%), fatigue (45%), headache (38%), shivering (27%), fever
(21%), and gastrointestinal symptoms (17%).
The reported frequencies of speciﬁc solicited local adverse reactions
and general adverse reactions (overall per subject), by age group,
from the 2 studies are presented in Table 1.
Table 1. Percentage of Subjects with Solicited Local and
General Adverse Reactions 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)

2.2 Administration Instructions

Adverse
Reactions

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.

Local
Adverse
Reactions
Pain
Pain,
Grade 3 d
Redness
Redness,
>100 mm
Swelling
Swelling,
>100 mm
General
Adverse
Reactions
Myalgia
Myalgia,
Grade 3e

2.3 Dose and Schedule
Two doses (0.5 mL each) administered intramuscularly according
to the following schedule:
• A ﬁrst dose at Month 0 followed by a second dose administered
2 to 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.

Syncope (fainting) can be associated with the administration of
injectable vaccines, including SHINGRIX. Syncope can be
accompanied by transient neurological signs such as visual
disturbance, paresthesia, and tonic-clonic limb movements.
Procedures should be in place to avoid falling injury and to restore
cerebral perfusion following syncope.
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 reﬂect the rates observed in practice. There is
the possibility that broad use of SHINGRIX could reveal adverse
reactions not observed in clinical trials.
Adults Aged 50 Years and Older
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 (25%) subjects
were aged 50 to 59 years, 4,488 (15%) subjects were aged 60 to 69
years, and 17,531 (60%) 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%), followed by Asian (18%), Black (1.4%), and other
racial/ethnic groups (6%); 58% were female.
Solicited Adverse Reactions: In Studies 1 and 2, data on solicited local
and general adverse reactions 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
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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: Deﬁned as signiﬁcant pain at rest; prevents
normal everyday activities.

e

Grade 3 myalgia, fatigue, headache, shivering, and GI: Deﬁned
as preventing normal activity.

f

Fever deﬁned 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 deﬁned
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 reactions was lower
in subjects aged 70 years and older compared with those aged
50 to 69 years.
The local and general adverse reactions seen with SHINGRIX had
a median duration of 2 to 3 days.
(continued on next page)
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5.3 Syncope

n =1,315 n =1,312 n = 1,311 n =1,305 n = 2,258 n = 2,263
%
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%
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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)].

Aged 50-59
Aged 60-69
Aged ≥70
Years
Years
Years
SHINGRIX Placeboc SHINGRIX Placeboc SHINGRIX Placebo c
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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% and 21%, respectively) compared
with Dose 1 (24% and 14%, respectively). Grade 3 solicited
general adverse reactions (headache, shivering, myalgia, and
fatigue) were reported more frequently by subjects after Dose 2
(2.3%, 3%, 4%, and 4%, 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 51% and 32% of subjects who
received SHINGRIX (n = 14,645) or 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 (4% 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 or
placebo, respectively, within 30 days of vaccination; available
information is insufﬁcient 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%) or placebo (2.2%) from the ﬁrst 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 ﬁrst 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
insufﬁcient to determine a causal relationship with SHINGRIX.

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 proﬁle 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 identiﬁed 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 beneﬁciaries aged 65 years or older.
Using Medicare claims data, from October 2017 through February
2020, vaccinations with SHINGRIX among beneﬁciaries were

8

USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
The data are insufﬁcient to establish if there is vaccine-associated
risk with SHINGRIX in pregnant women [see Use in Specific
Populations (8.1) of full prescribing information].
8.2 Lactation
Risk Summary
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 Specific
Populations (8.2) of full prescribing information].
8.5 Geriatric Use
Adults Aged 60 Years and Older
Of the total number of subjects who received at least 1 dose of
SHINGRIX in Studies 1 and 2 (n = 14,645), 2,243 (15%) were aged
60 to 69 years, 6,837 (47%) were aged 70 to 79 years, and 1,921
(13%) were 80 years and older. There were no clinically meaningful
differences in efﬁcacy across the age groups [see Clinical Studies
(14.1, 14.2, 14.3) of full prescribing information].
The frequencies of solicited local and general adverse reactions 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 beneﬁts 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).
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
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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 ﬁrst
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.

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 ﬁrst 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 conﬁrmed by medical record review. While the results
of this observational study suggest a causal association of GBS
with SHINGRIX, available evidence is insufﬁcient to establish a
causal relationship.
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Deaths: From the ﬁrst 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 ﬁrst 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.

identiﬁed through National Drug Codes, and potential cases of
hospitalized GBS among recipients of SHINGRIX were identiﬁed
through International Classiﬁcation of Diseases codes.
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urnout among physicians remains at a crisis level.
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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, CFP

Dividend investing is a proven
strategy for all seasons
“If you don’t find a way to make
money while you sleep, you will
work until you die.”
— Warren Buffett
When he made this observation,
the Oracle of Omaha was referring to the benefits of passive
income. Earning money while
sleeping or sitting on the beach
normally is associated with bond
yields rather than
stocks, because
dividends from
many companies
are not reliable.
Yet divide nds
Gilreath
from an elite category of companies are different.
These companies have long,
consistent records of reliably
paying dividends and increasing
them annually.
Dividends are regular, small
cash payments (usually monthly
or quarterly) of a set amount
per share; they are what companies pay investors to hold
their stocks. Corporate directors
review dividend amounts regularly but many companies do
not increase them often, much
less annually.
For many individuals, holding
a portfolio of dividend-grower
stocks can be an effective investing strategy in just about any
market. If you expect major
Medical Economics.com

indexes to continue to sag or to
decline further, dividend-grower
stocks can serve as an alternative
to bonds, which continue to
pay paltry yields and never give
holders a raise in income.
If you think the indexes have
hit bottom, then dividend stocks
may be an even better option, as
share-price growth would probably be closer at hand. And you
get dividends to boot.
Dividend investing has served
as the foundation for investment
empires. Since 1960, reinvested
dividends have accounted for
84% of the total return of the
S&P 500, according to a recent
study by Hartford Funds. The
investment capital involved
would never have existed had it
not been for dividends.

Cream of the crop

Many companies do not pay dividends. Those that do tend to be
mature, disciplined firms that,
unlike capital-intensive newer
ones, do not need this money for
expansion, new ventures or R&D,
as younger companies (especially
tech firms) typically do.
Companies that have raised
their dividends year after year,
through down markets, wars and
recessions, have demonstrated
their perennial financial strength
and dedication to shareholders.

This practice attracts new investment, driving up share prices, so
dividend investors can get the
best of both worlds — reliable
income and likely growth.
A company’s dividend yield,
the ratio of the share price to
the current dividend, shows how
much shareholders must invest
to get the dividend paid at the
time. These yields range from
1% to 2% for many companies
to more than 4% or 5% in some
cases. The lower the share price,
the higher the yield for a given
dividend, and vice versa.

yields, which decline as share
prices rise. Thus, periods of
higher dividends can compensate investors for dwindling
share prices.

Real cash over flash

Investors should consider
a caveat regarding high dividend payers without a record
of increases. There is a good
chance their dividends will not
rise down the road, nor likely
will their share prices in many
cases, as their transitory high
dividends may be nothing more

“Professional investors view dividends
as a way to get paid for their patience in waiting
for a stock to rise.”
This inverse correlation
has resulted in dividend yields
that are quite high now that
shares of many companies are
depressed, including those of
many dividend growers. Though
up somewhat from their lows
this year, shares of ProShares
S&P 500 Dividend Aristocrats
ETF (NOBL) and Invesco Dividend Achievers ETF (PFM)
through July were both down
about 8% from January levels.
This has pushed up dividend
SEPTEMBER 2022

than a shiny object to lure
investors — not a reflection of
sustainable financial strength.
These companies are often of
lower quality, with lower prospects for long-term total return.
Professional investors view
dividends as a way to get paid
for their patience in waiting for
a stock to rise. For individual
investors nearing retirement,
including physicians, longterm dividend investing can
be an excellent strategy. These
MEDI CA L ECONOMICS ®
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The nifty nine

Even if a stock has a dividend yield of only 1%, if
you hold it long enough,
regular increases and the
magic of compounding
can eventually bring this
number to double digits.
Dividends sometimes
grow astonishingly fast.
An example lies in the
records of some stocks
in the NASDAQ Dividend Achievers Index,
a group of growers that
has increased dividends
annually for at least the
past 10 consecutive years.
Because of their exceptionally high cumulative
dividend increases over
the past three years — an
average annual increase
of 12% — nine of these
achievers I call the “nifty nine.”
Their average annual dividend increases over the trailing
three years range from 5.78%
(Johnson & Johnson) to a
whopping 23.55% (Broadcom,
a long-established tech company that is optimistic after
acquiring VMware). Between
these two are Kroger at 13.75%,
Allstate at 20.76%, Snap-on at
14.43%, Target at 7.84%, Cummins (engines and power-generation products) at 8.04%,
Hubbell (electrical products for
construction) at 8.20% and 1st
Source (regional banking and
finance) at 8.2%.
This degree of dividend
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growth is historically unusual,
and investors should not normally expect it. Yet the nifty
nine illustrate the potential
benefits of owning dividend
growers: If the 12% annual dividend increase were to continue
indefinitely, an investor’s dividend income would double
every six years.

Growers vs. ‘show-ers’

A big reason for such companies’ commitment to sustained
dividend growth is their perennial interest in distinguishing
themselves from Johnny-comelately high-dividend payers,
which we’ll call “show-ers.”
S E PT E M B E R 2 0 2 21

These are companies that
inconsistently or sporadically
declare an attractive dividend
although they may lack the
financial strength to sustain it.
Investors researching dividend histories should take a
long look back, over at least
several years but preferably
a decade, to determine consistency. Of course, with dividend-grower funds, managers
have already done this vetting.
Historically, dividend growers have been associated with
downside risk protection in
difficult markets. During down
periods between January 1999
and March 2022, stocks in the

S&P High Yield Dividend
Aristocrats (an index of
dividend growers) on
average outperformed the
S&P Composite 1500 and
S&P 500 High Dividend
Index (show-ers).
Growers have also
outperformed show-ers
during periods of high
volatility. During such
periods, show-ers are far
more likely to cut dividends, often because their
defenses against turbulence tend to be weaker.
Greater leverage, lower
profitability and lower
earnings growth render
show-ers less able to withstand rough markets.
Moreover, dividend
investing can be tax efficient, especially since
most dividends paid by
common stocks are qualified, taxed at capital gains
rates, which tend to be
much lower. Whether
investors are still working or retired into a lower
tax bracket, this difference can help them keep
more of their investment
income.
Thus, well-chosen dividend
stocks can provide reliable, rising income with high potential
for growth and relatively low
long-term risk, even in challenging markets.
And all while you sleep.
Dave S. Gilreath, CFP, is a 40-year
veteran of the financial services
industry. He is a partner and
chief investment officer of Sheaff
Brock Investment Advisors, LLC,
a portfolio management firm for
individual investors, and Innovative
Portfolios, LLC, an institutional
money management firm. Based
in Indianapolis, the firms manage
about $1.4 billion in assets
nationwide.
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payments can provide
an additional retirement
income stream, an attractive feature for practitioners who lack corporate
pensions but have large
portfolios with plenty
of room for a diversified
selection of dividend
stocks.

Looking beyond high inflation

Positioning your portfolio for price stability and growth

whyframeshot/Stock.Adobe.com

By Craig Blanchfield, CFA
Persistent inflation and real-world price
volatility are driving uncertainty for
consumers. The significant fiscal and
monetary stimulus provided to combat
the pandemic-related economic lockdowns is now manifesting as the highest inflation the U.S. has experienced
in about 40 years. With the consumer
price index showing an 8.5% 12-month
increase in July, consumers are being
squeezed by a combination of rising prices and wage growth that is not
keeping pace.
The current inflation rate has been
driven by component parts that can be
considered transitory or sticky. Transitory components are those that
are more discretionary to the consumer or driven by volatile commodity prices. We have already seen energy
prices trade down from the highs
reached earlier this year. While natural gas prices remain elevated and volatile, crude and gasoline have fallen significantly from June highs. This has
provided some relief in gas prices at
the pump. Since the highs reached in
June, natural gas is lower by over 2.5%,
although with significant volatility.
Crude oil is 22.5% from its June high,
and gasoline is down over 25%.
Costs that are sticky include housing, healthcare and, more recently,
travel and hospitality-related goods and
services. While that last category has
been resilient in recent months, that
upward price pressure may not be as
Medical Economics.com

sustainable as that found in housing
and healthcare as it is more discretionary. The increases in house prices, rents
and interest rates have driven housing costs higher for both renters and
homeowners.
Consumer demand remains strong
despite rising prices, although this is in
part due to consumers spending more
to compensate for higher prices. In
other words, individuals might be buying the same quantity, or even less,
but spending more because of higher
prices.

Watch changes
in money supply

Money supply has also been a major
driving force behind the acceleration
and level of inflation. The M2 measure
of the U.S. money supply includes cash,
checking accounts, CDs, money market
funds and other liquid easily convertible instruments that are close to cash.
Over the last five years, M2 has grown
from $13,558.9 billion to $21,667.5 billion. This is a change of 59.8% in five
years, or a compound annual growth
rate of over 9.8%. From February 2020
through June 2022, that compound
annual growth rate is nearly 15.6%. This
jump in the annualized compounded
rate is mainly due to the large increase
from February 2020 to May 2020. Since
then, the rate of increase has slowed,
and year-to-date 2022 it is essentially
unchanged. If the M2 remains steady or
increases at a more normal rate, this will
also alleviate upward pressure on prices.

Real-world price volatility

While housing costs have risen at a
brisk pace since the pandemic began,
the volatility in interest rates has contributed to general uncertainty in the
housing market. With 30-year mortgage rates jumping from 3.5% to over
6% and back down to around 5% in a
short period, potential homebuyers are
faced with a further challenge. In addition to the hurdle of securing adequate
funds for a down payment, new homebuyers must now consider the mortgage payment in a different context
as well. After all, the difference in payment between a 3.5% mortgage and
6% mortgage is significant for many
would-be buyers.
Businesses also face this uncertainty
as their cost of capital has become
unusually volatile in recent months.
New capital projects may be put on
hold as financing costs rise, or the general uncertainty may cause some managers to place expansion initiatives on
the back burner in favor of riding out
current conditions in anticipation of
more certainty in the future.

Underwhelming
wage growth

Nominal wages for labor have experienced some of the highest growth in
decades. Unfortunately, this comes at
the same time as 40-year high inflation, causing the net result to be negative wage gains for the average worker.
The chart below illustrates this point.
At the beginning of the pandemic,
September 2022

MEDI CA L ECONOMICS ®

9

nominal and real wages moved significantly higher as inflation was still
muted. While wage growth has continued at a higher level, inflation has more
than caught up, sending real wages further into negative territory than what
was seen during the 2008-2009 financial crisis. The real gains in wages during most of 2020 were likely aided by
stimulus programs in addition to the
low level of inflation. This real gain was
a significant driver of increased savings
rates and savings for most consumers. Unfortunately, that is no longer the
case and consumers are experiencing
eroding purchasing power for both staples and discretionary items.

Misery index

Despite rising inflation and volatility of prices for goods and services,
the unemployment situation remains
strong. With the July jobs report
released, the unemployment rate
dropped to 3.5% after the economy
added 528,000 jobs. It is reasonable to
expect wages to continue growing, at
least in nominal terms, given the tight
labor market.
The misery index is a simple composite of the inflation rate and unemployment rate. So while we are experiencing
high inflation, it is offset in part by the
low unemployment figures, keeping the
misery index at a more reasonable level. The chart shows that
this index spiked to levels nearly
twice as high during the 1970s
and peaked around 1980. We
are nowhere near that level now,
and given the positive momentum in jobs combined with
the downtrend in commodity
prices, we are unlikely to experience that same level of “misery”
seen in the 1970s and 1980s.
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The other side of inflation

Given what is discussed above, it is not
difficult to make a case for not only
avoiding recession, but also a continued period of growth and relative prosperity. Volatility in commodity prices
and interest rates will need to decline
for that to be possible, but that seems
likely. While we may settle at levels
higher than what we had before the
pandemic, the prospect of 3% to 4%
inflation, 5% 30-year mortgages, and
3.5% to 4% unemployment would form
a solid foundation for the next cycle of
economic growth.
If something that resembles that scenario comes to fruition, the question
is what areas of the market are poised
to thrive in that environment? My first
thoughts take me back to mega cap
tech, but also technology that promotes
further efficiency gains and in some
cases could be considered deflationary.

Final thoughts

The case for lower inflation, price stability, and strong economic growth
might seem overly optimistic to many.
However, I believe the foundation for
this is forming right now. I am confident that inflation will subside based
on the factors discussed above, notably, easing commodity prices, stability in money supply and the resolution

of supply chain issues globally. I expect
demand for some goods to moderate as well. With mortgage rates materially higher than they were a year ago,
I expect some leveling off in housing
prices, a significant contributor to high
inflation. It is also reasonable to expect
travel and leisure-related costs to stabilize as consumers return to more
normal patterns while business travel
remains muted.
The most direct beneficiaries of the
economy resuming more stable growth
will be within the tech industry, both
short term and long term. Long-term
labor supply shortages can be alleviated in part by greater use of robotics
and automation, an area that is investible today. Like with most of my suggestions, I recommend a diversified
and low-cost approach to capture the
gains over the long term. Compounded
returns from investing occur over years
and decades, not weeks and months,
and these ideas reflect that. Any tilts
within your portfolio allocations should
be sized in a way that aligns with your
risk tolerance and preferences. I look
forward to your feedback in the comment section below.
Craig Blanchfield, CFA, is a professional

portfolio manager and investment analyst who
advises clients on all aspects of investment strategy,
asset allocation and investment selection.
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THE STORY OF HIV PREVENTION
with the first and only long-acting
injectable PrEP option1

PrEP=pre-exposure prophylaxis.

APRETUDE is administered as an intramuscular injection by a healthcare professional every 2 months after 2 initiation injections
administered 1 month apart.

