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DON’T BE OUT OF 
THE LOOP ON
OUT-OF-POCKET COST

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

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

Important Safety Information
• SHINGRIX is contraindicated in anyone with 

a history of a severe allergic reaction (eg, 
anaphylaxis) to any component of the vaccine 
or after a previous dose of SHINGRIX

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

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

• 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

• 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%)

LET PATIENTS KNOW THE AVERAGE OUT-OF-POCKET 
COST MAY BE LESS THAN THEY THINK

$ $ $ $ $
SHX Dark Red SHX Red SHX Light Gray

(10K)
SHX Gray

(60K)
K.O

Discard background
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5
DOLLARS*
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*Average out-of-pocket cost for commercially insured patients.1
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To see additional information 
about cost and coverage go to

CoverageSHINGRIX.com

Individual access may vary by geography and plan benefit design.

Important Safety Information (cont’d)

• 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

References: 1. Data on file, GSK. 2. Managed Markets Insight & 
Technology, LLC, Database as of June 2021. 3. Patient Protection 
and Affordable Care Act, 42 USC §2713 (2010). Updated June 9, 2010. 
Accessed February 2, 2021. https://www.hhs.gov/sites/default/files/
ppacacon.pdf

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

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

When it comes to healthcare, coverage and cost are often big concerns for patients. 
But as you’ll see, cost doesn’t need to be an obstacle to receiving quality care. In fact,
for most commercial plans, the out-of-pocket cost to patients is usually minimal.

Nationally, payers covering 96% 
of commercial medical benefit 
enrollees cover SHINGRIX2,†

90% of privately insured patients 
pay no or limited out-of-pocket 
cost with the average cost being 
less than $5 per dose1

The Affordable Care Act 
(ACA) requires all Health 
Insurance Marketplace plans 
and most other private health 
insurance plans to cover 
all Advisory Committee on 
Immunization Practices 
(ACIP)-recommended 
vaccines, including 
SHINGRIX, with no cost 
sharing (deductibles, 
copayments or coinsurance) 
if administered in-network.3

SHINGRIX Dark Red SHINGRIX Gray (60K) SHINGRIX Gray (10K)SHINGRIX Red SHINGRIX Gray (85K)

90%> 90%> 90%> 90%> 90%> 90%

96%

SHINGRIX Dark Red SHINGRIX Gray (60K) SHINGRIX Gray (10K)SHINGRIX Red SHINGRIX Gray (85K)

90%> 90%> 90%> 90%> 90%> 90%

96%

What you need to know:
Coverage, coding, cost to patient, reimbursement amount for product, and administration fee 
will vary by payer, plan, patient, professional setting, or services rendered and are subject to 
change without notice. Cost to patients may vary. Coverage and reimbursement decisions are 
made by individual payers following receipt of claims from providers. Providers must follow payer 
documentation and billing requirements.

    †SOURCE: Managed Markets Insight & Technology, LLC, Database as of June 2021. “Coverage” 
is formulary access without restrictions, which means reimbursement from a health plan with no 
accompanying step edits or prior authorizations. Veterans Affairs (VA) and Indian Health Service 
(IHS) lives have been omitted when calculating the percentage of lives for this geography.

©2021 GSK or licensor.
SGXJRNA210065  September 2021
Produced in USA.

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

2.2 Administration Instructions 

For intramuscular injection only.

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

2.3 Dose and Schedule

Two doses (0.5 mL each) administered intramuscularly according 
to the following schedule:

•  A � rst dose at Month 0 followed by a second dose administered 
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.

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)].

5.3 Syncope 

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 re� ect the rates observed in practice. There is 
the possibility that broad use of SHINGRIX could reveal adverse 
reactions not observed in clinical trials.

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 

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 speci� c 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)

Adverse
Reactions

Aged 50-59 
Years

Aged 60-69 
Years

Aged ≥70 
Years

SHINGRIX Placeboc SHINGRIX Placeboc SHINGRIX Placeboc

Local 
Adverse
Reactions

n = 1,315
%

n = 1,312
%

n = 1,311
%

n = 1,305
%

n = 2,258
%

n = 2,263
%

Pain 88 14 83 11 69 9
Pain, 
Grade 3d 10 1 7 1 4 0.2

Redness 39 1 38 2 38 1
Redness, 
>100 mm 3 0 3 0 3 0

Swelling 31 1 27 1 23 1
Swelling, 
>100 mm 1 0 1 0 1 0

General 
Adverse 
Reactions

n = 1,315
%

n = 1,312
%

n = 1,309
%

n = 1,305
%

n = 2,252
%

n = 2,264
%

Myalgia 57 15 49 11 35 10
Myalgia, 
Grade 3e 9 1 5 1 3 0.4

Fatigue 57 20 46 17 37 14

Fatigue, 
Grade 3e 9 2 5 1 4 1

Headache 51 22 40 16 29 12
Headache, 
Grade 3e 6 2 4 0.2 2 0.4

Shivering 36 7 30 6 20 5
Shivering, 
Grade 3e 7 0.2 5 0.3 2 0.3

Fever 28 3 24 3 14 3
Fever, 
Grade 3f 0.4 0.2 1 0.2 0.1 0.1

GIg 24 11 17 9 14 8
GI, 
Grade 3e 2 1 1 1 1 0.4

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

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

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

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

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

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

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

The incidence of solicited local and general 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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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 insuf� cient to determine a causal relationship
with SHINGRIX.

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

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

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

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

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

6.2 Postmarketing Experience

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

General Disorders and Administration Site Conditions

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

Immune System Disorders

Hypersensitivity reactions, including angioedema, rash, and urticaria.

Nervous System Disorders

Guillain-Barré syndrome.

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

The association between vaccination with SHINGRIX and GBS was 
evaluated among Medicare bene� ciaries aged 65 years or older. 
Using Medicare claims data, from October 2017 through February 
2020, vaccinations with SHINGRIX among bene� ciaries were 

identi� ed through National Drug Codes, and potential cases of 
hospitalized GBS among recipients of SHINGRIX were identi� ed 
through International Classi� cation of Diseases codes.

The risk of GBS following vaccination with SHINGRIX was assessed 
in self-controlled case series analyses using a risk window of 1 to 42 
days post-vaccination and a control window of 43 to 183 days 
post-vaccination. The primary analysis (claims-based, all doses) 
found an increased risk of GBS during the 42 days following 
vaccination with SHINGRIX, with an estimated 3 excess cases of 
GBS per million doses administered to adults aged 65 years or older. 
In secondary analyses, an increased risk of GBS was observed
during the 42 days following the � rst dose of SHINGRIX, with an 
estimated 6 excess cases of GBS per million doses administered to 
adults aged 65 years or older, and no increased risk of GBS was 
observed following the second dose of SHINGRIX. These analyses
of GBS diagnoses in claims data were supported by analyses of 
GBS cases con� rmed by medical record review. While the results 
of this observational study suggest a causal association of GBS 
with SHINGRIX, available evidence is insuf� cient to establish a 
causal relationship.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

The data are insuf� cient to establish if there is vaccine-associated 
risk with SHINGRIX in pregnant women [see Use in Specifi c 
Populations (8.1) of full prescribing information].

8.2 Lactation

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 Specifi c 
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 ef� cacy 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 bene� ts and risks of immunization 
with SHINGRIX and of the importance of completing the 2-dose 
immunization series according to the schedule.

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

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

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

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

©2021 GSK group of companies or its licensor.
July 2021 SHX:6BRS

©2021 GSK or licensor.
SGXJRNA210065  September 2021
Produced in USA.
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Do physicians need 
MBAs?

T here’s no question the business of medicine has gotten 
more complex in recent decades. From small prac-
tices to massive hospitals, every aspect of health care 

delivery has ratcheted up the complexity. There are myriad 
payment models, reimbursement schemes, payer nuances, 
the list goes on. 

Even a solo physician has to take on more business 
challenges than once upon a time, when often it was enough 
to hang up a shingle where there weren’t so many other 
doctors and start accepting patients. Now that doctor must 
compete for patients against other physicians, pharmacy-run 
clinics, urgent care, and more. 

It’s a common thing we hear from our audience that these 
challenges — the type Medical Economics® covers — are the 
things they “don’t teach in medical school.” No one would 
accuse physicians of being undertrained. Yet, we must ask 
the question: Do physicians need more business training?

Our cover story in this, our November issue, drills into 
this very question: Do doctors need business training to 
succeed in today’s environment? The answers we heard, not 
surprisingly, were mixed. 

Some said the administrators and lawyers and account-
ants on the business side of medicine, frankly do not respect 
the business acumen of physicians. As Maria Chandler, 
M.D., MBA, told us: “I was shocked at how physicians were 
regarded, as if we didn’t know anything about the business 
side. So I decided that if I want to be a leader and fight for 
physicians I’d better do something about this and get an 
education.”

Not everyone agrees. David Zetter, a health care business 
consultant, says physicians with more business training can 
often bump heads with those administrators. “I’ve got a situ-
ation now where the practice administrator is butting heads 
with a doc [with an MBA] who keeps sticking his nose in.” 

This debate reflects where the nonclinical side of health 
care is right now: complex, with lots of gray areas that are 
challenging for physicians to navigate. 

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

Mike Hennessy Sr.
Chairman and Founder
of MJH Life Sciences™
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Over a century ago, most states passed laws prohibiting 
the corporate practice of medicine. The goal was to make 
sure medical decisions would be uninfl uenced by the 

profi t motive and left to the physicians caring for their patients.  
States were also concerned that large industries would operate 
their own health care services or even own their own hospitals 
exclusively for their employees, thereby making health care less 
accessible to the general population.

While still on the books in many states, these laws have been 
eroded and rendered unenforceable over time. Physicians who 
incorporated used professional corporation statutes to comply. 
These statutes required physician ownership but preserved the 
intent of the law. 

The erosion of anti-corporate ownership laws started when 
many states exempted not-for-profi t hospitals from them, leading 
to large-scale purchase of physician practices by health systems 
starting in the 1990s. Employee clinics for larger companies also 
became more prevalent in the 2000s.

 If we fast-forward to 2021, we see that most of the goals of the 
laws prohibiting corporate medical practice have been lost. Med-
ical decision making now is infl uenced by everyone from insurers 
and government policymakers to the administrators of corporate 
entities that employ physicians. This interference takes the shape 
of prior approval requirements, hospital length of stay require-
ments, formularies, administrative control of scope and opera-
tion of medical practices, and even includes our new value-based 
contracts requiring physicians to take insurance risks. No wonder 
physicians have signaled a deep  sense of dissatisfaction with the 
current state of medicine and a growing disenfranchisement. 

The last decade has also seen a major and accelerating shift 
in the basic structure of the U.S. health care system. Whether 
intentional or not, the opportunity for corporations to extract 
profi ts from a high cost and ineffi  cient system is undeniable.  
Venture capital has entered the health care system at a historic 
and accelerating rate. In the fi rst half of 2021 over $21.8 billion 
has been invested, up from $16.8 billion for all of 2020. Some of 
this increase can be traced to Covid response and the new oppor-
tunities for innovation and increased investments in telemedi-
cine technology. However, there is also increasing venture capital 
investment directly into the structure and provision of primary 
care services. This represents a marked shift, and the implications 
of such a change makes it worth pointing out. How will this aff ect 
the future of the US health care system? 

by L. Allen Dobson Jr., MD, FAAFP

From the Editor-in-Chief

Beware the trend of 
for-pro� t medicine

To read the full article, go to MedicalEconomics.com
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I N V E S T I N G  I N T E L L I G E N C E  with Dave S. Gilreath

By Dave Gilreath, CFP

Exchange-traded funds (ETFs), 
investments not widely known 
a decade ago, are proliferating 
in a broadening variety, aff ord-
ing investors increased flexi-
bility to shape their portfolios.

The rapid growth of ETFs 
makes more tightly focused 
strategies accessible to individ-
ual investors, especially those 
bewildered by the often daunt-
ing task of picking stocks. Inves-
tors who can benefit include 
physicians managing their accu-
mulated wealth, retirement 
plans, or a 401(k) rollover exe-
cuted as they approach or enter 
retirement.    

ETFs fi rst hit 
the fi nancial ser-
vices mainstream 
in the early 1990s. 
Similar to index 
mutual  funds, 
they have lower 

fees but they off er a key advan-
tage — they can be bought and 
sold during the trading day, 
so investors aren’t forced to 
take the price at market close 
as they are with mutual funds. 
Despite this edge, ETFs strug-
gled for years to gain traction. 
Over the past decade, however, 
they’ve achieved widespread 
acceptance as an alternative to 
index funds. 

Until a few years ago, ETF 
was pretty much synonymous 
with passive management
because only a handful were 

actively managed funds in 
which managers picked stocks 
rather than tracked indices. 
Since 2016, however, active 
ETFs have taken off . As of July 
2021, they accounted for 66% 
of the more than 188 new ETFs 
launched thus far in 2021, bring-
ing the total of active products 
to 639. Reasons for the growth 
include regulatory changes that 
make them less expensive for 
investment companies, and 
ease of purchase for investors.   

Actively managed ETFs have 
received a boost from the rising 
profi le of ARK Funds, a com-
pany with several active ETFs 
that have posted astronomi-
cal five-year returns (though 
they’ve ebbed over the past year 
or so). ARK’s success has lent 
legitimacy to the idea of active 
ETFs based on a broad con-
cept. ARK’s funds own shares 
in technology companies con-
tributing to what the company 
calls transformative disruption.

As more active ETFs have 
launched, off erings of passively 
managed ETFs have expanded 
from basic funds tracking major 
indices to more sophisticated 
products. Some of these ETFs 
track part of an index, whereas 
others offer exposure to eso-
teric indices stressing a par-
ticular performance metric or 
characteristic.

For nonequity asset classes 
— including bonds, commodi-
ties and currencies — the pre-
ponderance of ETFs is opening 

up many new possibilities for 
investors.

For stock investors, a wide 
range of available ETFs suggests 
myriad strategies. Here are few 
examples:  

• Buying into narrow sub-
sectors on broad sector dips. 
For example, Amplify Trans-
formational Data Sharing 
(BLOK),  an actively managed 
blockchain-oriented ETF, owns 
shares of various cryptocur-
rency mining fi rms and man-
ufacturers of high-powered 
computer equipment for min-
ing. If the overall tech sector 
takes a big hit, investors may 
broadly sell tech shares such 
as cryptocurrency/blockchain 

companies.  This scenario 
would likely push down shares 
of BLOK, allowing investors to 
buy in low. 