INDICATION

APRETUDE is indicated in at-risk adults and adolescents weighing at least 35 kg for pre-exposure prophylaxis (PrEP)
to reduce the risk of sexually acquired HIV-1 infection. Individuals must have a negative HIV-1 test prior to initiating
APRETUDE (with or without an oral lead-in with oral cabotegravir) for HIV-1 PrEP.

IMPORTANT SAFETY INFORMATION
BOXED WARNING: RISK OF DRUG RESISTANCE WITH USE OF APRETUDE FOR HIV-1
PRE-EXPOSURE PROPHYLAXIS (PrEP) IN UNDIAGNOSED EARLY HIV-1 INFECTION
Individuals must be tested for HIV-1 infection prior to initiating APRETUDE or oral cabotegravir, and with each
subsequent injection of APRETUDE, using a test approved or cleared by the FDA for the diagnosis of acute or
primary HIV-1 infection. Drug-resistant HIV-1 variants have been identified with use of APRETUDE by individuals
with undiagnosed HIV-1 infection. Do not initiate APRETUDE for HIV-1 PrEP unless negative infection status
is confirmed. Individuals who become infected with HIV-1 while receiving
APRETUDE for PrEP must transition to a complete HIV-1 treatment regimen.
Please see following pages for additional Important Safety Information.
Please see following pages for Brief Summary of full Prescribing
Information, including Boxed Warning, for APRETUDE.
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Only with APRETUDE:

SUPERIOR efficacy proven in 2 trials and the CONFIDENCE
that comes from adherence you can confirm in office1

SUPERIOR:

Provided greater protection from
HIV than a daily oral PrEP
Significantly lower incidence of HIV-1 infection—69% (12* vs 39 [P=0.0003])
and 90% (3† vs 36 [P<0.0001])—vs a daily oral PrEP demonstrated in
HPTN 083 and HPTN 0841-3‡§
• Of the incident and prevalent infections in the APRETUDE arm, INSTI resistanceassociated mutations (RAMs) were detected in 4 and 1 participant(s), respectively,
in HPTN 083,1,4 and no major RAMs were detected in HPTN 0841
• Of the incident and prevalent infections in the TDF/FTC arm, NRTI RAMs were detected in
4 and 2 participants, respectively, in HPTN 083,4 and 1 incident infection with an NRTI RAM
was detected in HPTN 0845

CONFIDENT:

Every-2-month dosing means no more daily PrEP pillsll
Adherence you can confirm with as few as 6 in-office injections per year1¶
• See additional dosing and HIV-1 testing information at APRETUDEHCP.com

Would your patients benefit from
a switch to long-acting APRETUDE?

Learn more about APRETUDE at APRETUDEHCP.com
*In HPTN 083, the primary analysis showed a 66% reduction in the risk of acquiring HIV-1 infection (hazard ratio [95% CI]: 0.34 [0.18-0.62]). Further testing revealed 1 of the infections on APRETUDE to
be prevalent, yielding a 69% reduction in the risk of incident HIV-1 infection relative to TDF/FTC (hazard ratio [95% CI]: 0.31 [0.16-0.58]); incidence rate was 0.37/100 person-years for APRETUDE vs
1.22/100 person-years for TDF/FTC.1
†
In HPTN 084, the primary analysis showed an 88% reduction in the risk of acquiring HIV-1 infection (hazard ratio [95% CI]: 0.12 [0.05-0.31]). Further testing revealed 1 of the infections on APRETUDE
to be prevalent, yielding a 90% reduction in the risk of incident HIV-1 infection relative to TDF/FTC (hazard ratio [95% CI]: 0.10 [0.04-0.27]); incidence rate was 0.15/100 person-years for APRETUDE vs
1.85/100 person-years for TDF/FTC.1
‡
HPTN 083 (N=4566) was a randomized, double-blind, placebo-controlled noninferiority trial of the safety and efficacy of APRETUDE compared with daily oral TDF/FTC for HIV-1 prevention in
HIV-1–uninfected men and transgender women who have sex with men and have evidence of high-risk behavior for HIV-1 infection. The primary endpoint was the rate of incident HIV-1 infections
among participants randomized to daily oral cabotegravir for up to 5 weeks followed by intramuscular injections of APRETUDE every 2 months compared with daily oral TDF/FTC (corrected for early
stopping). The trial included the prespecified ability to test for superiority of APRETUDE over TDF/FTC.1,2
§
HPTN 084 (N=3224) was a randomized, double-blind, placebo-controlled superiority trial of the safety and efficacy of APRETUDE compared with daily oral TDF/FTC for HIV-1 prevention in adult,
uninfected cisgender women at risk of acquiring HIV-1. The primary endpoint was the rate of incident HIV-1 infections among participants randomized to daily oral cabotegravir for up to 5 weeks
followed by injections of APRETUDE compared with oral TDF/FTC (corrected for early stopping).1,3
||
While on APRETUDE.
¶
After initiation injections.1

IMPORTANT SAFETY INFORMATION (cont’d)
CONTRAINDICATIONS

• Do not use APRETUDE in individuals:

° with unknown or positive HIV-1 status
° with previous hypersensitivity reaction to cabotegravir
° receiving carbamazepine, oxcarbazepine, phenobarbital, phenytoin, rifampin, and rifapentine

Please see following pages for additional Important Safety Information.
Please see following pages for Brief Summary of full Prescribing Information, including Boxed Warning, for APRETUDE.
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INCLUSIVE:

Evaluated across a diverse population
The most diverse and comprehensive participant population in HIV
prevention trials conducted to date1-3‡§
• Designed to include key populations at risk for HIV-1: Trials included
HIV-1–negative cisgender men and transgender women who have sex
with men and cisgender women, with the majority under age 301-3,6
• In the US, HPTN 083 was inclusive of the Black/African American and Latinx
communities who comprise the greatest percentage of new HIV diagnoses1,2,7

SAFETY PROFILE1:

Demonstrated in ~4000 participants

T:10.5"

B:11.25"
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• The most common adverse reactions (all grades) observed in at least 1% of subjects
receiving APRETUDE were ISRs, diarrhea, headache, pyrexia, fatigue, sleep disorders,
nausea, dizziness, flatulence, abdominal pain, vomiting, myalgia, rash, decreased
appetite, somnolence, back pain, and upper respiratory tract infection
- In HPTN 083, 82% of participants who received APRETUDE experienced
at least 1 ISR; 97% were Grade 1 or 2, with 3% of participants
experiencing Grade 3 and no Grade 4 reactions reported
- In HPTN 084, 38% of participants who received APRETUDE experienced at least 1 ISR;
>99% were Grade 1 or 2, with <1% of participants experiencing Grade 3 and
no Grade 4 reactions reported
• 6% of participants receiving APRETUDE and 4% receiving TDF/FTC in HPTN 083, and 1%
of participants in both arms of HPTN 084, discontinued due to adverse events (all causality)

CI=confidence interval; HPTN=HIV Prevention Trials Network; INSTI=integrase strand transfer inhibitor; ISR=injection-site reaction; NRTI=nucleoside/
nucleotide reverse transcriptase inhibitor; PrEP=pre-exposure prophylaxis; TDF/FTC=tenofovir disoproxil fumarate/emtricitabine.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS

Comprehensive Management to Reduce the Risk of HIV-1 Infection:
• Use APRETUDE as part of a comprehensive prevention strategy, including adherence to
the administration schedule and safer sex practices, including condoms, to reduce the risk
of sexually transmitted infections (STIs). APRETUDE is not always effective in preventing
HIV-1 acquisition. Risk for HIV-1 acquisition includes, but is not limited to, condomless
sex, past or current STIs, self-identified HIV risk, having sexual partners of unknown HIV-1
viremic status, or sexual activity in a high prevalence area or network. Inform, counsel,
and support individuals on the use of other prevention measures (e.g., consistent and
correct condom use; knowledge of partner(s) HIV-1 status, including viral suppression
status; regular testing for STIs)
• Use APRETUDE only in individuals confirmed to be HIV-1 negative. HIV-1 resistance
substitutions may emerge in individuals with undiagnosed HIV-1 infection who are taking
only APRETUDE, because APRETUDE alone does not constitute a complete regimen for
HIV-1 treatment. Prior to initiating APRETUDE, ask seronegative individuals about recent
(in past month) potential exposure events and evaluate for current or recent signs
or symptoms consistent with acute HIV-1 infection (e.g., fever, fatigue, myalgia,
skin rash). If recent (<1 month) exposures to HIV-1 are suspected or clinical
symptoms consistent with acute HIV-1 infection are present, use a test approved
or cleared by the FDA as an aid in the diagnosis of acute HIV-1 infection
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IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)

Comprehensive Management to Reduce the Risk of HIV-1 Infection: (cont’d)
• When using APRETUDE, HIV-1 testing should be repeated prior to each injection and upon diagnosis of any other STIs
• If an HIV-1 test indicates possible HIV-1 infection, or if symptoms consistent with acute HIV-1 infection develop following
an exposure event, additional HIV testing to determine HIV status is needed. If HIV-1 infection is confirmed, then transition
the individual to a complete HIV-1 treatment
• Counsel HIV-1 uninfected individuals to strictly adhere to the recommended dosing and testing schedule for APRETUDE
Potential Risk of Resistance with APRETUDE:
• There is a potential risk of developing resistance to APRETUDE if an individual acquires HIV-1 either before, while taking,
or following discontinuation of APRETUDE. To minimize this risk, it is essential to clinically reassess individuals for risk of
HIV-1 acquisition and to test before each injection to confirm HIV-1–negative status. Individuals who are confirmed to have
HIV-1 infection must transition to a complete HIV-1 treatment. Alternative forms of PrEP should be considered following
discontinuation of APRETUDE for those individuals at continuing risk of HIV-1 acquisition and initiated within 2 months
of the final injection of APRETUDE
Long-Acting Properties and Potential Associated Risks with APRETUDE:
• Residual concentrations of cabotegravir may remain in the systemic circulation of individuals for prolonged periods (up to
12 months or longer). Take the prolonged-release characteristics of cabotegravir into consideration and carefully select
individuals who agree to the required every-2-month injection dosing schedule because non-adherence to every-2-month
injections or missed doses could lead to HIV-1 acquisition and development of resistance
Hypersensitivity Reactions:
• Serious or severe hypersensitivity reactions have been reported in association with other integrase inhibitors and
could occur with APRETUDE
• Discontinue APRETUDE immediately if signs or symptoms of hypersensitivity reactions develop. Clinical status, including
liver transaminases, should be monitored and appropriate therapy initiated
Hepatotoxicity:
• Hepatotoxicity has been reported in a limited number of individuals receiving cabotegravir with or without known
pre-existing hepatic disease or identifiable risk factors
• Clinical and laboratory monitoring should be considered and APRETUDE should be discontinued if hepatotoxicity is
suspected and individuals managed as clinically indicated

Talk to your patients about long-acting
HIV prevention with APRETUDE

Learn more at APRETUDEHCP.com

Trademarks are owned by or licensed to the ViiV Healthcare group of companies.
©2022 ViiV Healthcare or licensor.
CBTJRNA210002 March 2022
Produced in USA.
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IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)

Depressive Disorders:
• Depressive disorders (including depression, depressed mood, major depression, persistent depressive disorder, suicidal
ideation or attempt) have been reported with APRETUDE
• Promptly evaluate patients with depressive symptoms
Risk of Reduced Drug Concentration of APRETUDE Due to Drug Interactions:
• The concomitant use of APRETUDE and other drugs may result in reduced drug concentration of APRETUDE
• Refer to the full Prescribing Information for steps to prevent or manage these possible and known significant drug
interactions, including dosing recommendations. Consider the potential for drug interactions prior to and during use of,
and after discontinuation of APRETUDE; review concomitant medications during use of APRETUDE

ADVERSE REACTIONS

The most common adverse reactions (incidence ≥1%, all grades) with APRETUDE were injection site reactions, diarrhea,
headache, pyrexia, fatigue, sleep disorders, nausea, dizziness, flatulence, abdominal pain, vomiting, myalgia, rash,
decreased appetite, somnolence, back pain, and upper respiratory tract infection.

DRUG INTERACTIONS

• Refer to the full Prescribing Information for important drug interactions with APRETUDE
• Drugs that induce UGT1A1 may significantly decrease the plasma concentrations of cabotegravir

USE IN SPECIFIC POPULATIONS
T:10.5"

B:11.25"
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• Lactation: Assess the benefit-risk of using APRETUDE to the infant while breastfeeding due to the potential for adverse
reactions and residual concentrations in the systemic circulation for up to 12 months or longer after discontinuation
• Pediatrics: Not recommended in individuals weighing less than 35 kg

Please see following pages for Brief Summary of full Prescribing Information, including Boxed Warning, for APRETUDE.
References: 1. APRETUDE [package insert]. Research Triangle Park, NC: ViiV Healthcare; 2021. 2. Landovitz RJ, Donnell D,
Clement ME, et al; HPTN 083 Study Team. Cabotegravir for HIV prevention in cisgender men and transgender women.
N Engl J Med. 2021;385:595-608. doi:10.1056/NEJMoa2101016 3. Delany-Moretlwe S; HPTN 084 Study Team. Long acting
injectable cabotegravir is safe and effective in preventing HIV infection in cisgender women: results from HPTN 084.
Presented at: HIV R4P Virtual Conference; January 27, 2021. Abstract LB1479. 4. Marzinke MA, Grinsztejn B, Fogel JM, et al.
Characterization of human immunodeficiency virus (HIV) infection in cisgender men and transgender women who have sex
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BRIEF SUMMARY

APRETUDE (cabotegravir extended-release
injectable suspension), for intramuscular use
The following is a brief summary only; see full Prescribing Information, including Boxed
Warning, for complete product information.
WARNING: RISK OF DRUG RESISTANCE WITH USE OF APRETUDE FOR HIV-1
PRE-EXPOSURE PROPHYLAXIS (PrEP) IN UNDIAGNOSED HIV-1 INFECTION
Individuals must be tested for HIV-1 infection prior to initiating APRETUDE
or oral cabotegravir, and with each subsequent injection of APRETUDE,
using a test approved or cleared by the FDA for the diagnosis of acute
or primary HIV-1 infection. Drug-resistant HIV-1 variants have been
identified with use of APRETUDE by individuals with undiagnosed HIV-1
infection. Do not initiate APRETUDE for HIV-1 PrEP unless negative
infection status is confirmed. Individuals who become infected with
HIV-1 while receiving APRETUDE for PrEP must transition to a complete
HIV-1 treatment regimen.
CONTRAINDICATIONS
APRETUDE is contraindicated in individuals: with unknown or positive HIV-1 status;
with previous hypersensitivity reaction to cabotegravir; receiving the following
coadministered drugs for which significant decreases in cabotegravir plasma
concentrations may occur due to uridine diphosphate glucuronosyltransferase
(UGT1A1)– Anticonvulsants: carbamazepine, oxcarbazepine, phenobarbital, phenytoin;
Antimycobacterials: rifampin, rifapentine.
WARNINGS AND PRECAUTIONS
Comprehensive Management to Reduce the Risk of HIV-1 Infection: Use
APRETUDE for HIV-1 PrEP to reduce the risk of HIV-1 infection as part of a
comprehensive prevention strategy including adherence to the administration
schedule and safer sex practices, including condoms, to reduce the risk of sexually
transmitted infections (STIs). APRETUDE is not always effective in preventing HIV-1
acquisition. The time from initiation of APRETUDE for HIV-1 PrEP to maximal protection
against HIV-1 infection is unknown. Risk for HIV-1 acquisition includes behavioral,
biological, or epidemiologic factors including, but not limited to, condomless sex,
past or current STIs, self-identified HIV risk, having sexual partners of unknown
HIV-1 viremic status, or sexual activity in a high prevalence area or network.
Counsel individuals on the use of other prevention measures (e.g., consistent
and correct condom use; knowledge of partner(s)’ HIV-1 status, including viral
suppression status; regular testing for STIs that can facilitate HIV-1 transmission).
Inform individuals about and support their efforts in reducing sexual risk behavior.
Use APRETUDE to reduce the risk of acquiring HIV-1 only in individuals confirmed
to be HIV-1 negative. HIV-1 resistance substitutions may emerge in individuals with
undiagnosed HIV-1 infection who are taking only APRETUDE, because APRETUDE
alone does not constitute a complete regimen for HIV-1 treatment; therefore, care
should be taken to minimize the risk of initiating or continuing APRETUDE before
confirming the individual is HIV-1 negative. Prior to initiating APRETUDE for HIV-1
PrEP, ask seronegative individuals about recent (in past month) potential exposure
events (e.g., condomless sex or condom breaking during sex with a partner of
unknown HIV-1 status or unknown viremic status, a recent STI), and evaluate for
current or recent signs or symptoms consistent with acute HIV-1 infection (e.g.,
fever, fatigue, myalgia, skin rash). If recent (<1 month) exposures to HIV-1 are
suspected or clinical symptoms consistent with acute HIV-1 infection are present,
use a test approved or cleared by the FDA as an aid in the diagnosis of acute
or primary HIV-1 infection. When using APRETUDE for HIV-1 PrEP, HIV-1 testing
should be repeated prior to each injection and upon diagnosis of any other STIs.
If an HIV-1 test indicates possible HIV-1 infection, or if symptoms consistent with
acute HIV-1 infection develop following an exposure event, additional HIV testing to
determine HIV status is needed. If an individual has confirmed HIV-1 infection, then
the individual must be transitioned to a complete HIV-1 treatment regimen. Counsel
HIV-1 uninfected individuals to strictly adhere to the recommended dosing and
testing schedule for APRETUDE in order to reduce the risk of HIV-1 acquisition and
the potential development of resistance. Some individuals, such as adolescents,
may benefit from frequent visits and counseling to support adherence to the dosing
and testing schedule. Potential Risk of Resistance with APRETUDE: There is
a potential risk of developing resistance to APRETUDE if an individual acquires
HIV-1 either before or while taking APRETUDE or following discontinuation of

APRETUDE. To minimize this risk, it is essential to clinically reassess individuals for
risk of HIV-1 acquisition and to test before each injection to confirm HIV-1 negative
status. Individuals who are confirmed to have HIV-1 infection must transition to a
complete HIV-1 treatment regimen. Alternative forms of PrEP should be considered
following discontinuation of APRETUDE for those individuals at continuing risk of
HIV-1 acquisition and initiated within 2 months of the final injection of APRETUDE.
Long-Acting Properties and Potential Associated Risks with APRETUDE:
Residual concentrations of cabotegravir may remain in the systemic circulation
of individuals for prolonged periods (up to 12 months or longer). It is important
to carefully select individuals who agree to the required every-2-month injection
dosing schedule because non-adherence to every-2-monthly injections or missed
doses could lead to HIV-1 acquisition and development of resistance. Healthcare
providers should take the prolonged-release characteristics of cabotegravir into
consideration when APRETUDE is prescribed. Hypersensitivity Reactions: Serious
or severe hypersensitivity reactions have been reported in association with other
integrase inhibitors and could occur with APRETUDE. Administration of cabotegravir
oral lead-in dosing was used in clinical studies to help identify participants who may
be at risk of a hypersensitivity reaction. Remain vigilant and discontinue APRETUDE
if a hypersensitivity reaction is suspected. Discontinue APRETUDE immediately if
signs or symptoms of hypersensitivity reactions develop (including, but not limited
to, severe rash, or rash accompanied by fever, general malaise, fatigue, muscle or
joint aches, blisters, mucosal involvement [oral blisters or lesions], conjunctivitis,
facial edema, hepatitis, eosinophilia, angioedema, difficulty breathing). Clinical
status, including liver transaminases, should be monitored and appropriate therapy
initiated. For information regarding long-acting properties of APRETUDE, see
previous section. Hepatotoxicity: Hepatotoxicity has been reported in a limited
number of individuals receiving cabotegravir with or without known pre-existing
hepatic disease or identifiable risk factors. Clinical and laboratory monitoring
should be considered and APRETUDE should be discontinued if hepatotoxicity
is suspected and individuals managed as clinically indicated. For information
regarding long-acting properties of APRETUDE, see previous section. Depressive
Disorders: Depressive disorders (including depression, depressed mood, major
depression, persistent depressive disorder, suicide ideation or attempt) have been
reported with APRETUDE. Promptly evaluate individuals with depressive symptoms
to assess whether the symptoms are related to APRETUDE and to determine
whether the risks of continued therapy outweigh the benefits. Risk of Reduced
Drug Concentration of APRETUDE Due to Drug Interactions: The concomitant
use of APRETUDE and other drugs may result in reduced drug concentration of
APRETUDE. See DRUG INTERACTIONS section below for steps to prevent or
manage these possible and known significant drug interactions, including dosing
recommendations. Consider the potential for drug interactions prior to and during
use of, and after discontinuation of APRETUDE; review concomitant medications
during use of APRETUDE.
ADVERSE REACTIONS
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 with rates in the clinical trials of another drug and
may not reflect rates observed in practice. Clinical Trials Experience in Adults:
The safety assessment of APRETUDE is based on the analysis of data from 2
international, multicenter, double-blind trials, HPTN 083 and HPTN 084. Adverse
reactions were reported while on blinded study product following exposure to
APRETUDE extended-release injectable suspension and oral cabotegravir tablets
as oral lead-in. The median time on blinded study product in HPTN 083 was 65
weeks and 2 days (range: 1 day to 156 weeks and 1 day), with a total exposure on
cabotegravir of 3,231 person-years. The median time on blinded study product in
HPTN 084 was 64 weeks and 1 day (range: 1 day to 153 weeks and 1 day), with a
total exposure on cabotegravir of 2,009 person-years. The most common adverse
reactions regardless of severity reported in at least 1% of participants in HPTN
083 or HPTN 084 are presented in Table 4. In HPTN 083, 6% of participants in
the group receiving APRETUDE intramuscular injection every 2 months and 4% of
participants receiving oral TRUVADA [emtricitabine (FTC) and tenofovir disoproxil
fumarate (TDF)] once daily discontinued due to adverse events (all causality). Noninjection-site–associated adverse events leading to discontinuation and occurring
in ≥1% of participants were increased alanine aminotransferase with APRETUDE
and TRUVADA. In HPTN 084, 1% of participants receiving APRETUDE and 1% of
participants receiving TRUVADA discontinued due to adverse events. The most
commonly reported adverse event (all causality) leading to discontinuation was
increased alanine aminotransferase (<1%) with APRETUDE and TRUVADA. The
side-by-side tabulation is to simplify presentation; direct comparison across trials
should not be made due to differing trials.
(cont’d on next page)
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BRIEF SUMMARY for APRETUDE (cabotegravir extended-release injectable
suspension), for intramuscular use (cont'd)
Table 4. Adverse Drug Reactionsa (All Grades) Reported in at Least 1% of
Participants Receiving APRETUDE in Either HPTN 083 or HPTN 084

HPTN 083
Adverse
Reactions

HPTN 084

APRETUDE TRUVADA APRETUDE TRUVADA
Every
Once Daily
Every
Once Daily
2 Months
2 Months
(n = 2,281) (n = 2,285) (n = 1,614) (n = 1,610)

Injection
site
reactionsb

82%

35%

38%

11%

Diarrhea

4%

5%

4%

4%

Headache

with the intramuscular administration of APRETUDE in HPTN 084 were ISRs.
After 13,068 injections, 1,171 ISRs were reported. Of the 1,519 participants who
received at least one injection of APRETUDE, 578 (38%) participants experienced
at least one ISR. No participants discontinued APRETUDE because of ISRs. Among
the participants who received APRETUDE and experienced at least one ISR,
the maximum severity of reactions was mild (Grade 1) in 66% of participants,
moderate (Grade 2) in 34% of participants, and severe (Grade 3) in less than 1% of
participants. The median duration of overall ISR events was 8 days. The proportion
of participants reporting ISRs at each visit and the severity of the ISRs generally
decreased over time. The most commonly reported ISRs (all causality and grades)
in at least 1% of participants who received APRETUDE and experienced at least one
ISR from HPTN 084 are presented in Table 5.
Table 5. Injection Site Reactions (All Grades) Reported in at Least 1% of
Participants who Experienced at Least One Injection Site Reaction (All
Causality) with APRETUDE in Either HPTN 083 or HPTN 084

4%

3%

12%

13%

c

4%

<1%

<1%

<1%

Fatigued

4%

2%

3%

3%

Sleep
disorderse

3%

3%

1%

1%

Nausea

3%

5%

4%

8%

Pain/
tenderness

98%

95%

90%

87%

Dizziness

2%

3%

4%

6%

Nodules

15%

2%

14%

2%

Pyrexia

Injection
Site
Reactions

HPTN 083

HPTN 084

APRETUDE TRUVADA
(n = 1,740) (n = 724)

a

APRETUDE TRUVADAa
(n = 578)
(n = 166)

1%

1%

<1%

<1%

Induration

15%

<1%

12%

2%

1%

1%

2%

2%

Swelling

12%

1%

18%

3%

Vomiting

<1%

1%

2%

5%

Bruising

4%

4%

1%

0

Myalgia

<1%

<1%

2%

1%

Erythema

4%

2%

5%

2%

Rashg

<1%

<1%

2%

1%

Pruritus

3%

3%

6%

11%

Decreased
appetite

Warmth

3%

1%

<1%

0

<1%

<1%

2%

4%

Anesthesia

1%

2%

1%

2%

Somnolence

<1%

<1%

2%

2%

Abscess

<1%

0

2%

3%

Back pain

<1%

<1%

1%

<1%

Discoloration

<1%

0

1%

0

T:9.75"

Flatulence
Abdominal
painf

Upper
respiratory
tract
infection

Placebo injectable suspension: intralipid 20% fat emulsion.

a

0

<1%

4%

4%

Adverse reactions defined as “treatment-related” as assessed by the investigator,
with exception of injection site reactions, where all injection site reactions were
reported regardless of causality.
b
Participants who received injection: HPTN 083, APRETUDE (n = 2,117) and
TRUVADA (n = 2,081); HPTN 084, APRETUDE (n = 1,519) and TRUVADA (n = 1,516).
c
Pyrexia includes pyrexia, feeling hot, chills, influenza-like illness.
d
Fatigue includes fatigue, malaise.
e
Sleep disorders includes insomnia, abnormal dreams.
f
Abdominal pain includes abdominal pain, upper abdominal pain.
g
Rash includes rash, erythema, pruritis, macular, papular, maculopapular.
a

Injection-Associated Adverse Reactions: Local Injection Site Reactions (ISRs) with
APRETUDE: The most frequent adverse reactions associated with the intramuscular
administration of APRETUDE in HPTN 083 were ISRs. After 20,286 injections, 8,900
ISRs were reported. Of the 2,117 participants who received at least one injection
of APRETUDE, 1,740 (82%) participants experienced at least one ISR, of which
a total of 3% of participants discontinued APRETUDE because of ISRs. Among
the participants who received APRETUDE and experienced at least one ISR, the
maximum severity of reactions was mild (Grade 1) in 41% of participants, moderate
(Grade 2) in 56% of participants, and severe (Grade 3) in 3% of participants. The
median duration of overall ISR events was 4 days. The proportion of participants
reporting ISRs at each visit and the severity of the ISRs decreased over time.
The most commonly reported ISRs (all causality and grades) in at least 1% of
participants who received APRETUDE and experienced at least one ISR from HPTN
083 are presented in Table 5. The most frequent adverse reactions associated

Other Injection-Associated Adverse Reactions: In the HPTN 083 clinical trial, an
increased incidence of pyrexia (including pyrexia, feeling hot, chills, influenza-like
illness) (4%) was reported by participants receiving APRETUDE compared with
participants receiving TRUVADA (<1%). There were no differences reported in
the incidence of pyrexia between groups in HPTN 084. Vasovagal or pre-syncopal
reactions considered treatment related were reported in <1% of participants after
injection with APRETUDE in HPTN 083. None were reported as treatment related by
the investigators in HPTN 084.
Less Common Adverse Reactions: The following select adverse reactions
(regardless of severity) occurred in <1% of participants receiving APRETUDE in
HPTN 083 or HPTN 084: Hepatobiliary Disorders: Hepatotoxicity. Investigations:
Weight increase (see below). Psychiatric Disorders: Depression.
Weight Increase: At the Week 41 and Week 97 timepoints in HPTN 083, participants
who received APRETUDE gained a median of 1.2 kg (Interquartile Range [IQR]; -1.0,
3.5; n = 1,623) and 2.1 kg (IQR; -0.9, 5.9; n = 601) in weight from baseline. Those
who received TRUVADA gained a median of 0 kg (IQR; -2.1, 2.4; n = 1,611) and 1 kg
(IQR; -1.9, 4.0; n = 598) in weight from baseline, respectively. At the Week 41 and 97
timepoints in HPTN 084, participants who received APRETUDE gained a median of
2 kg (IQR; 0.0, 5.0; n = 1,151) and 4 kg (IQR; 0.0, 8.0; n = 216) in weight from baseline,
respectively. Those who received TRUVADA gained a median of 1 kg (IQR; -1.0, 4.0;
n = 1,131) and 3 kg (IQR; -1.0, 6.0; n = 218) in weight from baseline, respectively.
Laboratory Abnormalities: Grade 3 or 4 post-baseline maximum toxicity laboratory
abnormalities for HPTN 083 or HPTN 084 are summarized in Table 6.

(cont’d on next page)
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BRIEF SUMMARY for APRETUDE (cabotegravir extended-release injectable
suspension), for intramuscular use (cont'd)
Table 6. Laboratory Abnormalities (Grades 3 to 4) in ≥1% of Participants in
Either HPTN 083 or HPTN 084

HPTN 083
Laboratory
Parameter

HPTN 084

APRETUDE TRUVADA APRETUDE TRUVADA
Every
Once
Every
Once
2 Months
Daily
2 Months
Daily
(n = 2,281) (n = 2,285) (n = 1,614) (n = 1,610)

ALT
( 5.0 x ULN)

2%

2%

<1%

1%

AST
( 5.0 x ULN)

3%

3%

<1%

<1%

15%

14%

2%

2%

Lipase
( 3.0 x ULN)

3%

3%

<1%

<1%

Creatinine
(>1.8 x ULN
or increase
to 1.5 x
baseline)

3%

3%

5%

4%

Creatine
phosphokinase
( 10.0 x ULN)

ALT = Alanine transaminase, ULN = Upper limit of normal, AST = Aspartate
aminotransferase.
Serum Lipids: Changes from baseline to Month 15 in total cholesterol, HDL
cholesterol, LDL cholesterol, triglycerides, and total cholesterol to HDL ratio in HPTN
083 and HPTN 084 are presented in Table 7.
Table 7. Fasting Lipid Values, Median Change from Baselinea at Week 57,
Reported in HPTN 083 and HPTN 084

HPTN 083

HPTN 084

APRETUDE TRUVADA APRETUDE TRUVADA
Total
cholesterol
(mg/dL)

+1.0

-10.0

+0.2

-3.9

LDL
cholesterol
(mg/dL)

+1.0

-6.0

-1.1

-5.0

HDL
cholesterol
(mg/dL)

-0.2

-3.0

-0.8

-2.6

Triglycerides
(mg/dL)

+2.7

0.0

+3.1

+0.7

Total
cholesterol:
HDL
cholesterol
ratio

+0.1

+0.0

+0.1

+0.1

Nearly 60% of participants with baseline data available had Week 57 data available
in both arms of both trials. Within each trial, baseline values were comparable
among participants receiving APRETUDE and TRUVADA.

a

Clinical Trials Experience in Adolescents: In adolescents receiving APRETUDE for
HIV-1 PrEP, the safety data were comparable to the safety data reported in adults
receiving APRETUDE for HIV-1 PrEP.