• Discovering attractive 
companies while considering 
active ETFs based on themes. 
For example, ARK Autonomous 
Tech & Robotics ETF (ARKQ), 
a fund focused on autonomous 
vehicles, casts a wide net to buy 
shares of companies making 
contributions to autonomous 
vehicle technology. Review-
ing this fund’s holdings might 
alert investors enamored with 
this theme — including stock 
pickers — to companies they 
hadn’t known were relevant to 
it. The fund includes seemingly 

What physicians need to know about 
exchange-traded funds

Gilreath
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By Todd Shryock
Managing Editor

The Federal Reserve held bench-
mark interest rates near zero for 
now, but indicated a rate hike 
will be coming. The central bank 
also cut its economic outlook 
for the year. Both moves were 
expected by economists.

COVID-19 continues to be 
a major factor, with the bank 
stating the path of the econ-
omy continues to depend on the 
course of the virus. “Progress on 
vaccinations will likely continue 
to reduce the eff ects of the pub-
lic health crisis on the economy, 
but risks to the economic out-
look remain,” said a statement 
from the Federal Reserve.

The Federal Open Market 
Committee said it will start pull-
ing back some of the stimulus it 
has been providing, but there 
was no indication when that 
will happen. Many economists 
predict a tapering of bond pur-
chases to start in December.

Even though the commit-
tee voted unanimously to keep 
short-term rates where they 
are, more members now see a 
rate hike happening in 2022. In 
June, a majority indicated they 
thought it would be 2023.

The Fed also made changes to 
some of its economic forecasts, 
with a decrease in the growth 

outlook and higher inflation 
expectations. GDP growth has 
been cut to 5.9% compared to 
the 7% forecast in June, but 2023 
growth is set at 3.8% compared 
to 3.3% previously.

Core inflation is projected 
to increase 3.7% this year, com-
pared to the 3% June forecast, 
and see infl ation at 2.3% for 2022 
instead of the original projection 
of 2.2%. The bank’s preferred 
inflation measure – the per-
sonal consumption expendi-
tures index less food and energy 
prices – increased 3.6% in July, 
the highest level in 30 years. 

However, Federal Reserve 
Chairman Jerome Powell has 
said he expects price pressures 
to subside as supply chain fac-
tors, goods shortages, and unu-
sually high levels of demand 
return to pre-pandemic levels.

According to economists, 
markets didn’t expect much in 
the way of major decisions, but 
were worried about when the Fed 
would start reducing the pace of 
its monthly bond purchases.

Federal Reserve: 
No rate hike — yet

unlikely industrial companies 
developing applicable tech-
nologies such as Lockheed 
Martin, Deere & Company and 
Caterpillar.

• Building a fund of funds, 
custom-weighted to refl ect an 
individual’s view of the mar-
ket. Suppose an investor wants 
exposure to the S&P 500 but 
disagrees with the index’s sec-
tor weightings. Instead, the 
investor could buy a selec-
tion of sector ETFs to build 
a portfolio of sector funds, 
each weighted as the investor 
chooses. SPDR off ers passive 
ETFs of S&P 500 stocks for 
all 11 sectors of the index. If an 
investor believes energy will 
rise, they can weight energy 
ETF (XLE) more heavily than 
the S&P 500 currently does 
(2.76%), as of press time. If the 
investor disagrees with many 
analysts that rising current 
infl ation will eventually lead to 
rising interest rates, benefi ting 
banks and fi nancial fi rms, then 
they might want to weight 
SPDR’s fi nancials/banking ETF 
(XLF) lighter than does the 
S&P 500 (11.45%).

• Getting exposure to a 
particular performance metric 
or characteristic. For example, 
investors seeking exposure to 
value stocks with strong free 
cash fl ow might choose Dis-
tillate U.S. Fundamental Sta-
bility & Value ETF (DSTL). Or 
value-oriented investors with 
ESG (environmental, social 
and governmental) goals 
might like ClearBridge Focus 
Value ESG ETF (CFCV). For 
momentum-oriented inves-
tors, ProShares NASDAQ-100 
Dorsey Wright Momentum 
ETF (QQQA) off ers this spe-
cific exposure. It owns 18 
technology stocks from the 
NASDAQ-100, all with high 
relative strength, and three 

from other sectors — phar-
maceuticals, communications 
and foods — that also have 
strong momentum character-
istics. This fund is reconsti-
tuted quarterly to maintain 
its exposure to stocks that 
have moved upward during 
the past quarter, a sign that 
they may continue this ascent 
for a time.

• Accessing market trends 
while they’re still hot—espe-
cially when many investors 
may think they’re not. For 
example, iShares U.S. Home 
Construction ETF (ITB) is a 
passively managed fund that 
provides exposure to the cur-
rent boom in single-family 
home construction. The Case-
Shiller U.S. Home Price Index 
posted the highest one-year 
gain ever, up 19% through the 
end of June 2021. Many inves-
tors might now see this as a 
top, but that would be to dis-
count various data indicating 
room for growth: historically 
low interest rates, a legion of 
demographically dominant 
millennials seeking homes 
and a dearth of new homes 
built during the COVID-19 
pandemic. Also, housing starts 
are currently way below where 
they need to be to meet pro-
jected long-term demand.

Potential strategies are 
limited only by the variety 
of available ETFs, which is 
expanding daily.
Dave Sheaff  Gilreath, a certifi ed 
fi nancial planner, is a 40-year 
veteran of the fi nancial services 
industry. He is a partner and 
chief investment offi  cer of Sheaff  
Brock Investment Advisors LLC, 
a portfolio management company 
for individual investors, and 
Innovative Portfolios LLC, an 
institutional money management 
fi rm. Based in Indianapolis, the 
fi rms manage approximately $1.4 
billion in assets nationwide. 

“Progress on vaccinations 
will likely continue to 

reduce the eff ects of the 
public health crisis on the 
economy, but risks to the 

economic outlook remain.”
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Important declines in the rates of viral-load monitoring and 
in-person follow-up visits among virally suppressed people 

living with HIV (PLWH) were identified in a study that compared 
use of clinical services by this population before and during the 
COVID-19 pandemic. 

As has been documented for other chronic conditions, re-
searchers also found that the increase in use of telehealth for fol-
low-up visits did not offset the decrease in in-person clinic visits.

Investigators led Gerald Pierone, M.D., from Whole Family 
Health Center, Vero Beach, Florida, accessed data from partici-
pants in the ongoing OPERA study who were 18 years of age or 
younger, on antiretroviral therapy (ART) and active in care in the 
OPERA cohort within 2 years prior to October 30, 2020.

The researchers included OPERA participants who were 
virally suppressed (viral load <200 copies/mL) and had switched 
treatment from any ART regimen to dolutegravir/lamivudine 
(DTG/3TC), or to a DTG- or bictegravir-based 3-drug regimen 
between May 1, 2019 and April 30, 2020.

They identified 4806 eligible PLWH in the pre-COVID-19 
study period (May 1, 2019, to Feb. 28, 2020) and 4992 PLWH in 
the COVID-19 period (March 1, 2020 to October 31, 2020).

Pierone et al estimated and compared incidence rates for 
clinical visits (HIV-related or otherwise), viral load measurements, 
and regimen discontinuation (change in any component of the 
ART regimen) for participants during the pre-COVID-19 period 
and during COVID-19. In-person visits were any scheduled or 
walk-in outpatient, emergency or laboratory visit. Telehealth visits 
comprised any telephone or video encounters.

In-person visits
Investigators found that rates of in-person visits were reduced 
nearly 2-fold during COVID-19 and that telehealth visits 
increased almost 9-fold. The resulting overall reduction in any 
visit rates fell from 10.07 visits per person-year (95% confidence 
interval [CI], 9.93-10.21) pre-COVID-19 to 7.10 (95% CI, 7.01-
7.19) during COVID-19.

ID WEEK 2021 Conference Recap
Sept. 29 — Oct. 3, 2021

For full ID WEEK coverage, visit 
PatientCareOnline.com

MORE ONLINE

In a new survey, U.S. health care workers (HCWs) said messages that 
explain COVID-19 vaccine safety and efficacy were the most helpful in 

getting more patients vaccinated against the novel virus.
“The rapid speed of COVID-19 vaccine development, utilization of 

novel technology, and an atmosphere of politicized misinformation 
have created a perfect storm for vaccine hesitancy. As early adopters of 
vaccination, HCWs set an example for the general population…However, 
comparatively little work has investigated HCWs’ attitudes toward vac-
cination and how those attitudes drive their recommendation behavior,” 
wrote study authors led by Steven Schaeffer Spires, MD, assistant pro-
fessor of medicine, Duke University School of Medicine, Durham, North 
Carolina.

To better understand HCWs beliefs about COVID-19 vaccines and 
what types of messages would improve their confidence in the vaccina-
tion and in recommending vaccination to patients, Spires and colleagues 
randomly assigned 674 North Carolina hospital employees (84% women, 
85% White) to see one of three different messages related to the vaccine 
and vaccination or no message (control) in Feb. 2021.

Message themes included an appeal to return to normal life (normal-
cy), an explanation of vaccine safety and efficacy even given the rapid 
development process (process safety) and signal detection theory (SDT) 
that compares the risk of getting vaccinated or not (risk assessment).

Out of the total cohort, 98% of HCWs had been offered the 
COVID-19 vaccine and 80% had already accepted the vaccine. For the 
20% who had not received the COVID-19 vaccine, the top reasons cited 
included the speed of development and testing, as well as concerns re-
garding vaccine safety and effectiveness, according to the study abstract.

Survey results showed HCWs were generally very comfortable recom-
mending the COVID-19 vaccine to patients and supported the idea of 
sharing the specific message they read. The process message was rated 
as the one HCWs felt would be the most helpful to patients and the one 
they would be most likely to be shared with them, while the SDT/risk 
assessment message was the one most trusted personally among HCWs. 
“This suggests that what is most appealing on a personal level is not 
necessarily what a HCW would recommend to their patients,” explained 
researchers.

Rating the message as trustworthy or believable was positively 
correlated with sharing among the HCWS (Pearson coefficient r=0.6), 
according to the abstract.

“HCWs’ high uptake and minimal hesitancy in recommending the 
COVID-19 vaccine is encouraging and merits further exploration for 
how to increase confidence in HCW who are hesitant to discuss and 
recommend vaccines to patients, as several highlighted the importance 
of respecting patient autonomy,” concluded researchers.

Patients with HIV used fewer 
essential clinical services 
during COVID-19 pandemic
by Grace Halsey Senior Editor

Health care workers survey: 
Here’s the COVID-19 vaccine 
messaging that works
by Sydney Jennings Associate Editor
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EMPOWERED TO END THE EPIDEMIC

DOES YOUR CURRENT HIV TREATMENT EMPOWER YOU TO HELP STOP THE VIRUS?

Thanks to 4 decades of advances in HIV research, we are more empowered to help stop the virus. In 
recent years, national initiatives have shifted their target from fighting the epidemic to ending it. Today’s 

comprehensive HIV therapies let us focus on working towards goals we never thought possible in the early days 
of the HIV epidemic, such as UNAIDS 90-90-90* and Ending the Epidemic: A Plan for America.1,2

Modern antiretroviral therapies (ART) help empower patients and their healthcare providers to choose the 
appropriate treatment for them. When selecting a treatment option, it is important to consider an individual 

patient’s history as well as a regimen that3:

*UNAIDS goal to ensure that by 2020, 90% of all people living with HIV will know their HIV status, 90% of all people diagnosed with HIV will receive 
sustained ART, and 90% of all people receiving ART will have viral suppression.1

References: 1. 90-90-90: An ambitious treatment target to help end the AIDS epidemic. UNAIDS. Published October 2014. Accessed June 10, 2020. 
https://www.unaids.org/sites/default/files/media_asset/90-90-90_en.pdf 2. About Ending the HIV Epidemic: Plan for America. HIV.gov. Updated 

February 26, 2020. Accessed June 10, 2020. https://www.hiv.gov/federal-response/ending-the-hiv-epidemic/overview 3. Panel on Antiretroviral Guidelines 
for Adults and Adolescents. Guidelines for the use of antiretroviral agents in adults and adolescents living with HIV. US Department of Health and Human 

Services. Updated December 18, 2019. Accessed April 13, 2020. http://aidsinfo.nih.gov/contentfiles/adultandadolescentgl.pdf 

GILEAD and the GILEAD Logo are trademarks of Gilead Sciences, Inc. All other marks herein are the property of 
their respective owners. © 2021 Gilead Sciences, Inc. All rights reserved. 333 Lakeside Drive, Foster City, CA 94404 
UNBP6248 01/21

Learn more about treatment recommendations at hivtreatmentpower.com
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IS AN MBA 
RIGHT FOR YOU?
As medicine grows increasingly corporate, doctors are fi nding 
that career advancement requires understanding the business 
side of the profession

by Jeff rey Bendix, senior editor

A lthough it’s been 30 years, pediatri-
cian Maria Chandler, M.D., MBA, 
can still recall when she realized 
she needed to learn about the busi-
ness of medicine. Soon after land-
ing her fi rst job, with TCC Family 
Health in Long Beach, California, 

she told the clinic’s CEO she wanted to gain some 
administrative experience. The CEO responded by 
asking Chandler to attend some committee meetings 
of the hospital with which the clinic was affi  liated.

“I was shocked at how physicians were regarded, 
as if we didn’t know anything about the business 
side,” she recalls. “So I decided that if I want to be 
a leader and fi ght for physicians I’d better do some-
thing about this and get an education. I’m going 
to come to the table with the same credentials 
[hospital administrators] have and then they’ll have 
to listen to me.”

Chandler enrolled in an MBA program at Pepper-
dine University’s satellite campus in nearby Irvine, 

taking classes two nights a week while continuing 
to work full time. Four years later, she emerged 
with a degree — and a better grasp of the chal-
lenges the hospital faced.

“I realized those administrators knew what they 
were talking about,” she says. “At the same time, 
I found I was being treated with more respect at 
the business meetings and I have been ever since. I 
couldn’t be happier I got that degree.”

Moving beyond the business basics
Doctors have always known that practicing med-
icine includes a business component; they can’t 
treat patients unless they earn money. But when 
most physicians practiced independently or in 
small groups it was enough to know the basics of 
practice fi nance and hire a practice manager and/or 
accountant to look after the rest.