DRUG INTERACTIONS
Use of Other Antiretroviral Drugs after Discontinuation of APRETUDE: Residual
concentrations of cabotegravir may remain in the systemic circulation of individuals
for prolonged periods (up to 12 months or longer). These residual concentrations are
not expected to affect the exposures of antiretroviral drugs that are initiated after
discontinuation of APRETUDE. Potential for Other Drugs to Affect APRETUDE:
Cabotegravir is primarily metabolized by UGT1A1 with some contribution from
UGT1A9. Drugs that are strong inducers of UGT1A1 or 1A9 are expected to
decrease cabotegravir plasma concentrations; therefore, coadministration of
APRETUDE with these drugs is contraindicated. Established and Other Potentially
Significant Drug Interactions: Information regarding potential drug interactions
with cabotegravir is provided below. These recommendations are based on either
drug interaction trials following oral administration of cabotegravir or predicted
interactions due to the expected magnitude of the interaction. The information
below includes potentially significant interactions but is not all inclusive.
• Anticonvulsants: carbamazepine, oxcarbazepine, phenobarbital, phenytoin
– coadministration is contraindicated with APRETUDE due to potential for
significant decreases in plasma concentration of APRETUDE
• Antimycobacterials: rifampin, rifapentine – coadministration is contraindicated
with APRETUDE due to potential for significant decreases in plasma concentration
of APRETUDE
• Antimycobacterial: rifabutin – when rifabutin is started before or concomitantly
with the first initiation injection of APRETUDE, the recommended dosing of
APRETUDE is one 600-mg (3-mL) injection, followed 2 weeks later by a second
600-mg (3-mL) initiation injection and monthly thereafter while on rifabutin.
When rifabutin is started at the time of the second initiation injection or later,
the recommended dosing schedule of APRETUDE is 600 mg (3 mL) monthly
while on rifabutin. After stopping rifabutin, the recommended dosing schedule of
APRETUDE is 600 mg (3 mL) every 2 months
• Narcotic analgesic: methadone – no dose adjustment of methadone is required
when starting coadministration of methadone with APRETUDE. However, clinical
monitoring is recommended as methadone maintenance therapy may need to be
adjusted in some individuals
Drugs without Clinically Significant Interactions with Cabotegravir: Based on drug
interaction study results, the following drugs can be coadministered with cabotegravir
(non-antiretrovirals) or given after discontinuation of cabotegravir (antiretrovirals
and non-antiretrovirals) without a dose adjustment: etravirine, midazolam, oral
contraceptives containing levonorgestrel and ethinyl estradiol, and rilpivirine.
Consult the full Prescribing Information for potential drug interactions; this list
is not all inclusive.
USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Exposure Registry: There is a pregnancy exposure registry
that monitors pregnancy outcomes in women exposed to APRETUDE during
pregnancy. Healthcare providers are encouraged to register individuals by calling
the Antiretroviral Pregnancy Registry (APR) at 1-800-258-4263. Risk Summary:
There are insufficient human data on the use of APRETUDE during pregnancy to
adequately assess a drug-associated risk of birth defects and miscarriage. While
there are insufficient human data to assess the risk of neural tube defects (NTDs)
with exposure to APRETUDE during pregnancy, NTDs were associated with
dolutegravir, another integrase inhibitor. Healthcare providers should discuss the
benefit-risk of using APRETUDE with individuals of childbearing potential or during
pregnancy. Cabotegravir use in pregnant women has not been evaluated. APRETUDE
should be used during pregnancy only if the expected benefit justifies the potential
risk to the fetus. The APR has been established to monitor for birth defects
following prenatal exposure to antiretrovirals. The rate of miscarriage is not
reported in the APR. The background rate for major birth defects in a U.S. reference
population of the Metropolitan Atlanta Congenital Defects Program (MACDP) is
2.7%. The estimated background rate of miscarriage in clinically recognized
pregnancies in the U.S. general population is 15% to 20%. The APR uses the
MACDP as the U.S. reference population for birth defects in the general population.
The MACDP evaluates women and infants from a limited geographic area and does
not include outcomes for births that occurred at <20 weeks’ gestation. In animal
reproduction studies with oral cabotegravir, a delay in the onset of parturition and
increased stillbirths and neonatal deaths were observed in a rat pre- and postnatal
development study at >28 times the exposure at the recommended human dose
(RHD). No evidence of adverse developmental outcomes was observed with oral
cabotegravir in rats or rabbits (>28 times or similar to the exposure at the RHD,
(cont’d on next page)
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BRIEF SUMMARY for APRETUDE (cabotegravir extended-release injectable
suspension), for intramuscular use (cont'd)
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respectively) given during organogenesis (see Data). Clinical Considerations:
Cabotegravir is detected in systemic circulation for up to 12 months or longer after
discontinuing injections of APRETUDE; therefore, consideration should be given to
the potential for fetal exposure during pregnancy. Data: Human Data: Data from a
birth outcome surveillance study in Botswana showed that dolutegravir, another
integrase inhibitor, was associated with increased risk of NTDs when administered
at the time of conception and in early pregnancy. Data from clinical trials are
insufficient to address this risk with cabotegravir. Animal Data: Cabotegravir was
administered orally to pregnant rats at 0, 0.5, 5, or 1,000 mg/kg/day from 15 days
before cohabitation, during cohabitation, and from Gestation Days 0 to 17. There
were no effects on fetal viability when fetuses were delivered by caesarean,
although a minor decrease in fetal body weight was observed at 1,000 mg/kg/day
(>28 times the exposure in humans at the RHD). No drug-related fetal toxicities
were observed at 5 mg/kg/day (approximately 13 times the exposure in humans at
the RHD), and no drug-related fetal malformations were observed at any dose.
Cabotegravir was administered orally to pregnant rabbits at 0, 30, 500, or 2,000
mg/kg/day from Gestation Days 7 to 19. No drug-related fetal toxicities were
observed at 2,000 mg/kg/day (approximately 0.7 times the exposure in humans at
the RHD). In a rat pre- and postnatal development study, cabotegravir was
administered orally to pregnant rats at 0, 0.5, 5, or 1,000 mg/kg/day from Gestation
Day 6 to Lactation Day 21. A delay in the onset of parturition and increases in the
number of stillbirths and neonatal deaths by Lactation Day 4 were observed at
1,000 mg/kg/day (>28 times the exposure in humans at the RHD); there were no
alterations to growth and development of surviving offspring. In a cross-fostering
study, similar incidences of stillbirths and early postnatal deaths were observed
when rat pups born to cabotegravir-treated mothers were nursed from birth by
control mothers. There was no effect on neonatal survival of control pups nursed
from birth by cabotegravir-treated mothers. A lower dose of 5 mg/kg/day (13 times
the exposure at the RHD) was not associated with delayed parturition or neonatal
mortality in rats. Studies in pregnant rats showed that cabotegravir crosses the
placenta and can be detected in fetal tissue. Lactation: Risk Summary: It is not
known if cabotegravir is present in human breast milk, affects human milk
production, or has effects on the breastfed infant. When administered to lactating
rats, cabotegravir was present in milk (see Data). If cabotegravir is present in
human milk, residual exposures may remain for 12 months or longer after the last
injections have been administered. Because of detectable cabotegravir
concentrations in systemic circulation for up to 12 months or longer after
discontinuing injections of APRETUDE, it is recommended that women breastfeed
only if the expected benefit justifies the potential risk to the infant. Data: Animal
Data: Animal lactation studies with cabotegravir have not been conducted. However,
cabotegravir was detected in the plasma of nursing pups on Lactation Day 10 in the
rat pre- and postnatal development study. Pediatric Use: The safety and
effectiveness of APRETUDE for HIV-1 PrEP in at-risk adolescents weighing at least
35 kg is supported by data from 2 adequate and well-controlled trials of APRETUDE
for HIV-1 PrEP in adults with additional safety and pharmacokinetic data from
studies in HIV-1 infected adults who were administered CABENUVA, and in HIV-1
infected pediatric subjects who were administered separate components of
CABENUVA in addition to their current antiretroviral therapy. APRETUDE for HIV-1
PrEP is being evaluated in 2 open-label multicenter clinical trials in adolescent
individuals. Fifty-nine adolescents have been enrolled. Of these, 54 adolescent
participants received one or more injections. In adolescents receiving APRETUDE
for HIV-1 PrEP, the safety data were comparable to the safety data reported in
adults receiving APRETUDE for HIV-1 PrEP. While using APRETUDE, HIV-1 testing
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By Richard Payerchin, Associate Editor

he COVID-19 pandemic put working
conditions into the
national spotlight,
so it should be little
surprise that being
overburdened often is an understatement for physicians, nurses
and health care support staff.
That new level of attention and
awareness may be one of the good
things to come out of the fight
against COVID-19.
But physician burnout was a
problem before the pandemic;
if the virus were to disappear
tomorrow, burnout would not. In a
recent Medical Economics® survey,
more than 93% of physicians report
feeling burnout at some point and
more than 73% say they feel it now.
Given this reality, what happens
next? Medical Economics® spoke
with physicians and executives
about the latest steps in the fight
against burnout. There is movement to add leadership, rewrite
licensing forms, approve legislation
that could improve the workplace,
and remove barriers to mental
health care for physicians.
“Change is possible,” says Tait
Shanafelt, M.D., chief wellness
officer at Stanford Medicine in California and a nationally recognized
researcher on physician burnout.
“There’s reason for optimism
and it’s going to take all of us as
physicians really engaging with
leaders of health care systems and
organizations to drive the change
that’s needed to reshape the health
care system.”

Cultural shift

Although definitions vary,
researchers have noted burnout
encompasses three key areas:
physical and emotional exhaustion;
feelings of cynicism, negativity
and detachment from work; and

Medical Economics.com

inefficacy, feelings of incompetence and lack of achievement and
productivity. It happens when job
demands — heavy workloads, time
pressures and inefficiencies — fall
out of balance with resources such
as meaning of work, job control
and social support from peers and
supervisors, as summarized by the
National Academy of Medicine’s
2019 volume, “Taking Action
Against Clinician Burnout: A
Systems Approach to Professional
Well-Being.”
For many physicians, burnout
creeps in when they must devote
time to interactions that are not of
value to patients or what is needed
in their care, Shanafelt says.
Such situations exist in doctors’
offices, hospitals and health systems across the United States and
many physicians are feeling pain,
discouragement and disillusionment. But the nation has reached
an inflection point for medical
worker burnout, so now is the time
for physicians to engage health
care leaders for a cultural shift in
medicine, Shanafelt says.
Physicians can start fighting
burnout by maintaining their
physical health. Workforce training
on personal resilience and stress
reduction may be helpful. Shanafelt
says large-scale change must be
rooted in organizational values,
priorities, culture and leadership,
along with adjustments to reduce
or streamline administrative
burdens, preauthorizations, billing
documentation, reimbursement
models that transactionalize care,
and numerous in-basket messages.
“How do we create more
efficient systems? Eliminate that
inefficiency, create more highly
functioning teams and … a community of health care workers who
are able to support each other due
to the emotional demands that

the work entails?” Shanafelt says.
“If we really want to get at those
more substantive things … we need
dedicated leadership. We need a
commitment at the highest level of
the organization.”

Meet the chief
wellness officer

There are leadership development
programs to train and deploy
health care leaders to start or
expand physician wellness initiatives. Shanafelt leads the Stanford
Medicine Chief Wellness Officer
Course, a weeklong immersion
program requiring written commitments of institutional support
for future actions. Since starting in
2017, it has graduated 170 participants in four cohorts. A parallel,
online Physician Well-Being Director Course has graduated thousands of leaders at the department
and division levels for wellness
efforts in units around the country.
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Alumni include Nigel Girgrah,
M.D., Ph.D., chief wellness officer
for New Orleans-based Ochsner
Health, the first health system in
Louisiana to add a department
dedicated to workforce wellness.
Efforts started in 2017 with Girgrah
chairing a well-being task force to
survey staff and report to the executive team. Health system leaders
announced the new Office of Professional Well-Being in fall 2018.
Girgrah says the wellness team
spent a year developing a strategy
to focus on four areas: practice
automation largely involving electronic health records (EHRs), promoting advanced team-based care,
worker resilience, and enhancing
provider communication.
Like the rest of the nation,
Ochsner Health had to deal with
COVID-19 starting in March 2020.

Some of the wellness initiatives
fit right in — executive communication reassured staff that their
jobs were stable, and employees
responded well to resilience training. Other initiatives were specific
to the pandemic, such as setting up
child care and ensuring adequate
personal protective equipment
for front-line staff. Some of the
practice efficiency initiatives “sort
of got paralyzed, for good reason”
due to the pandemic, Girgrah says,
but now Ochsner Health hopes to
reboot those efforts.

Independent practices

Administrative burdens arguably
are worse for physicians in independent practices or those in small
towns and rural or underserved
areas, says Sterling N. Ransone
Jr., M.D., FAAFP, president of

Burnout,
Depression,
Suicide
All are important,
with key differences
By Richard Payerchin

hysician burnout and suicide are serious issues
that need addressing — but dealing with them
can call for very different approaches.
Sept. 17 is National Physician Suicide Awareness Day, billed as a reminder and a call to action. Last
year the awareness campaign reached 1.2 million people
and received support from 54 medical and other organizations, resulting in 26,000 actions taken to prevent suicide,
according to sponsors The Physicians Foundation, the Dr.
Lorna Breen Heroes’ Foundation and FirstRespondersFirst.
Although there may be overlap between the two in
symptoms and distress that people feel, focusing solely on
burnout can create a risk of missing depression, a serious
medical illness with potentially life-threatening consequences if left unaddressed, says Christine Yu Moutier,

P
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the American Academy of Family
Physicians.
Independent physicians share
some systemic inefficiencies with
physicians in large health systems,
such as user-unfriendly EHRs,
prior authorizations and insurance
paperwork, says Eileen Barrett,
M.D., M.P.H., chair-elect to the
Board of Regents of the American
College of Physicians. Physicians
in independent practices may have
more control over workflow and
workplace culture, but not all are
trained or have tools to address
those challenges, even though all
deserve that, Barrett says. Physicians in larger health systems may
have more of a financial cushion to
address those issues if leadership is
willing and able to prioritize them,
she adds.
Ransone agrees. “When you’re in

M.D., chief medical officer of the American Foundation for
Suicide Prevention (AFSP).
Moutier was co-author of a study on feelings of
depression and burnout in 2,281 medical trainees, staff and
faculty at University of California San Diego Health, where
the Healer Education and Assessment and Referral Program has been heralded as a model system for physician
and medical staff suicide prevention efforts. The findings
“suggest depression is a much more serious condition”
with indicators of distress and suicide risk, including
intense affective states, alcohol and drug use and suicidal
thoughts and behaviors. Burnout without cooccurring
depression was not associated with higher rates of suicidal
thoughts or behaviors or with substance use, compared
with respondents who screened negative for burnout and
depression.
Yet burnout and depression are real problems that
must be addressed with systemic change in medicine, say
Moutier and Kristen Kim, M.D., corresponding author of a
recent study on contributing factors to physician suicides
across the country from 2003 to 2018.
Burnout is characterized by chronic workplace stress
that can lead to a sense of emotional exhaustion, depersonalization or difficulty seeing others as human, and a low
sense of personal accomplishment. Depression and suicide
are clinical diagnoses requiring therapy and medications if
Medical Economics.com
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practice and you’re taking care of
a small community, you’ve got so
many people that you’re trying to
take care of but you have to spend
so much of your time doing paperwork that a lot of us feel is needless
and doesn’t contribute to the
health care of the individual,” he
says. “And then (in) a smaller practice, you don’t have the resources
that you can hire somebody to do a
lot of this paperwork.”
In independent practices,
finances can contribute to burnout
or mental health distress. Young
physicians begin their careers with
debt totaling hundreds of thousands of dollars. For independent
practices, especially solo practitioners trying to keep the lights on
and the doors open, “you’ve got the
issue of … how much can I work?”
says Ernest R. Gelb, D.O., FACOFP,

president of the American Osteopathic Association, who spent
years as a private practitioner in
rural Pennsylvania. Experts often
suggest taking on more patients
to make more money, but that can
lead to overwork contributing to
burnout and hurting marriages
and family life, or to substance use
issues, he says.
More patients mean more
paperwork, which now means more
time with EHRs. Ransone, a family
practitioner in a town of 2,000, and
Girgrah, overseeing wellness for
34,000 health system employees,
both mentioned pajama time —
work after work, when physicians
are writing notes, reading in-basket
messages, reviewing results and
completing charts.
“Ideally for most, this should be
zero,” Girgrah says. “But the goal is

to reduce this, so folks are spending less time on a computer and are
able to disconnect.”
The EHR was described as
almost a panacea for improving
patient care through faster, more
efficient, informative records. “And
what it turned out to be is just
another bump in the road that we
have to go over in our daily lives to
see our patients and get paid for
our services,” Ransone says.
His suggested solutions:
ɋ Standardize and simplify
administrative burdens so
physicians do not have to
fill out five different prior
authorization forms for
five insurance companies,
or two pages of patient
information for widely used
prescription drugs.
ɋ Enable EHR systems to

appropriate, Kim says.
appropriate intervention methods,” includIf you are in crisis,
Solutions start with recognizing
ing for fellow physicians. The foundation
please call the National
physician suicide is a serious problem
advocates increased training for physicians
Suicide Prevention
and physicians must prioritize self-care in
to better understand suicide assessment,
Lifeline at 988, or text
their everyday practices, Kim says. “I think
treatment or risk management.
HOME to 741741. The
medicine still, as a field, embraces this
Even without added training, talking
former National Suicide
outdated sense that we need to sacrifice
and listening can be a start. Physicians
Prevention Lifeline at
everything as a physician, including our
must be on the lookout for colleagues who
1-800-273-TALK
(8255)
own well-being,” she says. “And that is just
are struggling and embrace the mindset
will remain active
simply wrong. At this point, it’s time to
that, as a community, “we can make a
indefinitely.
move beyond that and to really prioritize
difference,” Moutier says.
our own well-being in order to best care for
“We don’t need to be their doctor or
our patients.”
therapist; we’re being a colleague and a
In the study of physician suicides, one
friend,” she says.
stressor was incapacity to work due to deteriorating physical
If physicians sought therapy or psychiatric treatment,
health. Physicians tell their patients to stay healthy and they
Moutier suggests sharing that information with a colleague
need to do the same, Kim says.
in distress.
When scheduling appointments, physicians face the same
“Give them permission to take those steps themselves
barriers patients do. Primary care and specialist physicians
by showing and modeling that that can be done safely and
often have office hours that overlap with work schedules,
without any negative repercussions on your career,” Moutier
so physicians as patients sometimes must wait days, weeks
says. “I’ve seen it happen innumerable times; there is so
or months for appointments. Flexibility in scheduling and
much more fear about that harm that will come from seeking
telehealth could offer solutions, although telehealth limits
treatment than there is. And the truth is that the true source
physical examinations, Kim says.
of fear, and sort of danger, is actually from unaddressed
AFSP notes primary care providers are “in a unique
mental health conditions when they’re left to go unadposition to identify patients at risk of suicide and enact
dressed because of the barriers that are in the way.”
Medical Economics.com
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complete the forms and submit them electronically.
ɋ Cut the number of prior
authorizations for tests or
procedures when 95% of them
are approved anyway.
Progress has been made in
streamlining evaluation and
management code documentation
requirements for outpatient care,
along with reduced administrative
burden in treating people for opioid use disorder and improved performance measurement requirements from the federal Centers
for Medicare & Medicaid Services,
Barrett says.
“More needs to be done in all
these areas to help physicians in
independent and smaller practices,” Barrett says. “But these
are a start, and when we get
changes done it will also improve
patient experience.”
Apart from systemic solutions,
Gelb emphasizes work-life balance.
“It’s a concept that none of us
physicians with gray hair were
raised on,” he says, but physicians
must learn it and integrate it into
their practices.
Gelb and Ransone agree it is a
privilege to serve a local community, but there is a risk of work and
life imbalance. Many physicians
feel responsible for their patients
and that gets amplified in a community where it feels like everyone
knows everyone else and can drop
in on the doctor anytime. Ransone
says when he was a young father,
he at first felt guilty taking Saturdays off for family time.
“There’s a really weird feeling like you’re abandoning your
patients,” Ransone says. “But I
realized that if I wasn’t happy and
I couldn’t take care of myself, I
certainly couldn’t take care of
my community.”

Keeping it confidential

Experts agreed mental health
counseling could help treat distress
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associated with burnout, but
physicians fear repercussion if they
seek help. Confidentiality is key to
changing that.
The University of California
San Diego Healer Education and
Assessment and Referral (HEAR)
Program started in 2009 as a physician suicide prevention program.
In 2016, HEAR expanded to nurses,
then to all health professionals in
the system, with the mission growing to include a support program to
enhance the emotional and mental
health of staff, prevent burnout,
and help people access mental
health care.
HEAR’s anonymous online questionnaire has led to 1,000 referrals
for mental health care, and about
100 residents and fellows have
ongoing, confidential, free therapy.
UC San Diego Health has not had
one physician or nurse suicide
since the program started, says
Director Sidney Zisook, M.D..
“We certainly cannot assume
that we are the sole reason for that,
but if we have helped save one life,
the program is fully worth its fare,”
Zisook says.
HEAR is guided by an interdisciplinary committee that meets
as needed and is divided into task
forces dedicated to research, education and other topics. Along with
Zisook, HEAR has two licensed
mental health counselors to work
with staff, and the program was
cited as a model for other health
systems by U.S. Surgeon General Vivek Murthy, M.D., MBA, in
his May advisory on health care
burnout.
Confidentiality has become
a goal for the Dr. Lorna Breen
Heroes’ Foundation, which honors
the life of Lorna Breen, M.D., a
New York City emergency department physician who struggled to
help patients with COVID-19 until
her death by suicide in April 2020.
In March, President Joe Biden
signed the Dr. Lorna Breen

“Burnout is
something that
should not be
ignored. It’s going
to affect you. It’s
going to affect
your family. It’s
going to affect
your performance
as a physician.”
— Ernest R. Gelb, D.O.,
president, AOA.

Healthcare Provider Protection
Act, gaining attention, pledging resources and establishing
national accountability for
physician burnout.
Breen’s sister and brother-inlaw, Jennifer Breen Feist, J.D., and
J. Corey Feist, J.D., MBA, have a
new target: state licensing boards,
health system administrations
and insurance companies that ask
invasive questions about whether
physicians and other licensed clinicians have sought mental health
treatment. Apart from being potential health law violations, those
questions may be lumped with queries about criminal convictions or
moral fitness to practice medicine,
says J. Corey Feist, a 20-year health
care administrator.
“So, there’s a message that’s
given to the health care worker,
doctors and nurses: You can’t get
help. And if you get help, it could
cost you your license to practice, it
can cost you your job at a hospital,”
Feist says.
Before her death, Breen told her
family about her fears of losing her
professional license and reputation
because she sought mental health
treatment.
Because the questions effectively are a barrier to seeking care,
Medical Economics.com
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the strategy is simple: Stop asking,
Feist says. Other options include
a single, inclusive question that
complies with the Federation of
State Medical Boards with no asterisks or fine print, or an attestation
model with supportive language
around mental health, according to
the federation’s new Licensure &
Credentialing Strategy Tool Kit.
Credentialing committees easily
can audit documents, remove or
revise questions regarding mental
health treatment, approve the new
paperwork and communicate it to
physicians and staff. Feist said one
health system amended its forms
in less than a week.
“It’s very important because
health care leaders are in this
unique position to actually make
the changes that are needed,” Feist
says. “This is starting to take hold
because organizations are looking for something tangible that
they can do right now, and this is
perfect. And literally this can take
days. It’s not hard to do.”
Confidentiality is a key part of
other programs and strategies with
potential for relieving burnout by
creating access to mental health
care. In May, the Ohio State Medical Association (OSMA) launched
the Well-Being Checkup And
Referral Engagement Service, or
Well-Being CARE, for physicians
and health care professionals. The
goal is twofold: connect physicians
and staff with services if needed
while creating another resource to
normalize the conversation about
mental health in the profession.
Physicians find it easy to talk
about physical ailments and ways
to fix them, says Todd Baker,
OSMA CEO. “If you see a colleague
struggling with mental health or
burnout, that conversation is not
so easy or not so normalized,”
he says. Offering an independent
source also helps because physicians or medical staff may be
reluctant to seek treatment within
Medical Economics.com

the health care systems they work
for, says OSMA President Brian J.
Santin, M.D., FACS.
In the service’s first month, 105
individuals completed the anonymous, web-based assessment, and
almost 30% requested information
or referrals. “But just making sure
the conversation never stops about
this issue is really our marker, in
terms of how we want to define
success,” Baker says.
In Virginia, physicians have a
new level of confidentiality set in
law. The Medical Society of Virginia (MSV) advocated for creation
of the SafeHaven program, which
has a partnership with a physician-focused national behavior
health consulting practice.
Melina Davis, MSV executive
vice president and CEO, agrees
physicians are reluctant to seek
counseling because if they must
reveal it, they fear they could lose
licenses, have referral networks
dry up, or get fired. But physicians
enrolling in SafeHaven gain legal
privilege that forbids release of
any records, reports or communications originating in the program
— even in malpractice lawsuits,
barring a court order that meets a
high standard of proof, according
to MSV.
State lawmakers unanimously
approved the program in March
2020. It was coincidental timing
with the spread of COVID-19, but
the pandemic spurred the program’s beginning and physician
enrollment started in July 2020.
State lawmakers were unanimous a
year later in expanding SafeHaven
for physician assistants, nurses,
pharmacists and students of those
protected professions.
Now SafeHaven has 4,400

MORE
ONLINE

members, with 48% using the
program and 17% in coaching and
counseling. Davis argues that rate
is unprecedented for physician
usage of employer-sponsored wellness programs in the United States.
“It’s unprecedented because they
feel safe,” she says.
SafeHaven will expand into
Michigan and MSV wants to serve
as a consultant to take the program
across the country. Primary care
physicians can do their part by
advocating for the same legal protection in every state, Davis says.
“More people need to be asking
for this,” Davis says. “More people
need to be advocating that it be a
normal part of your legal system
and your service system for health
care workers. They need it, they
deserve and it’s here. It makes a
big difference.”

Reaching out

At the state, system or individual
level, change may not happen
quickly, but physicians cannot
afford to ignore symptoms of burnout. There are resources to help
physicians, Gelb says.
“Burnout is something that
should not be ignored. It’s going
to affect you,” Gelb says. “It’s
going to affect your family. It’s
going to affect your performance
as a physician and the liability
issues that potentially may need
to be addressed as well. So, this
is something that is important
to your health. And if you’re not
healthy, how can you take care
of somebody else? That’s my big
take-home message right now:
Get the help that you need, get
the help that you deserve. It is
out, it is available — all you have
to do is reach out.”

Three physician leaders discuss solutions
to burnout. See the discussion here.
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Physician Burnout and
Wellness Survey
THE RESULTS

Is physician burnout on the decline?
By Medical Economics® Staff

Although most physicians have said they have experienced burnout during their career, the
number who say they feel burned out now has decreased for the first time in the four years Medical
Economics® has conducted its Physician Burnout and Wellness Survey. In 2021, 80% of respondents
said they felt burned out at the time they took the survey. This year, that number was 73%. Check
out the full results of our survey below and visit MedicalEconomics.com for more.

Have you felt burned out from
practicing medicine at any point
during your career?
No: 6%
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Do you feel burned out now?

No: 27%

YES
73%
Medical Economics.com
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What has contributed the most
to your feelings of burnout?

How do you cope with burnout?

Too much paperwork and regulations: 23%

Exercise: 27%

Work too many hours/poor work-life balance: 20%

Spending time with family and friends: 22%

Electronic health records: 17%

Eating junk food/overeating: 8%

Lack of autonomy/career control: 11%

Religion/spirituality: 8%

Overwhelmed by patient needs: 10%

Hobbies: 5%

Insufficient pay/declining reimbursements: 10%

Drugs and alcohol: 2%

I don’t feel burned out: 5%

I don’t do anything to cope: 12%

The aftermath of the COVID-19 pandemic: 3%

I don’t feel burned out: 4%

The economy/stock market/inflation: 1%

Other (provide open-ended answer): 12%

Do you believe burnout
negatively affects your financial
earnings and productivity?

Selected other responses
for coping with burnout:

Yes: 66%
No: 16%
Not sure: 18%

Have you ever discussed
feeling burned out with fellow
physicians or colleagues?

Medical Economics.com

Planning for retirement
Open a side business
• Travel
• Change positions
• Hiking and camping
• Cut back on work hours

•

•

•

•

Work harder
Fixing up the home
• Sleep
• Playing music
• Counseling

NO

37%

63%
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Do you plan to seek or have
you sought professional help/
counseling to help deal with
feelings of burnout?

Yes

Prefer not to
answer: 7%

Have you avoided expressing
feelings of burnout because you’re
concerned about being judged
negatively by your peers?

15%

Prefer not to
answer: 4%

40%

No: 56%

No: 78%

Have your feelings of
burnout ever made you want
to quit practicing medicine?

Yes

Yes

Do you think your workplace
culture contributes to your own
or colleagues’ burnout?

77%

Prefer not to
answer: 3%

No: 23%

Yes

72%

How has burnout
affected your career as
a physician, if at all?
“I feel like I want to retire or do
nonclinical medicine.”
“Not my career, but definitely my
health.”
“I plan on exiting medicine as soon as I
have reached financial independence.
This will result in a much-shorterthan-average career.”
“The (electronic health record) and
the elevation of documentation
requirements above patient care
(have) made medicine too difficult
and inefficient. It is driving me, as an
older physician at the height of his
diagnostic powers, to conclude that
I need to stop killing myself for the
documenters.”
“It gave me the added incentive to
find new professional opportunities
outside of clinical medicine.”
“I react instead of respond. That and
compassion fatigue — I can’t give to
patients and family when I am worn
out by lack of support and autonomy.”

No: 25%

“I am considering cutting back or
changing my practice situation.”
Do you think a stigma exists in
medicine that those who are
burned out or dealing with mental
health issues are considered lesser
physicians?

Yes

Are you tired of hearing
about physician burnout?

66%

No: 34%

Yes

No: 54%

46%

“It has certainly diminished some of
the enthusiasm for day to day. The
amount of paperwork and electronic
record issues and the constant
system difficulties make it unpleasant.
… Also, the overwhelming needs of
patients become extremely tiresome.
Their expectations continue to grow
exponentially.”
“I am constantly looking for an
endgame. I doubt I will continue
practicing after my kids finish college.”
“I changed to a concierge practice.”
“Burnout made me retire sooner than
I wanted to.”
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What do you believe is
the solution to physician
burnout?
“We need to create a system where
physicians see fewer patients per day.”
“Instead of minimizing us as physicians,
how about we discuss our extensive
training and knowledge? Stop regulating
us out of being able to practice.”
“A complete change in the management
structure of physicians. Unfortunately,
physicians abdicated their responsibility
for management decades ago and that
needs to change so many other things
can change.”

ABOUT THE RESPONDENTS
What is your
medical specialty?
Internal medicine: 28%
Family practice: 29%
Pediatrics: 6%
Ob/Gyn: 8%
Cardiology: 4%
Oncology: 1%
Psychiatry: 2%

“We need to restore physician autonomy.”

Urology: 1%

“Switching practice types from insurancebased fee-for-service to a direct-care
model.”

Dermatology: 2%

“Physicians taking back medicine and
removing hospitals from employing
physicians. Possibly physicians unionizing.
Insurance companies being mandated
to be nonprofit as not to have to answer
to shareholders and produce profits.
The well-being of patients should be
insurance companies’ primary purpose.”

Surgery: 3%

What is your gender?
Male: 66%
Female: 31%
Choose not to say: 3%

Do you have an ownership
stake in your practice?
Yes: 42%
No: 58%

Which of these best describes
your practice setting?
Office-based independent practice: 43%

Emergency medicine: 2%

Office-based hospital-owned practice: 25%

Other: 14%

Outpatient clinic: 10%
Hospital: 12%

What is your age?

Academic (research, military, government): 8%

Under 35: 1%

Direct/concierge practice: 2%

35-44: 6%

“Getting the government out of
medicine.”

45-54: 23%
55-64: 36%

How many hours do
you work per week?

“Single-payer health care.”

65 and older: 34%

Less than 40: 18%

“Physicians need to work on themselves
to identify contributing factors within
one’s self, and make active decisions to
deal with reality on reality’s terms. Learn
to be neither too self-blaming nor too
self-satisfied and accept uncertainty.”

How many years have
you been practicing?

51-60: 24%

Less than 5: 1%

71 or more: 10%

“It’s too complex of a problem. There’s
no single or simple solution.”

11-20: 16%

“We must remind (medical) students
and residents the JOY of medicine.
Teach resilience in medical school and
residency but without overindulging/
coddling the young physician.”

Medical Economics.com

41-50: 30%
61-70: 18%

6-10: 3%
21-30: 33%
More than 30: 47%
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Value-based care
gains ground
Outcomes-based models are spreading, but
fee-for-service still dominates payment landscape

I

By Jeffrey Bendix Senior Editor
s value-based care having a moment?
Health care policy experts and
institutions have long agreed that feefor-service (FFS) medicine is wasteful,
outmoded and at least partially responsible for the U.S. spending far more than
peer nations on health care, but with
outcomes that are no better and often worse.
Now, after years of experimenting, cajoling, and
incentives, value-based payment models — those
tied to patient outcomes and spending targets
— seem to be gaining traction. According to the
Health Care Payment Learning & Action Network’s
(LAN) annual measurement of participation in
alternative payment models, slightly more than
60% of health care payments in 2020 included
some form of quality and value component. That is
up from 53% in 2017 and 11% in 2012.
Similarly, 49% of practices responding to the
American Academy of Family Physicians (AAFP)
2022 value-based care survey said they are participating in some form of value-based payment, and
18% are developing the capabilities to do so.
That is welcome news to AAFP President Sterling N. Ransone, Jr., M.D., FAAFP. “Our system is
set up to prioritize and reimburse based on volume
of patient visits versus outcomes,” Ransone says.
“Value-based care prioritizes outcomes. And however we can get our population healthier is where
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the health care expenditure should go instead
of the transactional fee-for-service environment
we’ve been in for so long.”

Pandemic spurs interest
in value-based care

Much of the energy behind the search for
alternatives to FFS comes from the federal
government through the Medicare Shared
Savings Program and the Centers for Medicare &
Medicaid Innovation Center (CMMI). The latter
— established in 2010 as part of the Affordable
Care Act, former President Barack Obama’s health
care law — is tasked with developing and testing
payment models aimed at improving care quality for
Medicare and Medicaid beneficiaries while slowing
cost growth in both programs.
The COVID-19 pandemic has also changed
some practices’ thinking about the importance
of participating in value-based payment programs, says Corinne Lewis, M.S.W., program
officer for delivery system reform at The Commonwealth Fund.
“Fee-for-service is a volume-driven payment
system, so when patient volumes dropped (in
the early phase of the pandemic), especially for
elective and primary care, payments decreased
substantially.” Lewis says. “So, providers are recognizing the need to move toward more value-based
Medical Economics.com
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49%

OF PRACTICES SAID THEY ARE
PARTICIPATING IN SOME FORM OF
VALUE-BASED
PAYMENT PROGRAM
IN 2022.

approaches for more flexibility
and protection against future
volume shocks.”
In recent years the search for
workable alternatives to FFS has
been fueled by growing recognition of the role that factors such
as access to adequate housing and
nutritious food — social determinants of health — play in determining patient outcomes.
“How can we address patients’
behavioral and social needs in
order to meaningfully bend the
health care cost curve?” Lewis asks.
“There’s growing recognition that
value-based care will be essential
to all those things and that’s where
a lot of the interest is coming from
at the Medicare/Medicaid level
as well as commercial payers and
providers themselves.”

Obstacles to value-based
programs remain
dekzer007/Stock.Adobe.com

Do these developments mean
value-based payment models are
the wave of the future, and FFS
medicine will disappear? Probably
not, experts say. There are still
numerous obstacles to increasing
Medical Economics.com

Source: AAFP survey

provider participation in value-based models, and powerful
forces working to preserve FFS.
Among the obstacles is the term
“value-based care,” says Suzanne
Delbanco, Ph.D., Catalyst for Payment Reform’s executive director.
“It implies that whatever care is
provided is of good value, which
isn’t always the case,” Delbanco
notes. Instead, she says, we should
think in terms of payment reform
and care delivery reform, with the
latter being defined as “approaching care more broadly than just one
visit at a time.”
“Both are needed for either to
succeed,” Delbanco argues. “Payment reform for its own sake isn’t
exciting, but if it can lead to higher
quality, more affordable care it
becomes interesting. And new care
delivery models aren’t likely to be
sustainable unless there’s a way of
paying for them that makes them

attractive to providers and
leads to better results.”
Judged by those standards,
movement away from FFS is
less impressive than it first
appears. Although LAN’s data
show 60% of 2020 health
care spending was in some form of
alternative payment models, most
of that was in programs built on
FFS but including opportunities
for additional revenue such as
care coordination fees or through
shared-savings programs. Only
6% of total spending was population based, such as per-member
per-month or global budgets, and
not linked to FFS.

‘Incentives haven’t
really changed’

“Fee-for-service is still at the base
of most alternative payment models,” says Delbanco. “The doctor or
hospital is still billing and getting
paid that way. So, for the front-line
physician the day-to-day incentives
haven’t really changed.”
Little of this comes as a surprise
to Robert Berenson, M.D., a fellow
at the Urban Institute’s Health
SEPTEMBER 2022
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Policy Center and former vice chair
of the Medicare Payment Advisory
Commission. “In my view, the people who come up with value-based
plans don’t really understand the
strengths and weaknesses of the
various models, so they just focus
on what they think are elegant new
incentives without realizing some
of them can’t be implemented.”
He cites the example of
Medicare’s implementation of
a payment code for “check-in”
telephone calls with patients
before an office visit, under the
premise that such calls might head
off unnecessary visits and save the
program money.
The problem, Berenson
says, is that the code’s payment
amount—$14.53—was less than
what it cost practices to bill for the
service when administrative costs
were factored in. “Docs aren’t completely stupid. They aren’t going to
work below costs,” he said. “It’s an
example of what sounds like a good
idea in theory but operationally it
makes no sense.”
Another hurdle many practices—especially small ones—face
with value-based payment contracts is the upfront cost of the
technology and personnel they
need to compile, analyze and
report data showing they have met
a payer’s quality metrics. Such is
the case for Melissa Lucarelli, M.D.,
FAAFP, owner of a family practice
in rural Randolph, Wisconsin, and
member of the Medical Economics®
editorial advisory board.
“Our margins are so thin right
now that it’s hard for me to pay
upfront to jump on board a payer’s
(value-based) initiative that will
increase my administrative burden
and may or may not increase my
revenues,” Lucarelli says.
Nearly all Lucarelli’s Medicare patients are in some form of
FFS-based quality program that
includes bonuses for meeting
certain Healthcare Effectiveness
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“I think a lesson
from the last
decade that
CMMI has
taken to heart
is the need
to focus on a
smaller number
of strategic
models that can
really move the
system.”
—Mark McClellan, M.D.,
Ph.D., professor, Duke
University, former CMS
administrator

Data and Information Set quality
guidelines, she says. Whenever
possible, she bills for services such
as chronic care and transition
care management, advance care
planning and cognitive impairment assessments.