As medicine grows increasingly corporatized, 
however, more doctors are fi nding that being able 
to read a balance sheet or profi t-and-loss statement 

CAREERS

IS AN MBA 
RIGHT FOR YOU?
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is no longer enough. Whether they 
work for a hospital system or own 
an independent practice, they are 
realizing they need to understand 
the language, concepts and skills 
taught in MBA programs to be 
able to advocate for their patients, 
advance their careers — or just 
remain in business. 

“You can’t do health care with-
out the business piece, just like the 
business piece can’t exist without 
the clinical,” says Timothy Switaj, 
M.D., MBA, a U.S. Army colonel 
who oversees health care delivery 
for Army and Air Force personnel 
in the San Antonio region. 

While the number of doctors 
with MBA degrees is unknown, 
several signs point to a gradual, 
though uneven, increase in interest 
among physicians in obtaining 
both degrees. For example, there 
were fewer than 30 joint M.D./
MBA programs operating in 2000, 
according to a study in the Ameri-
can Journal of Managed Care®. That 
compares to 60 such programs 
now listed on the Association of 
M.D./MBA Programs website. In 
addition, 14 schools off er joint DO/
MBA programs.

The Association of American 
Medical Colleges reports that the 
number of graduates from com-
bined M.D./MBA programs rose 
from 61 in 2003 to 148 in 2016, a 
142% increase. But after peaking at 
974 in the 2017-18 academic year, 
enrollment in these programs 
dropped to 644 in 2020-21. 

The paths to an MBA
Physicians generally take one of 
three paths to an MBA degree. The 
fi rst is by enrolling in a full-time 
MBA program while also practic-
ing full time, as Chandler did. A 
second path is to obtain an MBA at 
the same time as a medical degree 
through a program operated jointly 
by a medical and business school, 
where students alternate between 
the two.  

Joint-degree students at the 
University of Southern Califor-
nia (USC), for example, begin by 
taking two or three years of classes 
in the Keck School of Medicine 
followed by a full year of classes at 
USC’s Marshall Business School. 
The rest of their time at the univer-
sity is spent completing their credit 
requirements for both degrees. 

Independent medical schools, or 
those that are part of a university 
without a business school, some-
times will off er joint degree pro-
grams with a nearby one. Students 

at the Philadelphia College of 
Osteopathic Medicine (PCOM), for 
example, can take MBA classes at 
Saint Joseph’s University’s Haub 
School of Business. 

The third approach to earning 
an MBA is through an executive 
program. Unlike a full-time pro-
gram, executive MBA programs 
are geared more toward working 
professionals, with most classes 
held on weekends. That’s what 
appealed to internist Darren 
Sommer, DO, MBA, when, after fi ve 
years as a hospitalist at a regional 
medical center in North Carolina, 
he enrolled in the executive MBA 
program at Duke University’s 
Fuqua School of Business. Students 
attended weekend-long classes at 
Fuqua every other weekend for two 
years and did coursework on their 
own in between.

“It was a great experience 
because I was directing the hospi-
talist program and I could come 
back and implement some of the 
things I learned in my classes 
right away,” he recalls. “The other 
good part was that I was interact-
ing with people from all over the 
country who had similar back-
grounds and challenges to what 
I was facing so we were able to 
learn from each other.”

Like many other professionals 
who return to school, Sommer 
found it challenging to balance the 
demands of coursework with job 
and personal life — in his case, a 
medical practice and a family that 
included three small children. “It’s 
kind of funny, because when you’re 
doing it it’s like, I never knew I 
could cram this much stuff  into my 
life, but you fi nd a way to make it 
work,” he says.

The pros and cons of 
a dual M.D./MBA degree 
Each approach to obtaining a man-
agement degree at the same time 
as earning an M.D. or D.O., or while 
already in practice, has benefi ts and 

is no longer enough. Whether they 
work for a hospital system or own 
an independent practice, they are 
realizing they need to understand 
the language, concepts and skills 
taught in MBA programs to be 
able to advocate for their patients, 
advance their careers — or just 
remain in business. 

—Maria Chandler, M.D., MBA

“I was shocked at 
how physicians 
were regarded, 
as if we didn’t 
know anything 
about the busi-
ness side. So I 
decided that if 
I want to be a 
leader and fi ght 
for physicians I’d 
be� er do some-
thing about this.”
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drawbacks. One advantage of joint 
programs is that students usually 
can complete the MBA component 
in less than the two years required 
in most stand-alone MBA programs. 
At USC, for example, students take 
only 48 credits rather than the 
normal 63, says Evan Bouffides, 

assistant dean and director for MBA 
admissions at the Marshall School.

“In a sense, any dual-degree 
student cuts short the amount of 
time and cost by one full year com-
pared to students who pursue the 
two degrees independently of each 
other,” he says. 

Italo Subbarao, DO, MBA, dean 
of the College of Osteopathic 
Medicine at William Carey Uni-
versity, says earning the degrees 
simultaneously (through the 
PCOM/Saint Joseph’s joint pro-
gram) enabled him to understand 
systemic trends in health care 
better than many of his colleagues 
when he began practicing.

“It was a time when things 
like managed care and hospital 
consolidation were coming into 
play, and because of my MBA I 
could see what was coming next 
and started thinking about things 
like value-based care and quality 
outcomes,” he says. “The MBA 
allowed me to see these things 
a little sooner than the people 
around me.”

Studying for an MBA can also 
better prepare medical students 
for residency, Subbarao says. 
“You look at residencies a little 
differently because you have 
a better understanding of the 
system you’re about to enter,” 
he explains. “You might find a 
program you’re better aligned 
with because of what you learned 
through your MBA program.”

On the other hand, getting an 
MBA after being in practice a few 
years can yield more immediate 
benefits, say those who’ve chosen 
that route. “I think physicians who 
do executive MBA programs have 
a much richer experience because 
they’re able to implement some 
of the concepts they learn right 
away,” Sommer says.

Todd Shaffer, M.D., MBA, a 
family practitioner at the Truman 
Medical Center in Kansas City, 
decided to get a business degree 
in 2004 after being named resi-
dency director for the University 
of Missouri-Kansas City School 
of Medicine, which is part of the 
Truman Center.

Shaffer enrolled in a program 
at Rockhurst University that 
included practicing physicians 

While many doctors with MBAs say they have bene-
fited from getting the degree, not everyone thinks it’s 
a good idea. David Zetter, CHBC, CPC, principal of the 

practice consulting firm Zetter HealthCare, goes so far as to call it “a 
waste of money.”

“An MBA will teach you about management, but it doesn’t teach you 
how a medical practice is run,” he says. “There are too many things 
that happen in a medical practice that have nothing to do with courses 
taught in an MBA program.” 

He cites revenue cycle management as an example. “It’s the most 
important aspect of a medical practice but they don’t teach anything 
about billing, collections, follow-ups, what are the best policies and pro-
cedures. None of that is ever discussed in MBA programs.”

Getting an MBA also creates the potential for conflict with practice 
administrators. “I’ve got a situation now where the practice administra-
tor is butting heads with a doc [with an MBA] who keeps sticking his 
nose in,” he says. “It’s gotten to the point where one of his partners said, 
‘Why don’t you quit being a doctor and become our administrator if you 
think you can do it better?’ ”

Zetter acknowledges his biases stemming from his own work as a 
practice consultant and his position as president of the National Society 
of Certified Healthcare Business Consultants. “I’m not saying all MBA 
programs are bad, but you have to do due diligence,” he says. “Ask your-
self, why am I taking this program?  What do I expect to do with an MBA 
degree? And ask other doctors with MBAs what specific aspects of their 
practice do they better understand because they got that degree?”

He adds that doctors, even those with an MBA, should not try to run 
the business side of their practice. “You’ve gone through 13-plus years 
of school to become a clinician and generate revenue. If you’re going to 
spend time also being an administrator, you cut down on the time you 
can generate revenue,” he says. “So do you want to see patients and 
generate revenue or do you want to be an administrator? Because you 
can’t do both.”   

“A doctor should be seeing patients. They’re the ones generating 
revenue,” Zetter says. “So if you’re also managing the business, how are 
going to have time to see patients?”

The case against  
doctors getting MBAs
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and residents as well as medical 
students who were pursuing a 
joint degree. He noticed a differ-
ence between the two groups, 
especially in the projects students 
developed and worked on as part 
of their coursework. 

“We [doctors and residents] 
were using our projects in our 
clinical settings as we were doing 
the course,” he recalls, “whereas 
the medical school students didn’t 
have the experience to use what 
they were learning, and if you 
don’t get to use something right 
when you learn it you tend not to 
remember it, versus if you learn 
something today and use it tomor-
row, it’s probably going to stick 
with you.”

Shaffer found the program’s 
focus on developing leadership 
skills particularly useful. “We spent 
a lot of time figuring out what kind 
of leader we were. That was very 
useful because it helped me figure 
out what I’m good at and not so 
good at, then how to get better at 
some of those things,” he says. 

Reasons for  
getting an MBA
While physicians and program 
administrators cite a variety of 
reasons why doctors obtain MBAs, 
they generally fall into three broad, 
often overlapping categories: to 
improve their management skills, 
to advance in an organization and 
to gain a better understanding of 
health care policy. The latter was 
Sommer’s motivation for seeking 
the degree.

“It was during the debate over 
the Affordable Care Act, and I had 
some pretty strong opinions about 
it,” he recalls. “But when I’d go to 
Washington to talk to congress-
men, I quickly realized that having 
a medical degree wasn’t enough to 
participate in the debate. I needed 
a better business and policy under-
standing of health care to make my 
arguments more effective.”

Switaj credits the MBA and 
MHA degrees he earned through 
the Army-Baylor Graduate 
Program in Health and Business 
Administration with advancing 
him from chief medical officer at 
an Army community hospital to 
his current position as director of 
clinical operations and chief med-
ical officer (CMO) for the Army’s 
San Antonio region.

“I always knew I wanted to get 
into a physician leadership role 
where I could explain the business 
piece to the clinicians and the 
clinical piece to the administrative 
staff,” he explains. “I was able to do 
that at lower levels, but when I got 
to the CMO level I realized I had a 
knowledge gap I would need to fill 
if I wanted to move up.”

Switaj says the skills he learned 
in the Army-Baylor program ena-
bled him to better align the Army’s 
primary care resources in the San 
Antonio region with the places they 
were most needed. He also became 
proficient at using the spreadsheet 
program Excel to present data. 
“When I have to answer questions 
from my superiors or explain 
things to my staff, the ability to 
organize and interpret data and 
create charts and tables so they 
could better understand the data 
has been a masterful tool.

“I don’t think at any level you 
can completely separate yourself 
[as a physician] from the business 
side,” he adds. “Having the MBA 
provides that ability to speak the 
same language and help you better 
understand why some decisions 
are made, even some you may not 
agree with.”

A third reason doctors obtain 
MBAs is to better understand 
the management side of their 
own practice. That was the goal 
of Nathan Granger, M.D., MBA, 
when he enrolled in Rockhurst’s 
part-time MBA program in 2005. 
A decade earlier, Granger had 
co-founded Clay Platte Family 

Medicine Clinic in Kansas City 
and realized he needed more than 
on-the-job training to keep up 
with the rapidly growing prac-
tice’s needs. 

Having an MBA, he says, 
helped Clay Platte in a variety of 
ways. The human resources and 
organizational behavior knowl-
edge he acquired enabled the 
practice to identify and hire an 
administrator that matched its 
needs, ending the churn it had 
experienced at that position. 
“Normally for a small practice to 
hire a high-quality administrator 
is very difficult,” he says.

With the financial understand-
ing he gained, Granger was able 
to prepare and present monthly 
updates on Clay Platte’s finances, 
a practice he continues to this day. 
He now also chairs the finance 
committee of the clinically inte-
grated network to which Clay 
Platte belongs.

But the most important take-
away from his MBA experience, 
Granger believes, was to broaden 
his perspective on what it means 
to be a doctor. “I came to see 
that physicians don’t just have 
a responsibility to an individual 
patient,” he says. “We also have 
obligations to the health of our 
communities. That’s a basic tenet 
of being a physician.”

Granger’s MBA helped him meet 
those obligations by learning to 
work within and lead the network 
of doctors, practices, hospitals, 
payers and other organizations 
behind the treatment of an indi-
vidual patient. “Being able to work 
with all the different players in 
the health care system requires 
leadership,” he says. “And what 
better person to provide that than 
a doctor with an MBA?”

Like what you’re reading?
Subscribe today!
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P hysicians spend most of their lives 
training to be the best doctors they 
can be. What they don’t spend a lot 
of time doing is understanding what 
they are worth.

Because of increased consolida-
tion and a variety of other factors in 

health care, this problem has only worsened in the 
last decade. Many physicians in private practice have 
found themselves sitting across the table from an 
executive at a large hospital or health system that is 
looking to acquire their practice.

In a perfect world, there would be blinking 
red lights warning the physician to proceed with 
caution. The fact is, it doesn’t matter whether a 
physician is in their fi rst, fi fth, or 20th year of prac-
tice; in general they lack the training around salary 
and contract negotiations to match wits with savvy 
hospital executives.

The result? Physicians often wind up underpaid, 
relative to their colleagues, or otherwise shortchanged 
in their contracts.

This outcome doesn’t necessarily stem from any 
malicious intent on the part of the hospital. It’s more 
a refl ection of the way the incentives are set up in 
American hospital-side health care. When hospital 
executives consider recruiting or acquiring a phy-
sician or physician group, they focus on return on 
investment: How much is this hire going to cost and 
how much revenue is that doctor going to bring in as 
a result?

Put another way, the hospital wants to acquire 
a physician at the lowest cost while generating the 
highest revenue and maintaining the highest clinical 
quality possible.

Understand your market value
This milieu can be treacherous for any physician who 
doesn’t have a strong understanding of their market 
value. A physician who’s spent four years in resi-
dency training making $55,000 a year and is suddenly 
off ered a salary of $250,000 a year might not think to 
question it too much or to see if there are better off ers 
out there. After all, they just increased their salary 

by Ethan Nkana Contributing Author

How to negotiate for a 
higher salary — and win

Infl ation’s impact: What physicians need to know Page 20      
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nearly fivefold – surely there’s no 
downside in that turn of events.

The truth, however, is that they 
are probably aiming too low without 
even knowing it. This is particularly 
true for Black and female physicians. 
They might ask other African Amer-
ican or female doctors in their peer 
network what their salary is to get a 
sense of the ballpark, without realiz-
ing that there’s already a 20% to 30% 
pay disparity for these populations.

Hyperbole? Unfortunately, not. 
For instance, female physicians 
earn about 75 cents for every dollar 
made by a similarly skilled male 
counterpart, on average. When 
you’re talking about physician sal-
aries, that difference can translate 
to nearly $100,000.