The numbers challenge

“These piecemeal things are how
we’re staying afloat right now,” she
says. “But the administrative burden even from these on my little
independent practice is phenomenal. It’s like being in a game where
they change the rules every year.”
Making the challenge even
greater is the sheer number of
value-based arrangements. In

addition to those available through
Medicare and Medicaid, virtually every commercial payer has
them, each with its own reporting
requirements and quality metrics.
For practices in contracts with
multiple payers, keeping track
of it all can seem like an insurmountable hurdle.
“A lot of our members, especially in small and solo practices,
say they don’t have the resources
to make sure they’re following
the participation requirements
(for alternative payment models),
or even find out what they all
are,” says AAFP’s Ransone. “So,
they just throw up their hands
and say, ‘Forget it, I’m not even
going to bother.’ ”
Ransone adds that the academy
has a project underway to address
the problem. Dubbed “Vision
2025,” its goal is to reduce variability in payment structure and
participation requirements for value-based models so small practices
can receive the enhanced payments
they often provide.
CMMI, in its 2021 “Innovation Center Strategy Refresh”
white paper, acknowledged these
and other problems with the
value-based care models it has
developed and experimented with
for Medicare and Medicaid. Among
the challenges it cites are complexity and overlap among many of the
models; difficulty for providers to
join or stay in value-based plans
due to administrative burden
and upfront investments; and
developing better coordination
among stakeholders.
“Alignment with private payers,
purchasers and states is needed
to increase the number of providers participating in value-based
payment models and to make
their participation sustainable
across payers,” the paper says. To
accomplish this, CMMI promises
more public outreach in the form
Continued on page 34
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Continued from page 32
of listening sessions with payers,
providers and health care purchasers, as well as learning from
nonparticipants about barriers
they face to participating in value-based models.
The paper notes that although
CMMI has launched more than
50 models during the past 10
years, only four have met its
requirements for being continued
and expanded. “I think a lesson
from the last decade that CMMI
has taken to heart is the need
to focus on a smaller number of
strategic models that can really
move the system,” says Mark
McClellan, M.D., Ph.D., professor
of medicine and business at the
Margolis Center for Health Policy
at Duke University and a former
CMS administrator.

Support for the status quo

Another obstacle to widespread use
of value-based care and payment
models, experts say, is the number
— and power — of individuals and
institutions who are satisfied with
the current system. “There are
many stakeholders who are fat and
happy with the status quo,” says
Catalyst for Payment Reform’s Delbanco. “Too many providers, and
even payers, have found ways to be
profitable with payment systems
and delivery models that aren’t
linked to quality.”
Berenson notes that more
widespread use of payment models
such as capitation or bundled
payments would benefit primary
care physicians more than specialists, because many services the
former perform are underpaid or
not billable. “Many of them (specialists) earn more than twice as
much as primary care doctors, and
they have enough power to prevent
CMS from changing that on its own
or from Congress authorizing CMS
to do it,” he says.
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Where FFS remains useful

What lies ahead for value-based
care and the payment models
that support it? Experts believe
participation will continue to
grow, but that FFS is not going
away — in part because it remains
well suited to some forms of care.
“I don’t think fee-for-service
will ever be eliminated entirely,
because in some cases it can be
an appropriate mechanism for
incentivizing care that we want to
see more of,” says Lewis.
Berenson agrees, citing vaccinations as an example. Practices
need to be reimbursed for purchasing the vaccines, which is next
to impossible under a capitation
model given their year-to-year
price variation. Beyond that, Berenson says, “if you pay fee-for-service
for immunizations it’s much more
likely they will be performed. And
when you’re using fee-for-service to make sure an important
service is provided, it means you’re
improving value.”
FFS is also appropriate in
primary care for discrete services
such as hospital visits or minor
surgeries, Berenson says. But in
general, he adds, primary care
clinicians would fare better under
some form of value-based model
such as capitation.
He cites research showing that
up to 30% of activities primary care
doctors perform, such as calls to
pharmacies or patient callbacks,
are not coded and so are not billable under FFS. “The beauty of capitation is, you don’t have to code
for all those services. Instead, the
payer says, ‘We’re going to pay you
for taking care of this population
of patients and you allocate your
time and resources to accomplish
that,’” Berenson says.

Paying for social
determinants of health

Duke’s McClellan says the increase
in telehealth visits resulting from

the COVID-19 pandemic is
another reason why primary
care clinicians and their payers
should favor alternatives to FFS.
Under FFS, he says, there is little
incentive to use telehealth for
the patients who would benefit
the most — such as those in
rural areas — and to coordinate
telehealth with other community-based services those patients
often need to address their
health issues.
“You rarely see significant
programs to address the social
(determinants) of poor health in
an FFS model because there just
isn’t any way to do that,” he says.
“How are you going to pay for
air conditioners or transportation or whatever else the patient
needs? Community-based health
services are easier to provide
widely in value-based arrangements because they’re built on
the foundation of accountability for total costs and outcomes for patients.”
Ultimately, experts say, what’s
needed are payment models that
combine elements of FFS and
value-based arrangements. For
Lucarelli, such a hybrid approach
would include “some form of
per-patient reimbursement, or
income floor, that covers stuff
like doing their prior (authorizations) and coordinating with
specialists.” Such an arrangement, she explains, “would allow
us to provide these services
regardless of the ebb and flow of
patient volume during the year.”
Specific procedures, such as
minor surgeries or IUD implants,
should remain under FFS, she
adds. “That way I’m fully reimbursed and can practice to my
full scope of training. If I’m just
getting a capitated amount, then
doing most procedures becomes
money out of my pocket and I
might as well send the patient to
a specialist.”
Medical Economics.com
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LEGAL / OPINION
By Marni Jameson Carey

A HEALTH CARE PRICE TRANSPARENCY
REVOLUTION IS AT HAND

A

s we collectively celebrated
our nation’s independence
in July, Americans had even
more reason to rejoice.
Another revolutionary
milestone had occurred just days
before our country’s birthday, one
that promises to release us from the
tyranny of hidden health care prices
that have oppressed our compatriots for far too long.
Just as the colonists fought
against paying high taxes to Great
Britain without having a say in how
the money was spent, health care
consumers have been fomenting
their own uprising against hospitals

change that. To paraphrase Paul
Revere, “The prices are coming! The
prices are coming!” The Transparency in Coverage Rule requires
health care payers (insurers and
self-insured group health plans) to
unveil all their previously secret
prices negotiated with in-network
providers. Now payers must make
public the individual amounts their
health plans pay providers across
all types of services and locations,
including hospitals, doctors’ offices,
imaging centers, outpatient surgery
centers and urgent care clinics.
This is critical for the millions
of Americans who get their health

“Americans today are again being exploited and overcharged,
this time by a health care system that has profited
excessively by keeping prices and patients in the dark.”

and insurance plans. They are tired
of the surprise bills and price gouging. They are tired of not knowing
up front what their health care is
going to cost. They are tired of escalating premiums and of not having
control of their health care dollars.
Like the colonists before they broke
free from Britain, Americans today
are again being exploited and overcharged, this time by a health care
system that has profited excessively
by keeping prices and patients in
the dark.
Thankfully, a landmark federal
rule that went into effect July 1 could
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insurance through their employers
and whose average annual family
health care premium rose to $22,221
in 2021, 61% more than in 2010,
according to the Kaiser Family
Foundation. These plans often
include higher deductibles and
copays, adding thousands of dollars
in expenses. These outrageous costs
are partly to blame for the
100 million Americans owing medical debt, and the nearly two-thirds
of Americans who avoided necessary medical care last year.
The new insurance rule complements the Hospital Price

Transparency Rule, which took
effect in January 2021, requiring
hospitals to post all their prices by
payer and plan, as well as their discounted cash prices. Together, the
two rules, once fully implemented
and enforced, will deliver systemwide health care price transparency.
Why is this so revolutionary?
This public posting of negotiated
rates will give all purchasers of
health care — patients, workers,
employers, unions and taxpayers —
a window into what their insurance
premiums are buying. They will see
when their plan’s negotiated rates
are higher than those of other plans,
or more than the discounted cash
prices for those without insurance.
The ability to see payers’ negotiated
rates alongside hospital charges
will help patients choose lower-cost
providers and higher-value plans,
while giving them unprecedented
price certainty and more control of
their health care spending.
They will be able to see, for
instance, that prices vary as much as
10 times for the same services. Data
will show that an MRI at one facility
costs $350 whereas the same scan
at a nearby imaging center costs
$3,500, and that a cesarean section
could cost $6,000 or $60,000 at
the same hospital depending on the
plan, with no difference in quality.
Moreover, once prices are
unleashed, individuals will be able
to shop for health care the way
they do for every other product or
service, such as cars, appliances,
airline tickets or groceries. Price
Medical Economics.com

competition will kick in, transforming our
dysfunctional, overpriced, opaque health
care system into a functioning free market,
which will drive the cost of care and coverage down and access up.
The new data will help employers choose
the health care plans with the best negotiated rates, basing their decisions on real
value. Employers will be able to compare
payer networks and plans and make decisions that could lower their health care
costs by as much as 40%. The savings could
go toward more jobs or higher wages, while
providing a buffer against inflation.
All of this will not happen immediately.
The newly available data files from insurers
are largely incomprehensible, but outside
technology companies will soon aggregate
the machine-readable files and make sense
of them. They will develop online tools that
will make accessing and navigating health
care prices much easier. These tools will do
for health care what Zillow has done for real
estate and Kayak for air travel, aggregating
and organizing data for easy searching.
As with the American Revolution, victory
will not happen overnight. Britain did not
give up without a fight, and neither will
hospitals and insurers, which profit from
keeping patients blinded to price. Both hospital groups and insurers have sued the government to block the rules, and lost. Sadly,
since the hospital transparency rule took
effect 18 months ago, only 14.3% of hospitals
reviewed in a random study were fully complying with the rule and properly posting
prices, according to a widely cited report.
This widespread noncompliance is largely
due to the lack of government enforcement;
to date, only two of the hundreds of noncompliant hospitals have been fined.
Instead, many hospitals have tried to skirt
the requirements by not only making prices
difficult to access, but also by arguing that
patients only care about their out-of-pocket
costs, not total prices. But total prices do
matter because we all pay for health care
through higher premiums, higher copays,
higher deductibles, higher costs of goods and
services and higher taxes.
But maybe not for long. Independence Day serves as a reminder that when
oppressed citizens join forces and say
enough is enough, freedom from tyranny
and victory are not far behind.
Marni Jameson Carey is president of Power to the Patients,
a national nonprofit working to make sure Americans realize
their right to know the price of their health care upfront.
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CHRONIC CONDITIONS/ OPINION
END-OF-LIFE CARE
Why your patients need advance care plans
By Dan Morhaim, M.D.

T

ruth be told, we physicians
traditionally and by design
have avoided discussing end-of-life care with
patients. For some of us,
such discussions are too difficult or
uncomfortable. For others, addressing the reality of death has wrongfully been considered a medical
failure of sorts, despite a patient’s
illness, age or condition.
If you think end-of-life care is a
topic only for oncologists or gerontologists, think again. It’s for all of us
who have patient contact, regardless
of specialty. It is especially germane
for primary care physicians who
build trusting relationships with
patients with a common understanding of patient prognosis and state
of mind. A 2010 study from Johns
Hopkins revealed that when people
were given choices of where to get
advance care planning advice, they
overwhelmingly chose physicians.
Despite that, we don’t initiate those
conversations often enough, and
patients are reluctant to do so when
a standard primary care visit is only
about 15 to 20 minutes.
Our culture values individual freedom and autonomy, yet we collectively abdicate those principles when
it comes to advance care planning.
It’s time to change that.
Following are five reasons why
doing so is good for the patient, for
the family, for the health care system
and for the physician.
1 Completing an advance care plan
(ACP) helps direct care according to
one’s circumstances and values. It
helps clinicians deliver personalized,
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humane service, respecting patients’
choices and values. What an unmarried 20-year-old desires will be
different from what an 80-year-old
wants. ACPs are living documents
that should be updated as we age
and as our relationships, values and
health change.
2 People are living longer, more
productive lives and increasingly
want control of their end-of-life
care. The best solution is for physicians to initiate the candid conversation and help patients complete
advance directives (free documents,
legal in every state, are available from
multiple sources such as mydirectives.com), enlisting supportive
services (hospice and palliative
care) that are almost always covered
by insurance. Only about 40% of
Americans have done so. Now it’s
time to make this a routine process
and that includes a focus among
minority populations where the rate
of ACP completion is only about
20%. COVID-19 brought to light
imbalances in our health care system,
particularly among people of color.
Let’s not continue to allow ACPs to
be among those inequities.
3 Knowing what a patient wants
or doesn’t want — and honoring
these wishes — can reduce health
care costs and waste. Thanks to
increased health awareness, advances
in diagnosis and treatment, and evolution of pharmaceuticals, the baby
boomer generation is living longer.
That’s a good thing. But caring for
them is becoming more expensive.
Approximately 10,000 baby boomers
enter the ranks of Medicare daily,
and annual Medicare expenditures
are approaching $900 billion. Of

that, it’s estimated about one-third is
spent on the last months of life. Most
boomers want the best of medical
care when it’s appropriate and helpful, but not when they are long past
any hope of recovery or meaningful
life. More people are choosing to die
at home or in hospice settings; these
are choices that are less costly and
more personal. Health care costs can
be significantly reduced simply by
respecting choices of individuals.
4 Physicians can now get paid for
having this conversation. In the
past, initiating discussions around
dying and explaining the importance of having an ACP was not only
difficult but time consuming — an
exercise for which there was no
reimbursement. Now, physicians
with proper documentation can
get paid for this using billing codes
99497 and 99498.
5 You can avoid lawsuits and
litigation. If the quality, personalized
care and financial arguments don’t
move you, perhaps fear of litigation
will. Typically, we know — and worry
— about wrongful death suits. These
happen when someone dies unexpectedly and negligence is alleged.
Now there is a surge in “wrongful
life” lawsuits that hold hospitals and
health care workers accountable
when they don’t obtain or ignore a
patient’s legally documented wishes.
If these five reasons don’t make a
strong enough case for physicians to
engage with their patients in advance
care planning, here’s one more: it is
simply the right thing to do.
Dan Morhaim, M.D., is senior adviser at ADVault,

Inc.. A career emergency room physician, he is the
author of “Preparing for a Better End” (Johns Hopkins
Press, www.thebetterend.com).

Medical Economics.com

Get a quote at www.svmic.com

Together,
we go further.
The practice of medicine is full of unforseen
challenges, and an experienced, proactive partner will
help navigate them. As a premier provider of medical
malpractice insurance, our in-house attorneys and
unique array of tailored services are always at the
ready to help you be prepared for what lies ahead.

SVMIC_21000_2022-Print-Campaign-FullPage 8.5x11 .5in bleeds NEW COPY NEW PICS.indd 5

3/17/2022 5:35:51 PM

powered by

An in-depth conversation on
an interesting topic with an
interesting person!
Explore the stories and meet the personalities
behind the biggest advances in medicine with
Deep Dive, an-depth interview program
ogram featuring
engaging conversations on cutting-edge health
care topics with industry-leading guests.

Season 7 is streaming now!
www.medicalworldnews.com

PHYSICIAN’S
MONEY DIGEST

®

Building bond ladders
eases investor angst

I

By David Robinson, CFP

nvestors are frustrated these days as they
seek to sustain portfolio values after the
onset of the new bear stock market. Many
are chagrined to learn that bonds, once a
paragon of stability, are no longer an automatic solution for wealth preservation.
Although bond yields have been
increasing on average lately, they are still quite low
historically. Atop this, historically high inflation
continues to pose a severe risk.
The current bond market also carries a high level
of interest rate risk — the chance that the value of
your bonds on the secondary market may be pummeled by rising interest rates. After all, why should
anyone buy your bond at the yield you locked in
at time of purchase when they can get higher yield
from a newly issued one?
A market environment where stocks and bonds
are both down is perplexing for investors who
have long believed that bonds can be relied upon
to provide income with low risk — a refuge when
stock values are low. Yet, like stocks, bonds are now
a source of angst for many investors.
However, there is an effective way of easing
this angst. It is called a bond ladder, a strategy
that involves buying bonds of varying, sequential
maturities. This enables investors to rotate into
higher-yielding bonds as rates rise, adding rungs
to the ladder. To manage inflation risk, the average
maturity of bonds in ladders should not be too long.
An example of a bond ladder would be bonds
purchased in three maturity categories: short term
(one to two years), medium term (two to five
years) and longer term (five to seven years). When
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the shorter-term bonds reach maturity, the investor
might want to buy more bonds at the top rung of
the ladder (those with longer maturities). As a
result, the top rung of the ladder may keep getting
higher, or further into the future. For example, as
they mature, bonds of shorter maturities can be
rolled into holdings at the seven-year-maturity
rung. The time horizon of the longest bond should
be set according to the individual client’s risk tolerance and goals.
This strategy is only appropriate for investors
with substantial portfolios. Many bonds require a
minimum investment of at least $10,000, so it’s
difficult for people with a bond portfolio of much
less than $200,000 (and a much larger total investment portfolio) to achieve sufficient diversification
— preferably achieved by maintaining a maximum
per-issuer allocation of 5% of the total bond portfolio. Diversification of bond issuers is critical to
managing risk.
For investors with smaller portfolios, a better alternative is to construct a ladder of bond
exchange-traded funds or mutual funds, or to buy
shares in one or more diversified funds owning
bonds of different maturities. This affords more
accessible exposure to laddering than owning individual bonds. Investors should be mindful of the
risks stemming from having no underlying contractual maturity date. Holders of actual bonds have
these dates.
For investors with total investment portfolios
of $1 million or more, owning a ladder of individual bonds is a good way to invest in bonds in
the current market. Such investors typically have
Medical Economics.com
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portfolio instead of just a collection of bonds.
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advisers and investment managers,
and when it comes to bond ladders,
this is a good thing because this
strategy requires extensive credit
and market expertise.
Yet for investors with advisers, it is nonetheless important
to understand how this strategy
works so they can work with their
advisers effectively. That way, they
will have a realistic idea of what to
expect and can adjust their longterm retirement or spending goals
accordingly.
The main goal of a bond ladder
is to hold bonds until maturity and
reinvest the proceeds of retired
bonds into those paying higher
yields — the risk-adjusted yields
available at the time. This way,
inflation will not reduce as much of
the buying power of your invested
capital over time. Thus, over time,
you will have opportunities to
reinvest proceeds of lower-yielding
bonds at higher rates.
Holding bonds until maturity
reduces interest rate risk, as this
enables investors to avoid selling
on the secondary market, which
may be pricing your bonds at a loss
at the time you might decide to sell
them.
Constructing and managing a
Medical Economics.com

productive, risk-managing bond
ladder is more complex than it
appears and requires extensive
knowledge of the dynamics and
nuances of the bond market.
Here are a few points to keep
in mind:
The first rule of a bond ladder is to
have discipline — to avoid selling a bond at a loss. Usually, the
simplest way to avert this is to plan
long in advance to hold bonds until
maturity.
Many investors focus on yield
alone, but this is a simplistic
approach that can be extremely
faulty. Known as chasing yield,
this practice fails to assess various
risks, credit risk being the most
important. When even one bond
becomes impaired or defaults, it
is hard to recover. Chasing yield
can also result in owning too many
long bonds — those with maturities of 20 to 30 years. Investors
who chase yield often overlook the
importance of managing a bond
ladder’s duration, or price sensitivity. The longer the duration, the
greater the potential for volatility
and the greater the risk. An adviser
can help a client build a bond