Determine what’s 
important
While salary and compensation, 
including various bonuses and pro-
duction incentives, are an important 
factor, they are far from the only 
components that matter. Another 
way doctors lose out in these con-
tract negotiations is by not viewing 
the contract from a holistic perspec-
tive. I call it the 3 B’s: base, bonus 
and bennies.

BASE: the salary you get for 
showing up and doing your job.

BONUS: compensation you can 
earn by completing an action or 
achieving a goal (e.g., signing bonus 
or volume bonuses, etc.).

BENNIES: also known as benefits. 
These items have value but cannot be 
deposited into a bank account (e.g., 
paid time off, health insurance, etc.)

Also consider whether the ability 
to focus on research is important to 
you, or curing cancer or advancing 
medical education. How much vaca-
tion is optimal?

Likewise, what kind of practice 
support or professional development 
is offered? If you’re a physician who 
aspires to be CEO of a hospital, is 
the infrastructure in place to support 
that career path and enable progress 

toward that goal? A physician who is 
shortchanged on this aspect of their 
contract might be curtailing their 
long-term career plans.

The good news is physicians aren’t 
destined to lose out every time they 
head into salary and contract discus-
sions. There are several things they 
can do to level the playing field.

Improve your position
First and foremost, they should pull 
the data on salaries for physicians 
in their geographic area with the 
same specialty. You can either hire a 
specialist with industry experience 
to pull the data for you and make 
sense of the numbers, or if you’re on 
a tight budget, like many residents 
and maybe some practicing physi-
cians might be, you can just Google 
it. There are a number of resources 
— Doximity, Merritt Hawkins and 
AMGA, among others — that publish 
data from physician compensation 
surveys on an annual basis.

Second, always make sure 
you get more than one offer. 

Don’t target just one hospital or 
health care system that seems like it 
might be a match; target five to 10 of 
them. Even if only three of those 10 
make offers that are in line with what 
you’re looking for, that provides the 
necessary leverage to ask your first 
choice, “Can you meet what hospital 
X and hospital Y are offering me?”

Finally, always counter the first 
offer you receive. Of course, that’s 
hard to do if you have only one offer, 
but if you have multiple offers, you 
can say, “I was hoping my salary 
would be a bit more in line with the 
proposal I received from hospital X.” 

The fact is hospital revenues and 
profit margins are growing. Physi-
cian salaries should be growing as 
well, not remaining flat. By taking 
an informed and proactive approach 
in contract and salary negotiations, 
physicians can ensure they’re getting 
a fair slice of the pie and not losing 
out on what they deserve.

Ethan Nkana is principal of RMPA (Rocky 
Mountain Physician Agency), which specializes in 
negotiating physician contracts.

“Always 
counter the 
first offer 
you receive.”
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Here’s what you should know:

•    The CDC recommends that adults 19 years of age and older receive a dose of Tdap, if  
they have not previously been vaccinated with Tdap.1

•    In a 2018 survey, it was reported that only 31.2% of adults ≥19 years of age received  
Tdap vaccination during the preceding 10 years.2,†

 •             46.1% of adults ≥19 years of age received an influenza vaccination in the 2017-2018 season.2,†

 •           69.0% of adults ≥65 years of age have ever received a pneumococcal vaccination as of 2018.2,†

•     Although pertussis infection in adults is usually less severe than in babies and young  
children, complications can still occur. In one study, 91% of adults with pertussis (N=79) 
experienced a cough for an average of 54 days, and 61% of adults with pertussis (N=203) 
missed an average of 10 days of work in another study.3,4

•   Depending on the vaccine, 79% to 85% of adult patients indicated they were likely to get 
vaccinated if recommended by their healthcare provider.5

©2021 GSK or licensor.  
BOOJRNA210005 July 2021 
Produced in USA.

References: 1. Centers for Disease Control and Prevention. Vaccines and preventable diseases: diptheria, tetanus, and pertussis 
vaccine recommendations. https://www.cdc.gov/vaccines/vpd/dtap-tdap-td/hcp/recommendations.html. Updated January 22, 2020.  
Accessed June 23, 2021. 2. Centers for Disease Control and Prevention (CDC). Surveillance of vaccination coverage among adult  
populations, United States, 2018. MMWR. 2021; 70(3);1–26. 3. Postels-Multani S, Schmitt HJ, Wirsing von König CH, Bock HL, Bogaerts H. 
 Symptoms and complications of pertussis in adults. Infection. 1995;23(3):139-142. 4. Lee GM, Lett S, Schauer S, et al; for the 
Massachusetts Pertussis Study Group. Societal costs and morbidity of pertussis in adolescents and adults. Clin Infect Dis. 2004;39(11): 
1572-1580. 5. Johnson DR, Nichol KL, Lipczynski K. Barriers to adult immunization. Am J Med. 2008;121(7 Suppl 2):S28-S35.

*For vaccine recommendations, please visit www.cdc.gov.  
†Among adults for whom vaccination status could be assessed in the 2018 National Health Interview Survey. 

 CDC=Centers for Disease Control and Prevention; Tdap=tetanus, diphtheria, and acellular pertussis.

Learn more at TalkTdap.com
Talk with your  
patients about Tdap 
vaccination today.1
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PHYSICIAN’S MONEY DIGEST® / OPINION

by Jeff Witz, CFP

5 ways inflation impacts  
consumers and the economy

I
nflation is the concept that the cost of goods and services increases over 
time. What $10 can purchase today is more than $10 will be able to purchase 
10 or 20 years from now. As the price of goods and services increases over 
time, the purchasing power of that $10 diminishes. Many interpret inflation 
as having a negative impact on their lives. However, inflation can actually be 

a healthy component in an economy’s growth.
Inflation is the increase in price of a broad basket of goods and services. 

For example, if the price of bananas increases, that is not considered inflation. 
The rest of the economy would continue mostly unaffected. Inflation refers to 
the increase in prices across a broad range of goods and services that impacts 
many areas of the economy. In the United States, the standard used to measure 
inflation is the Consumer Price Index (CPI). The CPI measures the weighted 
average of a basket of consumer goods and services. This basket of goods is 
intended to mimic the common products and services such as food, energy, 
clothing, housing, medical care, and so on. The weighted average of these goods 
and services produces a percentage, which is reported as the rate of inflation. 
Most economists agree that inflation in the 5% to 6% range and below is healthy 
for an economy, and inflation above the 9% to 10% range is harmful.

Reduced  
Purchasing Power 
As we have already discussed, 
the purchasing power of a dollar 
is reduced when inflation raises 
prices. To purchase the same items, 
consumers will have to spend more 
money than they did before. Those 
impacted the most by inflation 
are the ones holding cash or who 
are on a fixed income that is not 
inflation-adjusted annually. Over 
time, their purchasing power can be 
significantly impacted.

Increased Spending 
Because of fear that the value of their 
dollar will diminish, consumers and 
businesses attempt to spend their 
money before it does. If your cash 
is only going to lose value over time 
because of inflation, it is better to 
spend that money now on items that 
possibly won’t lose value. Increased 
spending by consumers and businesses 
positively impacts the economy. 

Interest Rates Rise 
Increased spending means more 
money enters the money supply, which 
can drive inflation even higher. To 
curb runaway inflation, the Fed will 
increase interest rates. Higher interest 
rates make borrowing money more 
expensive, resulting in higher payment 
amounts and less borrowing. This 
slows the rate of inflation.

Existing Fixed Rate 
Borrowers Benefit 
Borrowers who already took out 
debt can benefit from inflation. 
The value of their monthly 
mortgage payments will decrease 
over time. For example, a fixed 
payment of $2,500 per month on a 
30-year mortgage will decrease in 
value over the lifetime of that loan. 
Assuming their income is growing 
along with inflation, it will feel 
like they are paying less over time. 
Borrowers who are in variable debt 
products, however, will likely see 
their payments increase over time 
so that the value of those pay-
ments keeps up with inflation.

Investors Target Stocks 
Purchasing stock in companies 
that benefit from receiving more 
money because of rising prices is 
one way to offset the impact of 
inflation. A company’s stock price 
will likely increase as it earns 
more for the products it makes. 
The value of an investor’s money 
will increase along with the stock 
price, which will offset some of 
the impact of inflation. 

Many consumers feel the imme-
diate impact of inflation and inter-
pret it as a negative. Spending more 
on an item you are used to buying 
never feels great. However, modest 
inflation does serve an important 
role in the overall economy. Pro-
vided inflation stays within healthy 
ranges, it is something to take 
advantage of rather than fear.

Jeff Witz, CFP, welcomes readers’ questions.  He can be reached 
at 800-883-8555 or at witz@mediqus.com.    
200 North LaSalle Street - Suite 2300 - Chicago, Illinois 60601
312-419-3733 - Toll Free 800-883-8555 - Fax 312-332-4908 - www.
mediqus.com
Investment advisory services offered through MEDIQUS Asset 
Advisors, Inc. Securities offered through Ausdal Financial Partners, 
Inc.  Member FINRA/SIPC ∙ 5187 Utica Ridge Rd ∙ Davenport, 
IA 52807 ∙ 563-326-2064 ∙ MEDIQUS Asset Advisors and Ausdal 
Financial Partners, Inc. are independently owned and operated.
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RELATIONS

Delivering the new 
digital patient experience

Engaging patients digitally 
is a practice’s best pathway to success
Patients are frustrated with the lack of consistency 
in how they connect with their physicians outside 
the exam room and don’t understand the best way to 
communicate with them. This can lead to breakdowns 
in care or to the patient seeking out a diff erent doctor. 
The most successful practices fi nd a way to engage 
with the patient at every opportunity, making it easier 
for them to do everything from scheduling an appoint-
ment to asking a question about their treatment.

“Health care is one of the last major industries 
to be transformed by technology,” says Luke Kervin, 
co-founder and co-CEO of PatientPop. While elec-
tronic health records are well known to practices, they 
are relatively invisible 

To patients and provide none of the consumer-ori-
ented conveniences patients want from their doctors.

Today’s patients want to schedule their own 
appointments online and have an open line of commu-
nication with the doctor’s offi  ce via text message or 
email. Practices that fail to provide these conveniences 
risk being left behind in health care’s competitive 
landscape.

“The patient experience has changed for good,” says 
Norm Schrager, head of content strategy, PatientPop. 
The pandemic and the resulting shutdowns forced 
practices to adopt new technology like telehealth at 
a rapid rate, and now that patients have seen some-
thing like telehealth improved their overall health 
care experience, there’s no going back. “By the end of 
2020, two-thirds of patients said they would prefer 
a telehealth visit in the future. The positive patient 
experience rating was going up for telehealth the more 
people said they had virtual visits. I think this is a clear 
sign of the comfort that people have with any online or 
digital environment.”

Schrager says patients prefer self-service and prac-
tices need it for tasks like scheduling appointments. A 
bonus to practices is that patients who self-schedule 

Introduction:
Today’s patient is a true consumer of health 
care who expects convenience and effi  ciency. 
COVID-19 rapidly accelerated the expecta-
tions of patients, thanks to the proliferation 
of telehealth and the implementation of 
online tools. Now that patients have seen how 
technology can change their health care expe-
rience for the better, practices must adapt 
by using the latest tools or risk losing their 
patients to competitors. A patient survey 
showed 66% prefer a telehealth appointment 
over a traditional in-offi  ce visit. These same 
patients do not want to waste time in waiting 
rooms of fi lling out paper forms; they want 
the convenience of online notifi cations about 
scheduling and the availability of online forms 
to make their visit quick and easy. By looking 
at successful practices, it’s possible to deter-
mine a winning strategy that works with the 
modern consumer of health care.

Learning objectives:
� How to engage patients digitally: secure 

texting, seamless payments and more.
� How practices should market themselves.
� How to compete with care models such as 

convenient care clinics.

Meet the panelists:
Norm Schrager Head of Content Strategy, 
PatientPop

Luke Kervin Entrepreneur, 
Co-founder and Co-CEO, PatientPop
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Where does your practice rank?
Find out at compare.patientpop.com

When patients search for 
you online, what do they see?

For your practice to stand out, you need to excel in four key areas.

Google Rank Web presence Website Reputation

The top 3 search
results get 75 

percent of the clicks.

Missing and 
inaccurate online 

profiles negatively 
impact your online 

visibility.

Your website must 
load quickly, be 
secure, and be 

optimized for mobile.

74 percent of 
patients find online 

reviews very or 
extremely important.
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are less likely to no-show, be late, or cancel 
and are also more likely to be engaged with 
their own health and their physician. 

Preregistration intake forms need to be 
provided digitally and in advance. Auto-
mated appointment reminders need to be 
sent via text message or email, whatever 
the patient’s preference is. Practices need 
to set up an ongoing loop of activity and 
communication with each patient that starts 
the moment they land on your website and 
continues through every aspect of their care. 
Two-thirds of patients prefer text remind-
ers, with another 15% opting for email. “This 
is an open book for patient retention, for 
follow-up visits. They are actually telling 
you, ‘Please send me a note when it’s time 
for me to book my next appointment,’ and 
they’re telling you how to send it to them,” 
says Kervin.

The technology benefits aren’t lim-
ited to existing patients. By adding online 

scheduling to its website, a practice can cap-
ture more business. According to Patient-
Pop, when a patient lands on a website that 
offers online scheduling, 51% book online 
versus calling the practice, 66% of these 
appointments are with new patients and 
36% of the time they are scheduled after 
hours when the practice is closed.

“If you use online scheduling, last-minute 
cancellations create open slots that become 
available immediately for other patients to 
schedule at the last minute,” says Kervin. As a 
result, no-show rates in the 15% range can drop 
to 4% to 5%.

Kervin adds that online scheduling has 
become a major differentiator among prac-
tices because 63% of patients are more likely 
to choose a provider who offers it over one 
who does not.

When you add a well-designed website 
that highlights a practice’s strengths and 
manage your online reputation by asking for 
feedback, you can not only get more digital 
exposure but also convert that traffic into a 

scheduled appointment. 
By providing these technology conveni-

ences, patients can be engaged in a way that 
helps them stay healthy and boosts a prac-
tice’s bottom line. “Just be consistent,” says 
Schrager. “Provide the patient a good, consist-
ent experience that you know that they will 
respond to.”

BOOTCAMP / RELATIONS

Solutions and takeaways:
 ɋ Optimize your website by focusing on services and 

relevant search terms.
 ɋ Take advantage of online profiles by impressing patients 

via Google, Yelp and WebMD.
 ɋ Offer multiple digital access points by capitalizing on 

texting and online functionality.
 ɋ Ask patients for feedback and monitor patient 

responses and online reviews.
 ɋ Send out text reminders and email campaigns that meet 

patient expectations and build long-term connections.

MORE ONLINE:
Check out the full video and 
materials of this session and 
eight other Bootcamp sessions.

registration required

“This is an open book 
for patient retention.”
Luke Kervin, co-founder and co-CEO of PatientPop

66%
percentage of people who 
use online appointment 
scheduling who are new 
patients for that practice
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STAFFING

Calling for reinforcements:
Staffi  ng and workforce 
management

How to hire — and keep — the right 
employees for your practice
Finding and retaining good employees is diffi  -
cult for many independent medical practices 
even in the best of times, and doing so during 
the COVID-19 pandemic has made these tasks 
even harder. But according to longtime prac-
tice consultant Owen Dahl, LFACHE, CHBC, 
with good planning and the right strategies in 
place, practices of any size can overcome their 
staffi  ng challenges.

Building a good staff  starts with a hiring 
process that brings in the right people. Once 
candidates have been screened for their techni-
cal skills, it’s important to determine if they 
are a good fi t for the practice’s culture. To that 
end, Dahl advises asking candidates plenty of 
open-ended questions that allow candidates 
to talk about themselves. He also suggests 
including current employees in the interview-
ing process.

“One of the most important things is chem-
istry you establish with your applicants and 
fi nding out how well they relate to your staff ,” 
he says. “It’s much easier to train and change a 
skill set than it is to change a personality.”

After hiring, the next step is an eff ective 
onboarding process. This should include 
someone in practice leadership introducing the 
new employee to their colleagues, explaining 
the organization’s policies and procedures, 
reviewing benefi ts, familiarizing them with the 
technology they’ll be using, and assigning them 
a mentor. “You want to make that person feel 
like they’re part of the organization right from 
the start,” Dahl explains.

In terms of payroll, Dahl emphasizes the 
importance of looking beyond individual 

Introduction:
Physicians in offi  ce practice know that a professional, 
motivated staff  is key to a practice’s success. But fi nding, 
training and retaining employees can be a signifi cant 
challenge for practices. For example, in 2018 the median 
annual turnover rate for front offi  ce staff  in primary care 
practices was 20%, according to a Medical Group Manage-
ment Association survey.

The stress brought on by the COVID-19 pandemic has 
only worsened the problem, as evidenced by health care 
workers at all levels reporting increasing rates of burnout 
and depression. According to the Bureau of Labor Statis-
tics, the quit rate among health care and social assistance 
employees increased from 2.1% to 2.7% between August 
2020 and August 2021, while overall a record-breaking 4.3 
million Americans quit their jobs in August of this year.  

Fortunately, there are strategies medical practices can 
use to create workplace cultures that minimize staff  burn-
out and turnover, and where employees feel empowered 
— and encouraged — to do their best work. But creating 
such an environment requires planning and the willingness 
to take a fresh look at all aspects of practice operations.       

Learning objectives:
� Best practices in staffi  ng, with lessons learned from 

COVID-19.
� Tips to improve staff  retention and scheduling.
� How to enhance offi  ce effi  ciency, reduce patient wait 

times and create a better experience for all.

Meet the panelist:
Owen Dahl, LFACHE, CHBC, LSSMBB principal of 
Owen Dahl Consulting The Woodlands, Texas 
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Focus on your patients. 
We’ll handle your 
staff scheduling.
Spend more time on quality care and less time on scheduling. 
Build and share flexible team schedules in minutes.

deputy.com/clinics
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salaries and focusing instead on the employee’s value 
to the practice. He cites the example of a medical 
assistant. “You may see that person just as an expense, 
but he could be  handling your EHR, your patient 
communications and other things that save you 
enough time that you can see one more patient per 
day. Seeing an extra patient per day for a  99213 visit 
at Medicare rates generates roughly $20,000 per year, 
not including labs, imaging and ancillaries.

“I always like to think of an employee as a revenue 
generator rather than as an expense,” he adds.But 
hiring good people is of limited value if they lack moti-
vation or don’t stay for long. Employee turnover is a 
major challenge throughout the economy, Dahl says, 
citing surveys in which nearly half of employed people 
say they are seeking other jobs or new careers.

So what can a practice do to build loyalty and 
make employees want to stay? Money isn’t always the 
answer, Dahl says, although salaries should be high 
enough that it isn’t a source of stress. Equally impor-
tant are things like fl exible scheduling and allowing 
emergency leave to care for child care or sick relatives 
— a particularly important benefi t during a pandemic. 

When developing benefi t packages, it’s also impor-
tant to focus on the diff ering needs of employees. 
“Think about the age mix of your staff , for example. 
For younger people, what kind of benefi t package is 

going to enhance their retention versus someone who 
may have been with the practice for 20 years?”

Even when employees leave, Dahl says, a well-func-
tioning organization should conduct exit interviews 
and try to learn from them. For example, multiple 
people leaving because of having to work too much 
overtime may indicate that something is amiss with 
employee staffi  ng. “We have to ask, do we have the 
right number of employees with the right skill sets 
needed to move forward?” he says. 

With the impact of COVID-19 still being felt, Dahl 
says, burnout remains a signifi cant problem, citing 
Gallup polling data in which 67% of employees report 
feeling burned out “often” or “sometimes.”

Given those circumstances, practice owners and 
managers need to watch for signs of it among employ-
ees — and themselves — Dahl warns.  Symptoms 
include declining productivity, changes in sleep habits, 
increased drug or alcohol use and lack of engagement 
with colleagues and/or patients. 

“The engagement aspect is really critical when we 
think about mental health,” Dahl says. “What kind 
of messages are we sending to patients and fellow 
employees relative to how engaged we are about being 
in the offi  ce?” 

A good technique both for spotting burnout and 
improving engagement, according to Dahl, is what he 
calls “MBWA”: management by walking around. “It’s 
important to talk to your staff  and listen not just to 
their words but the tone of voice and body language,” 
he says. “You can only do that by walking around.”

STAFFING / BOOTCAMP

Solutions and takeaways:
� Review hiring and interviewing procedures to ensure you’re 

getting candidates who are a good fi t for the organization.
� Develop an onboarding process to make new employees feel 

welcome and smooth their entry into their position.
� Conduct exit interviews with departing employees and use 

information they provide to identify and address organiza-
tional problems.

� Tailor benefi ts to employee needs.
� Use “management by walking around” to engage with staff  

members and learn about their needs and concerns.

of employees in a Gallup survey 
report feeling “always” or 
“sometimes” burned out.

67%

“I always like to think of an 
employee as a revenue generator 
rather than as an expense.” 

Focus on your patients. 
We’ll handle your 
staff scheduling.
Spend more time on quality care and less time on scheduling. 
Build and share flexible team schedules in minutes.

deputy.com/clinics
registration required

MORE ONLINE:
Check out the full video and 
materials of this session and 
eight other Bootcamp sessions.
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TELEHEALTH

Telehealth basic training
How to be a virtual physician
While telehealth isn’t a perfect fi t for every 
patient or service, Finkelston says some patients 
will ask for it because of challenges of meeting 
in person or just for convenience. Telehealth can 
be ideal for services like follow-up meetings with 
patients after a change in medication, wellness 
screenings or when going over ongoing care plans.

“When you think about medical care, so much 
can be done through a thoughtful conversation, 
a thorough history taking, an observation as to 
what’s going on in the background,” she says. 

Before the visit begins, the physician should 
make sure their device is fully charged, turn off  
notifi cations, close confl icting software such as 
FaceTime or email, ensure the equipment is ready, 
test their internet speed and limit other activity 
on the Wi-Fi, which can consume bandwidth.

The physician should look professional, wearing 
a white coat and dress shirt. The camera should 
also be kept at the physician’s eye level, about 2 or 
3 feet away. Their face should be well lit from the 
front and backlighting, which can make the physi-
cian appear in silhouette, should be avoided.

The biggest challenge in getting patients to 
embrace telehealth is technology or the lack 
thereof. Patients fear it won’t work or they won’t 
be able to see or hear their physician properly. 
Finkelston recommends that physicians learn some 
simple troubleshooting for when it appears the 
connection is faulty. If the physician and patient 
can’t connect, Finkelston says she sends the patient 
a text message or calls them to guide them through 
possible solutions to the technical issue.

When doing a video call with a patient, audio 
will often connect before the video feed. Finkel-
ston recommends checking whether the patient 
can hear as the visit starts. She says the physician 
should also acknowledge and apologize for the 
patient’s wait as a courtesy. At the beginning 
of a telehealth visit, the physician should keep 
their hands in view of the camera and assure 
the patient that the physician is in a private, 
HIPAA-compliant space.

Introduction: 
The COVID-19 pandemic has seen a sea change 
in the way that physicians treat their patients 
and nowhere is this more evident that in the 
near-overnight implementation of telehealth 
across the health care industry.

As case counts began to rise in early 2020, 
public health authorities across the country 
implemented stay-at-home orders and morato-
riums on nonemergency medical services in an 
eff ort to keep health care professionals from 
being overwhelmed by patients with COVID-19. 
With no other option, many health care entities 
were forced to step into the telehealth space with 
little experience and even less training.

The use of telehealth was barely a factor among 
physicians in 2015, with only 5% of physicians 
having used video visits to see patients. That 
trend was on the rise by 2019,  with 22%, but the 
pandemic accelerated it, with 80% of physicians 
saying they had used video visits to see their 
patients in 2020.

This is expected to continue even after the pan-
demic ends, with 92% of physicians still expecting 
to use video visits when it is safe to meet with 
patients, according to telehealth provider Amwell.

Learning Objectives
� Proper understanding of the current telehealth 

rules and regulations.
� Getting paid for telehealth: solutions to com-

mon mistakes.
� Tips for improving your telehealth program to 

boost patient satisfaction, effi  ciency and more.

Meet the presenter
Mia Finkelston, M.D., Senior Medical Director 
Amwell Medical Group

Prepare for the future of virtual care
You need more than just video visits. Designed for healthcare providers of all 
kinds, Amwell Private Practice offers a best-in-class experience while helping you 
grow your business.

Reach new patients to grow your business
Amwell Private Practice brings patients, payers, and clinicians together on one 
platform, creating unprecedented opportunities to reach new patients and answer 
the demand for clinical services.

Lightweight, flexible, infinitely scalable
Reliable, easy to use, and clinician-tested, Amwell Private Practice is purpose-built 
for your needs — including staff functions, patient outreach, reimbursement 
support, and much more.

Trusted by more than 70,000 clinicians
Even the smallest and most nimble practices have access to the same technology 
and expertise trusted by healthcare leaders including Cleveland Clinic, 
Intermountain Health, and Nemours.

Security and peace of mind
Amwell’s telehealth platforms are — and always have been — HIPAA-compliant, 
HITRUST-certified, and fully compliant with healthcare industry standards for 
security and data exchange.

 Start Your Free Trial Today!
Sign up now to transform your business and the telehealth experience for your patients.
https://providers.amwellprivatepractice.com/

Expand Your 
Virtual Footprint 
using Amwell 
Private Practice
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The telehealth visit should start with 
the patient’s chief complaint. Finkelston 
recommends against rushing this.

When treating adults over telehealth, 
the physician should check the patient’s 
surroundings: where are they calling 
from, how they appear, what their envi-
ronment is like and how comfortable 
they are. If the patient lives in a state 
where the physician is not licensed to 
practice, the patient should be encour-
aged to find a physician in their area to 
avoid any legal issues.

When treating children using tele-
health, Finkelston recommends keeping 
toys on hand to make the exam engaging, 
consider seasonal decorations for the 
physician’s telehealth space, addressing 
the child directly, encouraging them to 
hold the device the visit is taking place on 
and acknowledging what the physician is 
doing off screen.

During telehealth visits, physicians 
should ensure they are in a private space, 
with a locked door if possible. There 
shouldn’t be children, pets or food in the 
room with the physician. The physician 
should maintain eye contact by looking 
directly into the camera and explain what 
they are doing when off camera, according 
to Finkelston.

During the visit, vitals can be collected 
using wearable devices, but if the patient 
doesn’t own one of these devices the phy-
sician should feel comfortable referring 
them to in-person care. When examining 
the patient’s mental status, the physician 
should evaluate their speech and mental 
status throughout the interview, their eye 
contact and whether they are understand-
ing cause and effect. When evaluating the 
mental status of a patient under 18, the 
physician must ensure a parent or guard-
ian is present.

At the end of the visit, the physician 
should take time to ask whether the 
patient has questions, review next steps 
and ensure the patient understands them 
and review pharmacy information.

BOOTCAMP / TELEHEALTH

Solutions and takeaways:
 ɋ Ensure telehealth technology works before the visit.
 ɋ Prepare easy troubleshooting tips for when patients 

cannot connect.
 ɋ During a visit the physician should look professional, be in 

a secure, quiet room and look directly into the camera.
 ɋ Recommend in-office visits for vitals that can’t be 

collected by the patient.
 ɋ End by asking the patient if they have any questions.

“When you think about 
medical care, so much 
can be done through a 
thoughtful conversation, 
a thorough history taking, 
an observation as to 
what’s going on in the 
background.”

registration required

MORE ONLINE:
For more on telehealth, including 
more details the future of reimburse-
ment and regulations, check out the 
full video of the program:

Portion of physicians who 
used telehealth in 2020.

80%
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MALPRACTICE

Deciphering the 
Morse code of medical 
malpractice

Beating a malpractice suit starts with three 
risk management strategies
Because physicians are likely to be sued at some 
point, they should always be working in a way that 
helps mitigate their legal risks. The basic pillars of 
a strategy are documentation, communication and 
tracking systems.

Eff ective documentation requires that phy-
sicians are as detailed as possible when writing 
patient notes, providing thought processes when 
appropriate. 

“Assuming you know what will happen may be 
true, and it oftentimes is, however, what happens 
when it’s not?” says Mike O’Neill, CPHRM, assis-
tant vice president of Risk Management Opera-
tions, ISMIE Mutual Insurance Co. “So it’s docu-
menting your diff erential diagnosis as far as what 
you were thinking it was, what you wanted to rule 
out in the event it wasn’t that, and what the next 
plan is going to be.”

O’Neill says it’s vital to avoid copying and past-
ing and moving bad information forward because 
other physicians may end up relying on this infor-
mation. Simple mistakes like indicating the patient 
is male instead of female or a child instead of an 
adult can make the doctor look sloppy and make 
the case more diffi  cult to defend. 