Effective ladders can be built from
various types of bonds, depending
on an investor’s tax situation and
risk tolerance. Most portfolios of
individual bonds are composed of
Treasurys, corporate or municipal bonds. Each type has its own
tax implications, credit risk, yield
ranges and other characteristics.
Each type also trades differently.
Credit risk is the lowest with
Treasurys, but investment-grade
corporates (those with credit ratings of BBB and above) are also a
common option. Bonds below this
rating threshold are junk bonds,
euphemistically called “high-yield”
bonds. These are usually a suboptimal choice for most individual
investors, and now that many economic forecasts put recession right
around the corner, they’re even less
desirable because of an increased
risk of default. Municipal bonds
issued for general and essential
services that are rated A or better
are recommended for those in high
tax brackets.
By working with an adviser and
possibly a bond manager, you can
structure a bond ladder that makes
sense for your overall asset allocation, long-term goals and risk tolerance. Creating an individual bond
portfolio can help you position for
income and wealth preservation.
During this difficult market period,
these benefits can ease angst considerably.
David Robinson, CFP, is a director and senior
wealth adviser with Mariner Wealth Advisors in the
firm’s Phoenix office. He provides wealth planning
services and creates custom financial plans to help
clients grow and protect wealth, manage taxes
and identify insurance solutions. He also prepares
clients for retirement and manages estate plans.
Prior to joining Mariner Wealth Advisors, he was
CEO of Robinson, Tigue and Sponcil, an SECregistered advisory firm in Phoenix.
September 2022
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THE FUTURE

OF PRIMARY CARE

The first in a four-part series

Are primary care
physicians being replaced?
Nurse practitioners and physician assistants keep taking on more
primary care responsibilities, often without supervision of a doctor

W

ho is in charge of primary
care?
Many primary care
physicians might say
they are. After all, they
have spent years building
relationships with patients, sometimes treating multiple generations of the same family
and learning as much about their private life
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as their medical history during office visits.
Who better to give a diagnosis than someone
who knows not only the patient’s ailments
but where and how they live, and what
nonmedical factors might be affecting their
overall health?
But other primary care doctors know this
nostalgic view of patient care is heading the
way of house calls and the little black bag.
Medical Economics.com

svetazi/Adobe.Stock.com

by Todd Shryock, Managing Editor
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Gone are leisurely discussions with
patients aimed at pinpointing root
causes of health issues. Now, there
are corporate RVU goals, patient
quotas and productivity spreadsheets. Time for patients is spent
instead with electronic health
record screens, administrative
paperwork and computer systems
that often cannot communicate
across departments, let alone
across the street.
To make matters worse, there
simply are not enough primary
care physicians. The American
Association of Medical Colleges
predicts a primary care shortage of
between 17,800 and 48,000 doctors
by 2034, and those estimates were
made before COVID-19 drove some
doctors into early retirement or
other professions (40% of physicians reported feeling burned out
before the pandemic). In addition,
by 2034, the U.S. population is
expected to increase by 10.6% with
a projected 42.4% increase in those
65 or older — the people most
likely to need care. More than 2 in
5 physicians will be 65 or older in
the next decade, further thinning
the doctor ranks.
America already trails most
countries in doctors per capita. As
Medical Economics.com

of 2019, the U.S. average was
2.64 doctors per 1,000 citizens
compared with the global average
of 3.37 — an improvement from
1993 when the U.S. number was 2.4.
The result, predictably, is that
the patient loses. Monthlong waits
to see a primary care physician,
rushed appointments, increasing
costs taking money out of patient
paychecks, and rising copays
add up to frustration with the
health care system.
Patients want a quick appointment to find out whether their case
of the sniffles is anything to worry
about; they do not want to be told
they cannot see a doctor soon
because they are caught up in the
macroeconomics of the country’s
inefficient health care system.
So, what happens? The patient
takes charge. “Patient” is just a
medical term for “consumer,”
and today’s consumer does
not want to wait.
“There’s a big focus on convenient care,” says Tom Florence,
president, permanent physician
placement, AMN Healthcare/
Merritt Hawkins, a health care
search firm. “A lot of patients,
particularly younger patients,
don’t want to wait around in the

physician’s office, so fewer younger
adult patients even have a regular
family practice doctor. They want
everything now.”
This demand is driving retailers like CVS and Walmart to get
into the primary care game by
opening clinics. The consumer
wants medical care without a wait,
and big corporations and private
equity see an opportunity. Inevitably, someone will fill the gaps
created by the shortage of primary
care physicians.
So, who is in charge of primary
care? The consumer, and that has
led to a surge of nonphysicians
willing to provide such care, often
with little or no supervision from
doctors thanks to increasing public
pressure on legislatures to act.

Rapid changes in
primary care

In 2004 there were 106,000
nurse practitioners (NPs). Today
there are 355,000, a growth rate
of 235%. For physician assistants (PAs), in 2010 there were
89,019. Today there are 159,000, a
growth rate of 79%.
With a shortage of primary
care physicians leaving more than
90 million people without access
SEPTEMBER 2022
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to primary care, according to
the Health Resources & Services
Administration, it is not surprising
that NPs and PAs are filling the gap
and being sought to do so.
Retailer clinics are trying to
provide more primary care access,
but Florence says, “They’re doing
a lot of that work through nurse
practitioners or PAs.”
The same is often true for
urgent care clinics. One startup,
Mitesco, which owns The Good
Clinic chain in Minnesota and
looking to expand nationally, is
staffed only by NPs — something
it touts in news releases, saying
they allow “equal care while cutting costs 25%.”
Mitesco is not alone. Florence
says professional searches last year
for NPs and PAs slightly exceeded
those for primary care doctors for
the first time, and searches for
NPs were higher than for any other
position. “Retail clinics, urgent
care, a lot of telehealth are starting
to trend toward specifically looking
for advanced practice care candidates,” he says. “That’s more about
the dollars and cents of it, meaning
if we (the urgent care) hire a staff
member who costs less, then our
expenses are less costly, (and)
then this becomes a more profitable venture for whoever is doing
the hiring there.”
Despite increased demand
for NPs and PAs, Florence says
primary care physicians need not
worry about a lack of job opportunities. “Family medicine was our
No. 1 search for 14 years in a row
up until last year; now it’s No. 2,”
he says. “I do see a trend where
the convenient care lens is a little
more tilted toward an advanced
practice candidate, whereas hospitals and health systems, generally
speaking, prefer to have a physician in place and utilize advanced
practice to help.”
The surge in NPs and PAs
should not be surprising; both
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“Because it’s
too late to put
the full-practice
authority genie
back in the
bottle, I think we
should be really
clear about our
roles and be
clear about our
identification.”
— Niran Al-Agba, MD

professions were founded as a
means of providing more primary
care. The first class of PAs graduated in 1967, with all four members
having been Navy hospital corpsmen who had considerable medical
training during their military service, according to the the American
Academy of Physician Associates
(AAPA). The PA concept gained
federal acceptance and backing as
early as 1970 as a creative solution
to the physician shortage.
“PAs have been practicing
primary care for over 50 years,”
says Jennifer M. Orozco, PA-C,
president of the AAPA. “I think
where PAs fit in is they are often
a patient’s primary care provider,
just as physicians are, just as sometimes NPs are. Even with all that,
we still have more than 95 million
patients in the U.S. (who) lack

access to primary care … and we
have this growing need of chronic
health conditions that need to be
addressed, from diabetes to obesity. There’s no plethora of problems that are going to go away.”
NPs got their start in the late
1960s because more primary care
services were needed for underserved populations. “NPs bring
a comprehensive perspective to
primary care,” says April N. Kapu,
D.N.P., president of the American
Association of Nurse Practitioners
(AANP). “NPs assess patients,
order and interpret diagnostic
tests, make diagnoses and initiate and manage treatment plans,
including prescribing medications.
Today, 82% of adults report they’ve
been treated or know someone
who has been treated by an NP, and
a vast majority of health consumers
— nine out of 10 patients — support policies and legislation that
remove barriers to NP practice and
strengthen patient choice in the
selection of a health care provider.”
Although there is some specialization among NPs, almost
89% choose primary care as
their area of focus.
As their members’ roles have
expanded, the AAPA and AANP
have worked to shape their public
image as more independent professionals and not just someone
on a doctor’s staff. For example, in
2008, AANP petitioned pharmaceutical and health care product
companies to use provider-neutral
language in consumer print and
broadcast advertisements. It has
also invested in public relations
efforts to change public perception of an NP’s role in the health
care system. In late 2020, the
AAPA voted to officially change
the professional title to “physician
associate” rather than “physician assistant” to better convey
a PA’s ability to manage patients’
care autonomously.
Continued on page 46
Medical Economics.com
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What does it take
to be an NP or PA?

NPs have full practice authority
— meaning they do not require
a supervising physician and can
see patients on their own — in 26
states, whereas physician associates have full practice authority
in just three states, even though
their clinical requirements
exceed those of NPs.
To become an NP, the person
must have a bachelor’s degree in
nursing, be a registered nurse,
graduate from a master’s program
with either a Master of Science in
Nursing or a Doctor of Nursing
Practice degree, and then pass the
National NP Board Certification
Exam. The graduate can then
apply for state licensure. Most
licenses must be renewed every
two years, typically with continuing medical education credits of
between 20 and 30 hours required
annually, depending on the state.
National certification by the AANP
lasts five years.
PAs need a master’s degree from
an accredited PA program, which
requires supervised clinical experience in family medicine, emergency medicine, internal medicine,
surgery, pediatrics, women’s health
(prenatal and gynecologic care)
and behavior and mental health
care. Programs take three academic years and include classroom
instruction and more than 2,000
hours of clinical rotations with an
emphasis on primary care in ambulatory clinics, physician offices and
acute or long-term care facilities.
Once the degree is earned, they
must take the Physician Assistant
National Certifying Exam. To
maintain certification, PAs must
complete 100 hours of continuing
medical education credits every
two years and take a recertification
exam every 10 years.
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235%

Growth rate
in nurse
practitioners
since 2004

Requiring lower levels of
training than physicians concerns
some doctors. Physicians have tens
of thousands of hours of training, with much more of it being
hands-on experience.
“It’s not just the hours, but
it’s the quality of their education,
particularly nowadays, with many
NPs simply graduating from an NP
school that is completely online,”
says Christopher Garofalo, M.D.,
a family medicine physician and
member of Physicians for Patient
Protection, which advocates for
physician-led care and transparency around who provides it. “So,
all their learning is online and
there is no experiential learning.
When they do get out into the
clinics, if they even get out into
a medical setting, the requirements for them are minimal, if at
all. Yet when they come out, they
essentially want to practice independently, just like a physician.”
The online schools have
diminished the quality of nurse
practitioners, says Niran Al-Agba,
M.D., a pediatrician and co-author

of “Patients at Risk: The Rise of the
Nurse Practitioner and Physician
Assistant in Health Care.”
“Nurse practitioners a decade
ago or beyond were phenomenal
colleagues with a phenomenal education,” says Al-Agba. “They were
required to have, in general, five
years of hands-on nursing experience, and it was, ‘OK, I’ve worked
for five years in the (intensive care
unit) or in a clinic, now I’m going
to get my master’s education at a
brick-and-mortar school.’ Now, you
don’t even need to work as a nurse
at all, and the first patient you see
could literally be after your nurse
practitioner degree practicing
independently.”
She adds that being honest with
patients about credentials and education level is paramount. “Because
it’s too late to put the full-practice
authority genie back in the bottle,
I think we should be really clear
about our roles and be clear about
our identification,” says Al-Agba.
That’s something Orozco says
PAs try to do. “We’ve been very
clear who we are and what we do.
We’re also very clear that we work
closely with physicians, nurses and
other members of the team so that
(patients) know this is a teambased environment.”
Kapu says physicians must
accept change. “The key is for all of
us to recognize that health care is
changing, and old-style hierarchical
models are being replaced to put
patients, not a single health care
profession, at the center of the
health care team. We have a shared
obligation to modernize these outdated structures and we invite our
physician colleagues to join us in
achieving this goal for the benefit
of our patients.”
Next month, part two of the series:
Quality of care. Are NPs and PAs up
to the challenge of handling patients
on their own, and how do patients
fare under their care?
Medical Economics.com
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5 best practices for
cleaning a medical office
ne of the many duties of staff members at medical clinics is to
ensure everyone is meeting the cleaning standards of the office.
Staff and patient safety is the top priority, but you also want the
medical office to be clean and welcoming for patients. Having a
clean, organized environment makes an immediate impression on patients,
letting them know you take their health needs seriously.
Private practices are a highly competitive market, so keeping your
patients happy is more important than ever. You may be doing the best you
can to keep your medical office clean, but have you ever wondered if your
current cleaning regimen could be more effective?
The CDC and the Occupational Safety and Health Administration have
set industry standards for medical office cleaning. These research-based
procedures ensure staff and patient safety, lower risks of health care
associated infections and reduce cross-contamination.
What follows are key areas for medical office staff to focus on when
cleaning the clinic.

O

Disinfect high-traffic areas

Furniture and other surfaces in
high-traffic areas like the waiting room
are prone to collecting bacteria, dust
mites and other germs. Staff must
keep up with industry standards
when it comes to cleaning by wiping
down these areas with Environmental Protection Agency-registered
disinfectants.
In medical offices, the most common high-traffic areas include drawer
handles, faucets, cabinets, chairs and
sinks. The same goes for specialty
rooms like X-ray areas or suturing
rooms. In the reception area, focus
the cleaning on phones, computer
equipment, clipboards, door handles
and counters.

Dust surfaces

When dust accumulates on surfaces,
it makes people wonder how clean
the rest of the office might be. Dust
buildup in medical offices can aggravate
respiratory conditions and carry germs
that spread illness. Regular dusting of
surfaces throughout the clinic is an
easy way to keep the space feeling clean
while eliminating dust mites and bacteria from getting into the air.
Stay away from using feather
Medical Economics.com

dusters. All these tools do is move the
dust around without properly picking
it up. Instead, use a dampened cloth,
small handheld vacuum or a microfiber
duster.
Never wait until dust is visible on
surfaces. The longer you wait to clean,
the more likely it is for these surfaces
to have bacteria. Patients with allergies
are susceptible to dust aggravating
them, so dust at least three times a
week to keep your patients safe.

Clean examining rooms

All areas of examining rooms need
a thorough cleaning after each
use. These areas are susceptible
to cross-contamination between
doctors, nurses, and patients, so they
need extra attention when cleaning.
Clean the lights, countertops and
treatment chair with the proper
disinfectants.
After each patient leaves, wipe
down all doorknobs, cabinets, light
switches and other high-touch zones.
These areas are extremely susceptible
to germs because they often go unnoticed when cleaning. Keeping these
areas disinfected will give patients
peace of mind and keep staff safe
from potential accidental infections.

Keep the bathrooms clean

It may seem like common sense to
keep the bathrooms clean, but these
areas often go unnoticed when the
office becomes busy. The state of the
bathroom reflects your clinic’s attitude
toward cleanliness. Patients who use
your bathroom and see that there are
paper towels lying around, soap stuck
to sinks and other dirty areas may not
want to be treated in that office.
Restroom checks need to be done
regularly at all medical clinics. Set a
schedule for cleaning countertops and
disinfecting toilets, sinks and other fixtures. Also always keep the bathroom
stocked with soap, paper towels and
toilet paper.

Organize the reception area

It’s important to have an organized
reception area, but this doesn’t mean
it has to feel sterile or cold. You can
maintain cleanliness while keeping that
warm, welcoming feel that patients
want when visiting the doctor. The
reception area is where patients get
the first impression of the office, so
keep it free from clutter.
Remove unnecessary paperwork,
pens and clipboards from the reception desk. If any files are not in use,
put them in their proper place. Most
importantly, wipe down the surfaces
that patients are using to fill out forms
or other materials.
Reception is the final part of the
clinic patients will see during their visit.
Maintaining a clean reception desk
will leave a lasting impression on the
patient.
The medical office reflects the
service you are providing and shows
your attention to detail. Keeping a
clean medical clinic is not only beneficial for the patients, but also shows
you care about the environment you
are working in. Even when working
with a professional cleaning service,
don’t leave these areas for only them
to clean. Implement these cleaning
techniques for improved patient care
and to keep patients coming back for
years to come.
September 2022
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TECHNOLOGY/ OPINION
By Oron Afek, Contributing Author

CAN TECHNOLOGY SOLVE
THE BURNOUT IT HELPED CAUSE?