Informed consent is a major area of emphasis. 
“If the informed consent form, which is maybe at 
a hospital or maybe in some other facility, were to 
disappear or didn’t exist, can your documentation 
support you?” O’Neill asks. “Don’t assume the 
hospital is going to have it or don’t assume it was 
scanned into the right chart. You have to make 
sure you are capturing that information on patient 
understanding.”

When a physician orders a test or a follow-up, 
they own that and need to be responsible for 

Introduction: 
For many physicians, it’s not a matter of if they will 
be sued at some point in their career, but when 
it will happen. In today’s litigious society, suing a 
doctor for a poor health outcome is a common 
occurrence, even when the doctor has done noth-
ing wrong. In fact, 50% of all doctors will be sued 
at some point, and 7% to 10% of cases will end up 
going to trial. To protect themselves, physicians 
need to recognize how poor business practices 
are increasing their liability risk and take action to 
minimize the chance of being named in a lawsuit. 
Strong documentation practices are a must, and 
the entire offi  ce staff  needs to understand how to 
handle patient records. And if a legal action is fi led, 
physicians also need to know what actions need to 
be taken to begin a successful defense.

Learning objectives:
� Recognize potential risk management land 

mines and how they can lead to increased medi-
cal professional liability.

� Summarize practical strategies for reducing risk 
and minimizing the likelihood of being named in 
a lawsuit.

� Identify actions to take — and not to take — if 
faced with litigation.

Meet the panelists:
Mike O’Neill, CPHRM, Assistant vice president 
of Risk Management Operations, ISMIE
Terese Souders, AIC, Regional claims adminis-
trator, ISMIE
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YEARS OF HELPING YOU HELP OTHERS
FOR 45 YEARS, ISMIE helped you make sure 

the patients you care for see more birthdays 

and anniversaries. Medical professionals 

deserve unwavering service, protection, quality 

and value in their medical professional liability 

coverage. ISMIE offers this and so much more 

to our policyholders—so that you may continue 

to serve others as we serve you. 

Visit ismie.com/45years today to learn more 

about ISMIE and join our community.
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tracking it to close the loop. “It doesn’t 
always have to be the doctor that is doing all 
this follow-up,” O’Neill says. “Anyone from 
an administrative role can help that with 
utilization of portal messages, secure texting, 
secure emailing or those types of things.”

Make sure any phone calls and letters also 
get documented in the record. Whatever the 
system, it just needs to make sure patients do 
not get lost and that important tests get done. 

No matter how diligent a physician is 
with documentation, a legal action might 
still be fi led. 

“The most important thing is when you 
receive this information, you need to contact 
your broker or [malpractice] insurance 
company immediately,” says Terese Souders, 
AIC, regional claims administrator, ISMIE 
Mutual Insurance Co. They will evaluate 
the information to determine if it is a legal 
action against the physician or something 
else, such as a deposition notice. 

But avoid going back into the medical 
record until you’ve talked to a defense 
attorney, as everything is time-stamped 
and it will be obvious to the plaintiff ’s 

attorney when you were looking at it. And 
whatever you do, don’t alter the record in 
any way. 

If it is a malpractice claim, she says it’s 
important to not panic. Once you get over 
the initial shock, become fully engaged in 
dealing with the claim. Trying to hide it or 
not talk about it isn’t going to help. 

“The more you are invested in it, the 
more that you understand the process, the 
more that your expectations along the way 
are understood and met in the process, the 
better you are going to feel about it and 

the better the outcome will be,” Souders 
says. “Honestly, you can tell if a physician is 
engaged at his deposition or engaged at trial.”

You need to be an expert in your own 
medical records so when a plaintiff ’s attor-
ney hands you a fi le, you know exactly what 
it is and can quickly explain your rationale 
for the actions you took. “We have had cases 
get dropped after a doctor gave a great depo-
sition and defended his rationale for what he 
did and why he did it,” Souders. says

MALPRACTICE / BOOTCAMP

Solutions and takeaways:
� Document everything but be mindful of what you are 

adding and when.
� Use good risk-management strategies to support your 

clinical care.
� Communicate expectations to your team.
� Ensure patients are safe and happy, as they are less 

likely to sue.
� Know what steps to take if you are faced with litigation.

of physicians will be sued 
for malpractice during 
their career.

50%

“If the informed consent form 
were to disappear or didn’t 
exist, can your documentation 
support you?”
Mike O’Neill, assistant vice president of risk management 
operations, ISMIEYEARS OF HELPING YOU HELP OTHERS

FOR 45 YEARS, ISMIE helped you make sure 

the patients you care for see more birthdays 

and anniversaries. Medical professionals 

deserve unwavering service, protection, quality 

and value in their medical professional liability 

coverage. ISMIE offers this and so much more 

to our policyholders—so that you may continue 

to serve others as we serve you. 

Visit ismie.com/45years today to learn more 

about ISMIE and join our community.

registration required

MORE ONLINE:
Check out the full video and 
materials of this session and 
eight other Bootcamp sessions.
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CONCIERGE

Tales from the trenches:
A concierge medicine 
roundtable

The breaking point: Why I switched to concierge

Mark Gomez, M.D.: My breaking point was that it came down 
to family. I was trying to fi nd a way to get to get home to my 
family faster. As physicians, we make a lot of sacrifi ces. And 
some of the sacrifi ces come at the cost of our own personal 
relationships. And I thought for me, it was more valuable. I 
saw more value in me being a better father, a better husband. 
The reason why I made the switch from traditional primary 
care to MDVIP was I was trying to fi nd a way home. 

Gay Purcell, M.D.: I am in my 22nd year of private practice, 
and I joined MDVIP in January of this year, so very recent. My 
big breaking point was I was starting to get to the point where 
I had such a huge patient panel that I would come in every 
day, and I would have 70 to 100 documents. And I started to 
worry that I was going to miss something; it was my biggest 
fear that I was going to miss something really important. And 
it just felt like, how do I get home to my family and still not 
miss anything? And I knew that there were so many things 
that I wanted to bring to my patients and the way that I was 
practicing medicine, it really wasn’t practical.

Bradley Hunter, D.O.: I was seeing myself lose the empathy. 
The burnout features were all there, I was just checking all 
the boxes for burnout. And so were all my colleagues. And we 
fi nally got to a point within our practice where we all said, 
‘We give up!’ The entire practice folded, a practice of about 
30 providers, and each of us took separate directions. And I 
chose to go the MDVIP way. And I can’t tell you how happy I 
am that I’ve done this because and every day, it’s reinforced by 
my patients saying, ‘Wow, this is what I was always hoping for 
from my doctor’s visits.’”

James Jones, M.D.: I was frustrated with the incompleteness 
of being able to do a good job, you know, seeing 30 or 40 peo-
ple a day. I was at a point in my practice where I couldn’t even 

Introduction:
Many physicians are disenchanted 
with traditional practice models. Payer 
hassles and the fee-for-service hamster 
wheel often leave physicians burned 
out and unable to spend enough time 
with their patients — the reason they 
pursued medicine in the fi rst place. 

In response, some physicians have 
chosen to transform their practice into 
a concierge model. During this session, 
four physicians discussed why they left 
their traditional practice model behind 
and made the leap to off er a member-
ship-based primary care program. The 
following discussion was transcribed 
and edited for length and clarity.

Learning objectives:
� Physicians who practice concierge 

medicine will discuss the benefi ts and 
how to overcome challenges.

� Best practices in discussing the tran-
sition with patients.

� How to select a vendor partner.

Meet the panelists:
James Jones, M.D., Internal Medicine
Mark Gomez, M.D., Internal Medicine
Bradley Hunter, D.O., Family Medicine 
Gay Purcell, M.D,. Internal Medicine 
Derek Hill (Moderator) MDVIP

MDVIP is the Better 
Path for Many Physicians

Whether you’re in a solo, group or employed practice, if you want more time for patients, 
autonomy, a predictable income and work-life balance, MDVIP has a variety of solutions.

Call 1.866.689.8801 or visit mdvip.com/solutions 
to learn more and request a free practice analysis.
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see my sick people because the schedule 
wouldn’t allow anybody to be put into the 
practice. And that was just unacceptable for 
me. But I haven’t looked back since. I can 
tell you that this was the right decision for 
me and it was right decision for my patients.

What were your biggest fears about  
the switch?

Purcell: I went into it with a lot of fears I 
think a lot of people would have about com-
pletely changing your traditional practice 
of medicine and the way that you’ve done 
medicine as long as you’ve done it. I think 
one of the things that is scary when you 
first start out is wondering whether or not 
the patients will accept this type of model, 
whether they’ll actually understand it — I 
think that is that is the biggest hurdle to 
overcome. … But the wonderful thing is that 
so many people loved the model, and they 
love coming in every day, they love being 
able to call me on my cellphone if they need 
anything.

How did you determine concierge was 
right for you?

Jones: I was fortunate enough to have two 
close partners who were already practicing 
in the MDVIP model. So I learned through 
them how it exactly works, but it still took 
me a year or so of meetings and talking to 
MDVIP. I can’t emphasize how much that 
the analytics that they use are so accurate. 
We now have six practicing MDVIP physi-
cians in our organization and they have hit 

the nail on the head with all of us as far as 
predicting how many people will join us and 
how big our practice would be.

How did you tell your patients?

Gomez: We certainly do tend to develop 
these amazing relationships with a lot of 
the patients that we’ve taken care of. When 
I went through the process, it was a very 
difficult decision to make, because you’re 
talking about having some finality to these 
relationships that you’ve cherished for a 
long time. But I had to be honest with my 
patients. I said, ‘Hey, I’m doing this, these 
are my reasons for doing it, and I hope that 
I can continue to be your doctor. I’m giving 
you the choice of choosing to stay with 
me.’ It’s good to give ourselves as doctors 
permission to take care of ourselves. And so 
my approach with patients was to be honest 
with them, and they understood.

Advice for physicians

Jones: It’s not necessarily right for every 
doctor, just like it’s not necessarily for 
every patient. But I’d also encourage 
people not to wait too long. If you wait till 
you’re 65 or 70 years old, you may have 
missed the boat of the real benefit of being 
able to practice this way. 

Hunter: I’m 58. It’s about the average age of 
conversion. I am glad that I got in the door 
at this time. But I could not have gone back 
to becoming an employee because I think 
you’ll just not get out of the burnout loop 
that’s set up in this system. Your patients 
are going to be looking for personalized 
health care models like this, and they are out 
there waiting for you.

BOOTCAMP / CONCIERGE

registration required

MORE ONLINE:
For the whole conversation 
check out the full video of 
the program:

“Your patients are going to be 
looking for personalized health 
care models like this, and they 
are out there waiting for you.”
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WHEN YOU
POKE THEM,
PROD THEM.

Indication
SHINGRIX is a vaccine indicated for prevention 
of herpes zoster (shingles) in adults aged 50 
years and older.
SHINGRIX is not indicated for prevention of 
primary varicella infection (chickenpox).
Important Safety Information
• SHINGRIX is contraindicated in anyone with 

a history of a severe allergic reaction (eg, 
anaphylaxis) to any component of the vaccine 
or after a previous dose of SHINGRIX

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

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

• 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

• 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 

Download our Shingles Discussion Guide at

talkshingles.com

*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

When giving a COVID-19 or flu
vaccine to patients 50 years and
older, urge them to schedule a 

shingles vaccination, too.*

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

©2021 GSK or licensor.
SGXJRNA210047 September 2021 
Produced in USA.   

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

Reference: 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    
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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

2.2 Administration Instructions 

For intramuscular injection only.

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

2.3 Dose and Schedule

Two doses (0.5 mL each) administered intramuscularly according 
to the following schedule:

•  A fi rst 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.

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)].

5.3 Syncope 

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 refl ect 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 

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 specifi c 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)

Adverse
Reactions

Aged 50-59 
Years

Aged 60-69 
Years

Aged ≥70 
Years

SHINGRIX Placeboc SHINGRIX Placeboc SHINGRIX Placeboc

Local 
Adverse
Reactions

n = 1,315
%

n = 1,312
%

n = 1,311
%

n = 1,305
%

n = 2,258
%

n = 2,263
%

Pain 88 14 83 11 69 9
Pain, 
Grade 3d 10 1 7 1 4 0.2

Redness 39 1 38 2 38 1
Redness, 
>100 mm 3 0 3 0 3 0

Swelling 31 1 27 1 23 1
Swelling, 
>100 mm 1 0 1 0 1 0

General 
Adverse 
Reactions

n = 1,315
%

n = 1,312
%

n = 1,309
%

n = 1,305
%

n = 2,252
%

n = 2,264
%

Myalgia 57 15 49 11 35 10
Myalgia, 
Grade 3e 9 1 5 1 3 0.4

Fatigue 57 20 46 17 37 14

Fatigue, 
Grade 3e 9 2 5 1 4 1

Headache 51 22 40 16 29 12
Headache, 
Grade 3e 6 2 4 0.2 2 0.4

Shivering 36 7 30 6 20 5
Shivering, 
Grade 3e 7 0.2 5 0.3 2 0.3

Fever 28 3 24 3 14 3
Fever, 
Grade 3f 0.4 0.2 1 0.2 0.1 0.1

GIg 24 11 17 9 14 8
GI, 
Grade 3e 2 1 1 1 1 0.4

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

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

c Placebo was a saline solution.
d  Grade 3 pain: Defined as signifi cant pain at rest; prevents 

normal everyday activities.
e  Grade 3 myalgia, fatigue, headache, shivering, and GI: Defined 

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

route, or ≥38°C/100.4°F for rectal route; Grade 3 fever 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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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 insuffi cient to determine a causal relationship
with SHINGRIX.

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

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

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

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

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

6.2 Postmarketing Experience

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

General Disorders and Administration Site Conditions

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

Immune System Disorders

Hypersensitivity reactions, including angioedema, rash, and urticaria.

Nervous System Disorders

Guillain-Barré syndrome.

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

The association between vaccination with SHINGRIX and GBS was 
evaluated among Medicare benefi ciaries aged 65 years or older. 
Using Medicare claims data, from October 2017 through February 
2020, vaccinations with SHINGRIX among benefi ciaries were 

identifi ed through National Drug Codes, and potential cases of 
hospitalized GBS among recipients of SHINGRIX were identifi ed 
through International Classifi cation of Diseases codes.