I

t is time to admit that health
care technology has largely
failed to deliver on its promise
to make the management of
patient care simpler, easier and
less stressful for clinicians.
Two decades ago, technology
was presented as the solution to so
many of the U.S. health care system’s ills. Electronic health records
(EHRs) and other tools were going
to streamline record keeping, allow
seamless communication between
providers and payers and, most
importantly, free up clinicians to
spend more time on patient care
and less on administration and
paperwork.
Unfortunately, EHRs are sticky
in that they are used by everyone
but lack in driving clinical outcomes as a standalone solution,
which makes things worse and
detracts from payer/provider alignment. This is in direct contrast to
what I encountered growing up in
Israel, where patients, physicians
and the national insurer are all
fully integrated, both in terms of
interoperability and alignment of
interests.
Technology has not improved
efficiency to the extent promised
or inserted more caring into health
care. It hasn’t driven down costs
for patients and payers, and it
hasn’t saved practices money. As
a result, providers at all levels are
still working below their licenses.

than in its role in clinician burnout,
a long-smoldering problem that
has burst into flames since the
introduction of the “meaningful
use” incentive program.
U.S. Surgeon General Vivek
Murthy, M.D., sounded the alarm
on clinician burnout in an advisory
this May. The report detailed how
an already serious problem has
been exacerbated by the COVID19 pandemic, causing providers to
leave medicine in record numbers
at a time when they are needed
more than ever.
The advisory concluded that the
country needs 1.1 million new registered nurses and faces a projected
national shortage of more than
3 million low-wage health workers.
The Association of American Medical Colleges predicts a shortage
of as many as 139,000 physicians
by 2033, with the greatest gaps in
primary care.
The surgeon general’s report is
only the latest piece of research
to cite administrative demands
and EHRs as leading causes of
burnout. It found that, on average,
for every one hour of direct patient
care, a primary care provider will

spend two hours a day on administrative tasks. That not only frustrates clinicians, but also contributes to poorer health outcomes for
patients.

Tech is the answer

So what is the solution to technology-caused burnout? Technology.
It seems counterintuitive to prescribe technology to treat burnout
caused by technology. However,
the answer is not simply more tech,
but better tech — tech that will
finally deliver on those 20-year-old
promises.
Of course, there is no turning
the clock back. We are not going
back to paper records and manila
folders. But the American health
care system will not be streamlined
and simplified anytime soon; it will
remain a thicket of incompatible
systems and competing priorities.
Only tech whose design and processes are informed by the failures
of previous systems can solve these
problems. Unlike current systems,
these tools will need to increase
the efficiency of the clinicians
using them and drive down costs.
The good news is the problems

the answer is not simply more tech,
but better tech — tech that will finally deliver
on those 20-year-old promises.

Tech-driven burnout

Nowhere is tech’s failure clearer
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Poor technology got us into this mess;
good technology can get us out.
In fact, it’s the only thing that can.

are not insurmountable. In fact,
they are being addressed right now.

Fixing EHRs

“And if you gaze long enough into an
abyss, the abyss will gaze back into
you.”
The philosopher Friedrich
Nietzsche wasn’t referring to
health tech when he wrote this, but
any provider who has spent hours
staring at a poorly designed EHR
interface can relate.
It is not surprising that investigators of a 2020 study published
in Mayo Clinic Proceedings found
that EHRs scored in the bottom
ninth percentile of technologies
when evaluated for usability. They
were supposed to package multiple
streams of patient and payer information into simple, easy-to-manage bundles. That hasn’t happened.
But EHR experiences can be
improved, primarily in two ways.
The first is by investing in local
provider organizations to improve
workflows, implement user feedback loops and so on. The second
is to deploy complementary tech
solutions that improve the user
experience, such as robotic process
automation, integrated workflows
and EHR overlays.
These solutions can make health
workers more efficient by reducing
Medical Economics.com

the need for them to manage
disparate workflows, thereby
lowering labor costs and making it
easier to manage the health worker
shortage. EHRs are here to stay.
Technology that understands this
and mitigates their shortcomings
for clinicians is indispensable in
combating rising health care costs
and reducing burnout.

Ending nonproductive
work

Tech is simultaneously overwhelming and underperforming.
Clinicians and others must use
too many tools and click too many
times only to receive insufficient
results.
Too many tech tools and nonintegrated data sources result in
information silos. Obtaining a comprehensive picture of a patient’s
care can require assembling data
from emails, paper notes, EHRs,
portals and even faxes.
That sort of copy-and-paste
record keeping wastes time and
leads to lost data, compromised
patient information and poor
patient experience. Health workers
need a way to assemble all the
information from multiple sources
into a user-friendly interface.
Tech can consolidate touch
points and tools and implement

interoperability standards. Automation of routine tasks, such as
checking authorizations, handling
referrals and entering International Classification of Diseases
codes, reduces the number of tech
touch points and frees providers
to focus on the far more crucial
lifesaving work we ask of them.

Turning technology
around

Everyone from patients to payers
has an interest in keeping clinicians happy, engaged and, most
importantly, on the job and operating at peak efficiency. Independent practitioners often suffer the
most from tech burnout because
they have fewer resources and less
time to manage administration.
As a result, many surrender and
sell their practices to health care
systems just to free themselves
from drowning under administrative demands. However, that can
result in higher costs for society
and poorer care, while also carrying its own stresses for clinicians.
Tech that empowers smaller,
independent practices to not only
stay viable but succeed in shared
initiatives, such as value-based
care models, can help preserve
the dwindling ranks of independent practices and general
practitioners.
Poor technology got us into
this mess; good technology can
get us out. In fact, it’s the only
thing that can.

Oron Afek is the CEO of Vim, a technology
company building digital infrastructure for
U.S. health care.
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A

leading cause of global morbidity and
mortality is Type 2 diabetes mellitus
(T2DM). Diabetic kidney disease (DKD)
is characterized by a decline in renal
function associated with low estimated glomerular
filtration rate (eGFR) or increase in albuminuria
(>30 mg/g creatinine).1 Over 460 million people
worldwide currently are diagnosed with T2DM, and
this number is expected to increase to nearly
580 million by 2030.2 DKD affects up to 40% of patients with diabetes, exposing them to a 3-fold higher
risk of cardiovascular disease (CVD) and death compared with those having diabetes alone.3,4 Here are 3
things you should know about managing DKD.

1

DKD magnifies
morbidity and
mortality in patients
with diabetes.

The duration of diabetes, glycemic control and
control of hypertension all influence the development and progression of DKD. Individuals with
DKD make up the fastest growing group of dialysis
users and kidney transplant recipients in the United
States.5 Prior to the development of DKD and low
eGFR, most patients experience albuminuria. The
degree of albuminuria is a predictor of CV outcomes. As albuminuria increases, so does the risk
of CVD, even in the setting of a normal eGFR.
Effectively controlling hyperglycemia and hypertension can delay the onset of albuminuria and slow
progression of DKD. Reduction of albuminuria may
also have cardioprotective effects and may reduce
mortality in these patients.6
Unsurprisingly, the burden of DKD increases
health care costs and resource utilization substantially. A 2017 study of the Truven Health Analytics
database found yearly all-cause costs of patients
with T2DM to be $3,580 higher for those with
microalbuminuria (30 to 300 mg/g) and $12,830

Linking Diabetes and Kidney Disease

DM causes
approximately 1/2
of all ESRD
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higher for those with macroalbuminuria (>300
mg/g) relative to patients without albuminuria.7
Health-related burdens of DKD also include poor
quality of life, difficulty with glycemic control and
increased risk of hospitalization. Diabetes is the
primary cause of end-stage renal disease (ESRD),
accounting for approximately half of cases in
developed countries.8 Patients with diabetes have
a much higher risk of developing ESRD.8 DKD is
also associated with increased mortality, primarily
due to CVD. Risk of CVD is higher among patients
with diabetic nephropathy relative to those without
nephropathy. Broader awareness of the prevalence
of CV risks in this patient population is needed
to facilitate timely interventions and improve
outcomes.9

2

Recommendations
for DKD management
include glucose
control.

Kidney Disease Improving Global Outcomes
(KDIGO) 2020 Clinical Practice Guidelines start
with modifiable lifestyle factors like physical activity,
nutrition and weight management. Recommended
first-line therapeutic agents include metformin
plus a sodium-glucose cotransporter-2 (SGLT2)
inhibitor, depending on renal function, although
additional pharmacologic therapy may be needed
for glycemic control.10 SGLT2 inhibitors include
canagliflozin, dapagliflozin and empagliflozin. These
agents block glucose and sodium reabsorption in
the kidney and increase tubuloglomerular feedback,
lowering intraglomerular hypertension, proteinuria,
blood pressure, arterial stiffness, weight and glycated
hemoglobin level.11
SGLT2 inhibitors have been shown to reduce CV
events, including hospitalizations and deaths.
In the EMPA-REG trial (NCT01131676), 7,020
patients with T2DM and established CVD were
treated with empagliflozin or placebo for a median
of 3.1 years. Patients receiving the study drug had
a lower rate of primary composite CV outcomes
or death relative to those taking placebo (10.5%
vs 12.1%, respectively; P = .04).12 The DAPA-CKD
trial (NCT03036150) explored dapagliflozin as an
adjunct to standard care in 2,152 participants, with
another 2,152 receiving placebo. Dapagliflozin
reduced the risk of major adverse kidney events and
CV events and lowered all-cause mortality risk in
patients with kidney disease.13
The 2022 American Diabetes Association (ADA)
Standards of Medical Care in Diabetes recommend
consideration of SGLT2 inhibitors for T2DM with
DKD when eGFR rate equals or exceeds 25 mL/
min/1.73 m2 and urinary albumin-to-creatinine
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ratio (UACR) equals or exceeds 300 mg/g. SGLT2
inhibitors may also be considered for patients with
T2DM and DKD if either of the previous two parameters are present.14 These agents are contraindicated
in patients with type 1 DM, who are pregnant or
have undergone transplant or who have a history of
diabetic ketoacidosis. In patients at increased risk
for DKD progression or CV events, as well as those
who are unable to use SGLT2 inhibitors, a nonsteroidal mineralocorticoid receptor antagonist (MRA)
is recommended as an alternative.14

3

RAS blockade-based
options are available
to manage DKD.

Renin-angiotensin system
(RAS) blockade has been a long-standing strategy
for delaying DKD progression via antihypertensive
and antiproteinuric effects.15 RAS inhibitors, like
angiotensin-converting enzyme inhibitors (ACEi)
or angiotensin-receptor blockers (ARBs), carry the
risk of hyperkalemia, but especially in patients with
DKD.16,17 KDIGO guidelines recommend using either ACE inhibitors or ARBs and reducing the dose
or discontinuing therapy in cases of symptomatic
hypotension or uncontrolled and treatment-unresponsive hyperkalemia.10

MRAs, or aldosterone antagonists, are available
for the treatment of DKD. Conventional steroidal
MRAs include spironolactone and eplerenone. Risks
associated with these therapies include hyperkalemia, hyponatremia, hypotension and endocrine
side effects.18 Finerenone is a nonsteroidal MRA
with greater in vitro receptor selectivity and more
receptor affinity than spironolactone and eplerenone, with minimal risk of endocrine side effects.19, 20
Phase 3 outcomes of finerenone in the double-blind,
placebo-controlled FIDELIO-DKD (NCT02540993)
trial indicated a lower risk of composite kidney
failure, sustained decrease in eGFR of at least 40%
from baseline or death from renal causes among
patients treated with the study drug in addition to
ACEi or ARB therapy. The risk of hyperkalemia was
higher in the finerenone group relative to the placebo group, although this risk is lower than that noted
with steroidal MRAs.20
MRAs are recommended as adjunctive therapy
in patients already taking RAS blockers to reduce
blood pressure and albuminuria.10 Monitoring
for hyperkalemia and acute reversible reduction
in eGFR with spironolactone and eplerenone is
important. KDIGO guidelines also note that newer
nonsteroidal MRAs with fewer side effects may provide additional benefit in patients with DKD.10

MRA Comparison
HTN

HK

Endocrine AEs

+++

+++

+++

Eplerenone

++

+++

+

Finerenone

+++

++

-

Spironolactone

AEs, adverse events; HTN, hypertension; HK, hyperkalemia,
MRA, mineralocorticoid receptor antagonist ; SEs, side effects.
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Claim Your CME Credit at:
www.gotoper.com/tkm22kdd-art
CME POST-TEST QUESTIONS
1 Which of the following is a true
statement regarding the impact of chronic
kidney disease (CKD) in patients with
diabetes?

A. Diabetes is the second-leading cause
of end-stage renal disease (ESRD),
following hypertension.
B. The development of CKD is linked
to poorer quality of life (QOL) in
patients with diabetes.
C. Most patients with diabetes and
CKD die of ESRD.
D. The development of CKD does
not worsen QOL in patients with
diabetes.

2 Which of the following is a true

statement regarding renin-angiotensin
system (RAS) blockade in patients with
type 2 diabetes and CKD?
A. These agents rarely cause
hyperkalemia in patients
with diabetes.
B. No nonsteroidal mineralocorticoid
receptor antagonists (MRAs) have
been approved for use in patients
with CKD.
C. The use of finerenone has been
associated with lower risk of
hyperkalemia versus steroidal
MRAs.
D. MRAs are not recommended
for use in conjunction with other
RAS blockers.

To learn more about this topic, including information
on cardiovascular risk in diabetic kidney disease, go to
www.gotoper.com/tkm22kdd-act
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Deep Dive
Washington update from MGMA
By Keith A. Reynolds Editor

Prior authorizations and Medicare reimbursements
are some of the most consistently cited sources of
issues at primary care practices. Anders Gilberg,
senior vice president of government affairs for the
Medical Group Management Association, joined
Medical World News® earlier this year to discuss his
organization’s lobbying efforts in Washington, D.C.
The following interview has been edited for
length and clarity.

Medical World News®: Your organization gave
comments to the federal government on the
state of prior authorization in (the United
States) recently. Can you explain the issue?
Anders Gilberg: Prior authorization is a constant
thorn in the side of our medical practice members.
We did a survey a month ago, in which 80% of our
members said that over the past year, prior authorization requirements had increased. We’re seeing
that every year — just a continuing increase in the
burden of prior authorization on medical practices.
When we do our regulatory burden survey every
year, it always rises to the top in terms of the largest
burden our members face.
The request for information was a little more
technical, but it was on what can we do to automate
prior authorization, which is important. The way we
responded to it is that (automation) is one piece of
an overall strategy we think would be effective at
reducing the burden on medical practices with prior
authorization. We don’t want to just make it easier
and have more prior authorization. Ultimately, our
goal is to reduce the number of situations in which
a health plan is questioning the clinical judgment of
a physician and making that judgment on behalf of
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patients. Reducing the volume of prior authorization
in this country is our first priority.
With that said, we think prior authorization can
be very helpful. Something our members often run
into is that there’s not one standardized way to submit prior authorizations or additional information
— maybe clinical information or chart information
— to the health plans. There’s not one standard in
this country, so each health plan thinks they have the
best proprietary way to make it really easy. However,
I’ll use myself as an example, if I had 20 separate
websites to log on to and have passwords for every
one of those websites, it quickly becomes burdensome. Each website may be efficient, but each one is
different. I would lose track of those passwords and
it would be a problem.
Now, medical practices are more sophisticated
than I am in that regard. However, they may have
contracts with 20 to 30 major health plans in their
market, and if each one of those has its own electronic
portal with a password, each one’s different. The
way it works is you have to hire staff to go in there
and learn each one of those processes, which is time
consuming and redundant. Ideally, we’re looking for
one standard and one way of submitting them, such as
pushing a button or maybe having it integrated with
an electronic medical record and the clinical record.
We could provide the information health plans need
but do so in a streamlined way that isn’t just multiplied by 20 and having that staff burden.
Overall, electronic prior authorization is something we’re looking for and advocating for. As part of
our letter, we gave some recommendations on how
to implement the electronic version of it without
creating more prior authorizations. Ultimately, there
are multiple situations in which maybe a physician
who has high quality and low cost is already being
measured on value by the health plan, and we want
to exempt those physicians from prior authorization. If they’re in a value-based arrangement, they’re
already incentivized to increase quality and reduce
Medical Economics.com
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“Ultimately, our goal is to reduce the number of
situations in which a health plan is questioning
the clinical judgment of a physician and making
that judgment on behalf of patients. Reducing
the volume of prior authorization in this
country is our (first) priority.”
—Anders Gilberg, senior vice president of
government affairs for the Medical Group
Management Association

costs. They’re held accountable already. Why layer any
additional type of utilization review from the health
plan to just add burden on the practice?
It was a great opportunity to complement some of
what we’re doing with Congress. I’ll also mention that
we are supporting legislation, the Improving Seniors’
Timely Access to Care Act — if you’re interested in that
Senate Bill 3018, or House Bill 3173. We’re promoting
that legislation to reduce the number of prior authorizations and help physicians in value-based arrangements
get out from under prior authorization and focus on, in
this case, Medicare Advantage plans, where we see a lot
of it, and really get the ball rolling with Medicare prior
authorization reform in this country. Ideally, each year,
we want to reduce that number our members are telling
us. It’s disturbing that 80% of them said it increased
over the past year, and we’re responding accordingly.
MWN: What is your organization’s position
on the Medicare Payment Advisory Commission
(MedPAC) recent recommendation on Medicare
reimbursements?
AG: It was a bit surprising. It was disheartening and

disturbing to hear MedPAC make that recommendation
of a 0% update in 2023. The news almost came out the
exact day we were getting CPI reports out of the government of (7% to 8.5%) increases in inflation.
Our members are reporting incredible problems.
Recruiting staff is a big issue right now, and many of
our practices in this current environment have had to
limit their hours or close satellite locations because
they do not have the clinical staff. It’s one thing if you
have a doctor, but if you don’t have a team around that
position to actually open up a medical practice to room
patients (and) do all the things we all expect when we
go to the doctor, then you can’t provide those services
in the way you need to. It’s an incredible burden.
We want to make sure our members and medical
practices across the country receive equitable payment
from the Medicare program so they don’t have to limit
the number of Medicare patients they treat. The last
thing we want in this country is any kind of access problem for Medicare beneficiaries. It was concerning that
MedPAC would say, “No, 0%. We don’t see any reason
to update payments, even in this environment.” That’s
definitely a concern.
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