The risk of GBS following vaccination with SHINGRIX was assessed 
in self-controlled case series analyses using a risk window of 1 to 42 
days post-vaccination and a control window of 43 to 183 days 
post-vaccination. The primary analysis (claims-based, all doses) 
found an increased risk of GBS during the 42 days following 
vaccination with SHINGRIX, with an estimated 3 excess cases of 
GBS per million doses administered to adults aged 65 years or older. 
In secondary analyses, an increased risk of GBS was observed
during the 42 days following the fi rst dose of SHINGRIX, with an 
estimated 6 excess cases of GBS per million doses administered to 
adults aged 65 years or older, and no increased risk of GBS was 
observed following the second dose of SHINGRIX. These analyses
of GBS diagnoses in claims data were supported by analyses of 
GBS cases confi rmed by medical record review. While the results 
of this observational study suggest a causal association of GBS 
with SHINGRIX, available evidence is insuffi cient to establish a 
causal relationship.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

The data are insuffi cient to establish if there is vaccine-associated 
risk with SHINGRIX in pregnant women [see Use in Specifi c 
Populations (8.1) of full prescribing information].

8.2 Lactation

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 Specifi c 
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 effi cacy 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 benefi ts and risks of immunization 
with SHINGRIX and of the importance of completing the 2-dose 
immunization series according to the schedule.

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

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

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

The right way to 
handle patient collections
by Todd Shryock Managing Editor

N obody likes turning patients over 
to collections. But for a practice to 
survive, it’s imperative that a prac-
tice collect the money it is owed 
so it can keep the doors open and 
keep providing medical care to the 
community it serves. 

For a diffi  cult topic like collections, there are 
right ways and wrong ways to do it. Medical Eco-
nomics® spoke with Jacob Corlyon, co-founder and 
CEO of Capital Collection Management, to talk 
about the best way to handle these diffi  cult cases.

(Editor’s note: The transcript has been edited for 
length and clarity.)

Medical Economics®: What mistakes do prac-
tices make when it comes to collections?

Jacob Corlyon: It really comes down to a perspec-
tive issue. Perspective, when you look at collec-
tions in a medical practice, or at a hospital or sur-
gery center level, is they’re not looking at it like a 
revenue-generating department. It’s kind of just a 
function that has to happen; they’re not really giv-
ing it a lot of thought and attention, which it truly 
does need. It does take a lot of eff ort and educa-
tion to build a staff  that can engage with empathy 
and can provide a very good customer experience, 
so that you can engage with that patient in a way 
to educate them on the debt that’s owed, and then 
work them through a solution of repayment. 

It even goes down to the collection strategy 
and the execution of a collection strategy. I think 

a lot of people are missing how detailed that 
process has to be from a staff  perspective, so that 
when your staff  is engaging in the conversations, 
whether it’s in the early stage or the late stage 
of that collections conversation, the messaging 
is consistent across the board, everybody knows 
what to say, everybody knows the programs that 
are available. 

ME: How do you decide whom to send to collec-
tions and whom not to?

JC: From my perspective, consistency is key. 
Collections starts at billing. And honestly, it really 
starts before that, with the patient onboarding 
experience. You should be educating and talking 
about what that procedure is going to end up cost-
ing that patient out of pocket, what programs are 
available, and setting the expectation, whether it’s 
taking some sort of down payment at the time of 
service, or if you off er third-party fi nancing solu-
tions to help cover that out-of-pocket expense. 
Overcommunicating and educating that consumer 
on the front side really lends well when that 
account becomes in a state of collections, because 
they’ve received that messaging, they know what’s 
available to them. Everybody would go through 
the same process so that everybody is treated and 
engaged within a consistent manner. 

And then when it comes to the question around 
who or if you should send that patient to a third-
party agency, I think consistency is really key in 
that. You want all your patients to go through 
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that life cycle. It starts at creating 
that overall strategy, and then 
making sure that on a consistent 
basis, everybody is being treated 
in the same manner, so that that 
customer spirit experience can be 
measured and looked at from start 
to fi nish, and that the staff  can be 
held accountable and the agencies 
that are servicing those clients can 
be held accountable as well.

ME: You talk about consistency; 
are there ever exceptions that 
can be made? Or does it have to 
be across the board consistent 
with everyone?

JC: I’m a fi rm believer in consist-
ency. The health care provider 
should have a well-documented 
fi nancial assistance policy. If 
there’s charity care or other 
programs that the medical prac-
titioner off ers, that should have 
coverage under there. It still needs 
to be consistently done. It’s not 
saying, I’m going to put 20 of 
these people through my billing 
and collections process, or send 
these 20 people to an outside 
agency if we work with them, 
but not send these 10. Everybody 
should go through that consistent 
process without exception. 

When you’re creating this 
process it really takes some 
thought, because you want it to be 
people-fi rst, you want it to be an 
empathetic process, but you want 
it to be very well thought out so 
it can be handled in a consistent 
manner from start to fi nish. The 
end goal is making that customer 
experience the best it can be, and 
providing that customer with 
the education and the service 
level they need to get that debt 
cleaned up and out of their minds 
and out of their responsibility. 
What we hear a lot is, outstanding 
debt, whether it’s from a medical 
provider or a bank or fi nancial 

institution, whatever that might 
be, it does weigh a lot on that con-
sumer’s mind. And what we see, 
especially in the health care side 
of the equation, is around surprise 
billing. The patient is like, OK, 
well, I didn’t think I owed that. 
And then you have the additional 
challenge on the health care side 
all of the insurance nuance.

 It’s on the provider, it’s on the 
servicers that are working with 
those providers to understand it, 
to have a consistent, well-doc-
umented processing workfl ow, 
and then be able to educate that 
consumer and that patient all the 
way through the transaction to 
create that win-win solution to 
get them back on track or get that 
doctor paid.

ME: It’s unfortunate that 
patients sometimes have to be 
turned over to collections. Are 
there tips you can share on how 
to collect what’s owed without 
creating ill will?

JC: When you look at collections, 
and when you look at what people 
think about when they hear debt 
collection, or you’re placed in 
collections, or in a collections 
department, whether it’s internal 
or with a servicer, it doesn’t have 
to be a negative experience. It 

can be one that’s very positive. 
We believe that through engaging 
with empathy, actively listening, 
being able to educate that patient 
on programs on how they come to 
owe the amount that you’re reach-
ing out about — that’s a big thing.

 So be able to understand and 
explain to them that debt and why 
they owe it, and come up with 
a solution, whether it’s having 
well-documented terms to create 
a repayment plan, or whether 
it’s off ering charity care oppor-
tunities, or whether it’s off ering 
third-party patient fi nancing 
solutions. You want to arm the 
patient and the consumer with as 
much knowledge as possible, with 
as many opportunities as possible, 
to make that payment. 

I’m a fi rm believer that every-
body wants to repay, and it’s really 
on, whether it’s an internal collec-
tor or an external collector, to have 
the conversation, educate them and 
provide a solution so that they can 
repay it. And that ultimately leads 
to that customer experience.

ME: Is there a way to tell who’s 
making a genuine eff ort to pay 
you and who’s just trying to fool 
you with sad stories?

JC: It’s something everybody 
struggles with from that people 
side of the equation. It’s very easy 
to get sucked into those stories, 
especially if it’s always happening. 
If it’s always a new story, that can 
kind of be a little bit of a red fl ag. 
If every time you talk to some-
body, there’s been something else 
that’s happening within their life, 
that may be an excuse or some-
thing that they’re trying to play, 
whether it’s pulling the heart-
strings or just trying to extend the 
time in between payments. 

What I think is very important 
as that person who’s on the phone 
engaging with that individual is, 

“I’m a fi rm believer 
that everybody 
wants to repay.”
that everybody 
wants to repay.”
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more or less kind of changing your perspective in that 
conversation to not only actively listen in and engage 
with that individual, but really make it a genuine eff ort 
to connect, to build rapport, to off er that type of edu-
cation, talk about the debt and really try to get them to 
the ultimate answer, which is to say yes to a solution 
that works for the provider and for that consumer. 
You may be getting a lot of noise, but you’re always 
working down the path of trying to get that yes at the 
end of the tunnel. 

Again, being genuine in that transaction, engaging 
with empathy, providing that education and really 
talking to that person is important, and not just say, 
well, this call isn’t going to be successful because I’m 
getting another type of story. I think it’s always pru-
dent to really engage and try to understand and then 
create that solution.

ME: Is there anything else you think medical prac-
tices need to be aware of when it comes to collections?

JC: From my perspective, what I like to tell medical 
providers is look at the collection side of your business 
as a revenue-generating department. So just like you’re 
looking at trying to acquire new patients, you want to 
look at how to create that great customer experience 
on that back side. 

But again, if you look at it like a revenue-generating 
department, a lot of things go into that. It’s actually 
taking the time to peel back the onion layers and look 
at what’s actually happening and taking a little bit 
of an assessment of what’s going on today. Then it’s 
understanding that process and reimagining how that 
process works. 

It does take a lot of time, but you want to put in 
policies, procedures, workfl ows, training programs, 
educating the people that are on the phones for you, 
to make sure they’re well equipped to handle those 
conversations, to make sure they understand the 
insurance side of the business and how those debts 
actually become due and what the back-end balance is 
for that out-of-pocket cost for that consumer. That’s 
a big question they’re going to ask and those individ-

uals need to have the training to be able to 
articulate that and talk around that topic with 
that consumer. Then you want to start dash-
boarding and you want to hold those individ-
uals accountable for their performance as you 
would, say, the sales team, because again, that 
is a part of that revenue-generating side of the 
practice. 

The more you recover, you are saving that 
revenue that was already generated. So it’s vital 
for the medical practice, it’s vital for a hospital 
or center to get those funds in to continue to 
provide excellent patient care as well as keep a 
practice running effi  ciently.

Check out 

This interview was transcribed 
from a video interview that was recorded as part 
of Medical Economics® Pulse video program.

Check out more video interviews with 
experts at bit.ly/MedEcVideo
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CHRONIC
CONDITIONS

by Grace Halsey Senior Editor

Addressing infl uenza 
in the COVID-19 era

Tan: What factors contributed to the low-
er-than-average infl uenza season in 2020-21? 
How does this impact what we might see for the 
2021-22 infl uenza season?

Foster: We don’t really know. We don’t have enough 
data on this. Everything has been evolving as we go 
along. We suspect that some of it has to do with the 
COVID-19 social distancing and other COVID-19 
protections, the masking and the hand-washing, 
travel restrictions and the fl u vaccine we received 
last year. All of those may have contributed to the 
low fl u rates. There is some evidence that there 
might have been some viral interference, where one 
virus can suppress another virus mechanism. But 
we’re not sure. And we’re just waiting to see what 
will happen this year.

Vega: I think another factor that that likely helped 
contribute to a historically lower rate of fl u overall in 
the United States last year was school closures. I’m 
not a huge fan of school closures with three kids in 
elementary school personally. But we know that fl u is 
passed around schools pretty readily. And then those 
kids come home and often infect folks at higher risk, 
such as grandparents. And the rates of fl u vaccine 
last year were disappointingly low. We will have to 
vaccinate as many as we can this fl u season.

Tan: What is the potential impact of lifting 
COVID-19 restrictions (for example, social dis-
tancing, face masks) in the upcoming infl uenza 

Welcome to Around the Practice. The 
following transcript features three 
physicians discussing the upcoming 
infl uenza season and the impact of 
cocirculating COVID-19. This recap was 
edited for length and clarity, and the 
full video conversation is available at 
MedicalEconomics.com.

Our moderator is Tina Q. Tan, M.D., FAAP, 
FIDSA, FPIDS, professor of pediatrics at the 
Northwestern University Feinberg School 
of Medicine and a pediatric infectious 
disease attending physician at the Ann 
& Robert H. Lurie Children’s Hospital of 
Chicago in Illinois. 

Our panelists are as follows:

John J. Russell, M.D., FAAP,
clinical professor of family and community 
medicine, Sidney Kimmel Medical College at 
Thomas Jeff erson University, Philadelphia 

Stephan Foster, Pharm.D., 
FAPhA, FNAP, director, professor 
and community pharmacist, Memphis, 
Tennessee

Charles (Chuck) Vega, M.D., 
FAAFP, health sciences clinical professor 
of family medicine, University of California, 
Irvine, School of Medicine
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TRADE NAME/MANUFACTURER AGE INDICATION

IIV4 (standard-dose, egg-based vaccines) 

Afluria Quadrivalent (Seqirus)

0.25 mL PFS  6-35 mos

0.5 mL PFS ≥ 3 ys

5.0 mL MDV ≥ 6 mos (needle/syringe) 
18-64 ys (jet injector)

Fluarix Quadrivalent (GlaxoSmithKline) ≥ 6 mos

FluLaval Quadrivalent (GlaxoSmithKline) ≥ 6 mos

Fluzone Quadrivalent (Sanofi Pasteur) ≥ 6 mos

ccIIV4 (standard-dose, cell culture-based vaccine) 

Flucelvax Quadrivalent (Seqirus) ≥ 2 ys

HD-IIV4 (high-dose, egg-based vaccine)
Fluzone High-Dose Quadrivalent (Sanofi Pasteur) ≥ 65 ys

aIIV4 (standard-dose, egg-based vaccine with MF59 adjuvant) 
Fluad Quadrivalent (Seqirus) ≥ 65 ys

RIV4 (recombinant hemagglutinin vaccine)
Flublok Quadrivalent (Sanofi Pasteur) ≥ 18 ys

LAIV4 (egg-based vaccine) 
FluMist Quadrivalent (AstraZeneca) 2-49 ys

season? How will the season 
be impacted by the circulating 
Delta variant? 

Russell: Some people have given up 
wearing masks, if they ever did, and 
have completely gone back to other 
things and there are some of us who 
still wear masks. Personally, I’m not 
sure I’m ever going to see a patient 
sick with a viral illness without 

wearing a mask for the rest of my 
career. I can remember doing naso-
pharyngeal swabs on people without 
a mask on because it was “just the 
flu” and I was vaccinated. 

Delta is interesting on two fronts. 
When you think about the infec-
tiousness of flu, we think about how 
many people will an infected person 
get sick and it’s about one or two for 
influenza. For Delta, it’s up in the 

range of five plus — that’s compara-
ble to the infectivity of chickenpox. 

Vega: I think you have to watch 
your population locally. How are 
they responding to vaccines? How 
are they responding these nonphar-
macologic measures? And you take 
precautions based on those factors, 
because it is highly variable from 
community to community. 

AVAILABLE INFLUENZA VACCINES —  
UNITED STATES, 2021-22 INFLUENZA SEASON*

IIV4, inactivated influenza vaccine, quadrivalent; LAIV4, live attenuated influenza vaccine, quadrivalent;  
RIV4, recombinant influenza vaccine, quadrivalent.

*Please consult FDA-approved prescribing information for 2021-22 influenza vaccines for the most com-
plete and updated information, including (but not limited to) indications, contraindications, warnings, and 
precautions. Scan for the available Package inserts for U.S.-licensed vaccines.
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Tan: How might COVID-19 
booster recommendations impact 
influenza vaccination rates? Can 
COVID-19 and influenza vaccines 
be administered together? 

Russell: I think the people who are 
very interested in COVID-19 vaccines 
can’t wait to get a booster. For other 
people suddenly this has become 
something larger than a public 
health issue, that is, flu vaccine is 
just another part of the COVID-19 
conspiracy that maybe wasn’t seen 
before. I think it’s going to be harder. 

As for co-administration, origi-
nally there was a two-week window 
advised before you’d give another 
vaccine after a COVID-19 vaccine. 
But that has been changed now so 
someone could take a flu vaccine and 
a COVID-19 vaccine at the same visit. 
Some of the people who are working 
on the mRNA vaccines are hoping 
in future years to have a combined 
COVID-19/influenza vaccine, but not 
for this year. 

Tan: What might be the scenario 
moving forward for COVID-19 
boosters? 

Vega: The guidelines as of right 
now are for folks who have had 
two doses of the Pfizer-BioNTech 
vaccine and had their last dose 
more than six months ago and then 
if they are aged 65 years or younger, 
are aged 18 years or younger with 
underlying conditions that put them 
at risk for severe disease, if they 
live in long-term care or another 
congregate setting or live and work 
in a high-risk setting. And it’s hard 
right now. I’m going through one 
case at a time. 

In terms of the future, I don’t 
have a crystal ball, but I don’t think 
that a two- or three-dose regimen is 
the end of the story, but I also don’t 
think we’d be looking at an annual 
COVID-19 vaccine, although it could 
be possible. As long as the pandemic 

continues, with millions of infections 
around the world and the mutation 
rate continuing, we’ll need to think 
about how the vaccine is composed, 
including accounting for all those 
different variants.

Russell: I spend five minutes of 
every visit trying to explain what the 
recommendations are and which 
lane the patient should be in. But I 
think it’s something we should still 
be talking about. We are just figuring 
out what the regimen is — this may 
not be a booster, it’s probably just 
part of a series — the third dose in 
the mRNA series or the second in the 
J&J series. 

Tan:  How do the signs and symp-
toms differ between COVID-19 
and influenza? How do you decide 
which to test for in the clinic? 

Russel: The presentation can look 
the same. Someone who has cough 
and a fever — these are hallmarks of 
both. The anosmia happens much 
more with COVID-19. So I think it’s 
hard to figure out at point zero. But 
globally, with flu, you’re sick on Day 
1. When your viral load is highest, 
you’re more likely to have fevers and 
myalgias. Then your temperatures 
go down, about a half to 1 degree per 
day. And you’re going to be over that 
in roughly five to seven days. COVID-
19 is a bit more indolent, it kind of 
builds up. We’ve all seen that patient 
who percolated along and then kind 
of dropped off at Day 5 to 8 and then 
suddenly got very sick.  

Flu likes the very young and the 
very old. COVID-19 tends to like the 
very old a lot more than it likes the 
very young, but certainly you’ve seen 
teens in your hospital, you’ve seen 
pediatric patients with COVID-19. 

Being able to do some point-of-
care testing at a primary care office 
will be really instrumental. The test 
that comes back in two days doesn’t 
always help a lot. So I’m excited that 

we are entering a realm where we 
might have multiplex testing in the 
office for influenza and COVID-19, 
maybe respiratory syncytial virus, at 
the same time. 

Tan: What are the potential com-
plications of COVID-19 versus flu?

Russell: They both have pneumo-
nia as a complication, and multior-
gan failure. Influenza doesn’t really 
have the “long-hauler” effect; it 
does its damage and then moves 
on. Flu and COVID-19 both can 
cause myocarditis. We have never 
seen with influenza, though, the 
preponderance of people with 
clots, pulmonary embolus we have 
seen with COVID-19, and we never 
saw the numbers of people with 
renal failure. 

Vega: Influenza is a very strong 
risk factor for cardiovascular 
events which are well documented 
with flu. That’s part of the way 
I try to convince folks to get the 
influenza vaccine because there is 
evidence that the vaccine itself can 
help prevent myocardial infarction 
and stroke. 

Tan: Which patients are at 
higher risk for developing influ-
enza complications?

Vega: If you have significant chronic 
dysfunction of any major organ — 
brain, heart, kidney, liver, lung — you 
are at high risk for complications of 
influenza. Some of the other impor-
tant groups are pregnancy, severe 
obesity (BMI ≥ 40), history of heart 
attack or stroke. And then the large 
vulnerable groups that now include 
people of color, Black, Latinx, Ameri-
can Indian, Alaskan Native — they all 
are considered at higher risk for flu 
complications. These are the patients 
I see every day. 

» Continues on Page 54
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Please see Brief Summary of Prescribing Information  
for Flublok Quadrivalent on the third spread, and for  

Fluzone High-Dose Quadrivalent please see the fourth spread.

Select Important Safety Information
Flublok Quadrivalent and Fluzone High-Dose Quadrivalent should not be administered to anyone 
who has had a severe allergic reaction (e.g., anaphylaxis) to any component of the vaccine 
(including egg protein for Fluzone High-Dose Quadrivalent) or after previous dose of the respective 
vaccine. In addition, Fluzone High-Dose Quadrivalent should not be administered to anyone who 
has had a severe allergic reaction after previous dose of any influenza vaccine.

Don’t let influenza spread like wildfire. 
Help contain it with better protection.
Flublok Quadrivalent and Fluzone High-Dose Quadrivalent are vaccines indicated for active 
immunization against disease caused by influenza A subtype viruses and type B viruses 
contained in the vaccine. Flublok Quadrivalent is approved for use in persons 18 years of age 
and older. Fluzone High-Dose Quadrivalent is approved for use in persons 65 years of age 
and older.  
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Only 2 influenza vaccines have been proven 
to prevent more cases of influenza 
versus standard-dose vaccine comparators in older adults1-4

Learn more at sanofiflu.com
References: 1. Fluzone High-Dose Quadrivalent [Prescribing Information]. Swiftwater, PA: Sanofi Pasteur Inc. 
2. Flublok Quadrivalent  [Prescribing Information]. Meriden, CT: Protein Sciences Corporation. 3. DiazGranados 
CA, Dunning AJ, Kimmel M, et al. Efficacy of high-dose versus standard-dose influenza vaccine in older adults. 
N Engl J Med. 2014;371:635-645. 4. Dunkle LM, Izikson R, Patriarca P, et al. Efficacy of recombinant influenza 
vaccine in adults 50 years of age or older. N Engl J Med. 2017;376:2427-2436.

Fluzone High-Dose Quadrivalent is manufactured and distributed by 
Sanofi Pasteur Inc.
Fluzone High-Dose Quadrivalent (CPT®b code 90662) is a covered benefit 
under Medicare Part B.
Flublok Quadrivalent is manufactured by Protein Sciences Corporation, 
a Sanofi company, and distributed by Sanofi Pasteur Inc.
Flublok Quadrivalent (CPT code 90682) is a covered benefit under
Medicare Part B.
a PCR = Polymerase chain reaction.
b   CPT (Current Procedural Terminology) is a registered trademark of the 

American Medical Association.

Important Safety Information for Flublok Quadrivalent 
and Fluzone High-Dose Quadrivalent

Flublok Quadrivalent and Fluzone High-Dose Quadrivalent should not be administered 
to anyone who has had a severe allergic reaction (e.g., anaphylaxis) to any component of 
the vaccine (including egg protein for Fluzone High-Dose Quadrivalent) or after previous 
dose of the respective vaccine. In addition, Fluzone High-Dose Quadrivalent should not be 
administered to anyone who has had a severe allergic reaction after previous dose of any 
influenza vaccine.  

Appropriate medical treatment and supervision must be available to manage possible 
anaphylactic reactions following administration of the vaccine.  

If Guillain-Barré syndrome has occurred within 6 weeks following previous influenza 
vaccination, the decision to give Flublok Quadrivalent and Fluzone High-Dose Quadrivalent 
should be based on careful consideration of the potential benefits and risks.  

If Flublok Quadrivalent and Fluzone High-Dose Quadrivalent are administered to 
immunocompromised persons, including those receiving immunosuppressive therapy, 
the immune response may be lower than expected.  

Vaccination with Flublok Quadrivalent and Fluzone High-Dose Quadrivalent may not protect 
all recipients.  

For Flublok Quadrivalent, in adults 18 through 49 years of age, the most common injection-
site reactions were tenderness and pain; the most common solicited systemic adverse 
reactions were headache, fatigue, myalgia, and arthralgia. In adults 50 years of age and older, 
the most common injection-site reactions were tenderness and pain; the most common 
solicited systemic adverse reactions were headache, and fatigue.  

For Fluzone High-Dose Quadrivalent, in adults 65 years of age and older, the most common 
injection-site reaction was pain; the most common solicited systemic adverse reactions were 
myalgia, headache, and malaise.  

For Flublok Quadrivalent and Fluzone High-Dose Quadrivalent, other adverse reactions 
may occur.

Please see Brief Summary of Prescribing Information for Flublok Quadrivalent on the 
third spread, and for Fluzone High-Dose Quadrivalent please see the fourth spread. 

To order Fluzone High-Dose Quadrivalent or Flublok Quadrivalent vaccine, 
go to VaccineShoppe.com® or call 1-800-VACCINE (1-800-822-2463).

SANOFI PASTEUR.      Discovery Drive. Swiftwater, Pennsylvania 18370. www.sanofi.us     
MAT-US-2018306-v1.0-09/2020                                                © 2020 Sanofi Pasteur Inc.

With 4-strain protection, Fluzone High-Dose Quadrivalent builds on 
the legacy of the trivalent formulation, which was proven to provide

Fluzone® High-Dose Quadrivalent 
(Influenza Vaccine)

Flublok® Quadrivalent (Influenza Vaccine)

According to a head-to-head randomized controlled efficacy trial 
among adults 50+, Flublok Quadrivalent was proven to provide

compared with standard-dose Fluzone (Influenza Vaccine) 
in patients 65+.1,3

Based on data from the trivalent formulation, solicited injection 
site reactions and systemic adverse reactions were slightly 
more frequent after vaccination with the trivalent formulation 
compared with a standard-dose vaccine.1

versus a standard-dose quadrivalent inactivated influenza 
vaccine.2,4

In this randomized controlled trial, the most common local 
and systemic adverse reactions to Flublok Quadrivalent 
included pain at the injection site, headache, and fatigue.2

BETTER PROTECTION 
AGAINST INFLUENZA 
due to any lab-confirmed circulating strain

BETTER PROTECTION 
AGAINST INFLUENZA 
due to any PCRa-confirmed circulating strain

24%
(95% CI: 10-37)

30%
(95% CI: 10-47)
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Flublok® Quadrivalent Rx Only
(Influenza Vaccine), Sterile Solution for Intramuscular Injection
2020-2021 Formula

Brief Summary of Prescribing Information

1 INDICATIONS AND USAGE
Flublok Quadrivalent is a vaccine indicated for active immunization against disease
caused by influenza A subtype viruses and type B viruses contained in the vaccine.
Flublok Quadrivalent is approved for use in persons 18 years of age and older [see
Clinical Studies (14) in the full prescribing information].

2 DOSAGE AND ADMINISTRATION
For intramuscular injection only.

2.1 Dosage
Administer Flublok Quadrivalent as a single 0.5 mL dose.

2.2 Administration
Invert the prefilled syringe containing Flublok Quadrivalent gently prior to affixing the
appropriate size needle for intramuscular administration.
Parenteral drug products should be inspected visually for particulate matter and
discoloration prior to administration whenever solution and container permit. If either
of these conditions exists, the vaccine should not be administered.
The preferred site for injection is the deltoid muscle. Flublok Quadrivalent should not
be mixed in the same syringe with any other vaccine.

4 CONTRAINDICATIONS
Flublok Quadrivalent is contraindicated in individuals with known severe allergic
reactions (e.g., anaphylaxis) to any component of the vaccine [see Postmarketing
Experience (6.2) and Description (11) in the full prescribing information].

5 WARNINGS AND PRECAUTIONS

5.1 Managing Allergic Reactions
Appropriate medical treatment and supervision must be available to manage
possible anaphylactic reactions following administration of the vaccine.

5.2 Guillain Barré Syndrome
The 1976 swine influenza vaccine was associated with an increased frequency of
Guillain-Barré Syndrome (GBS). Evidence for a causal relation of GBS with other
influenza vaccines is inconclusive; if an excess risk exists, it is probably slightly more
than one additional case per 1 million persons vaccinated. If GBS has occurred
within 6 weeks of receipt of a prior influenza vaccine, the decision to give Flublok
should be based on careful consideration of the potential benefits and risks.

5.3 Altered Immunocompetence
If Flublok Quadrivalent is administered to immunocompromised individuals, includ-
ing persons receiving immunosuppressive therapy, the immune response may be
diminished.

5.4 Limitations of Vaccine Effectiveness
Vaccination with Flublok Quadrivalent may not protect all vaccine recipients.

6 ADVERSE REACTIONS
In adults 18 through 49 years of age, the most common (≥10%) injection-site
reactions were tenderness (48%) and pain (37%); the most common (≥10%)
solicited systemic adverse reactions were headache (20%), fatigue (17%), myalgia
(13%), and arthralgia (10%) [see Clinical Trials Experience (6.1)].
In adults 50 years of age and older, the most common (≥10%) injection site
reactions were tenderness (34%) and pain (19%); the most common (≥10%)
solicited systemic adverse reactions were headache (13%) and fatigue (12%) [see
Clinical Trials Experience (6.1)].

6.1 Clinical Trials Experience
Because clinical studies are conducted under widely varying conditions, adverse
reaction rates observed in the clinical studies of a vaccine cannot be directly
compared to rates in the clinical studies of another vaccine and may not reflect the
rates observed in clinical practice.
Flublok Quadrivalent
Flublok Quadrivalent has been administered to and safety data collected from 998
adults 18-49 years of age (Study 1) and 4328 adults 50 years of age and older
(Study 2).
In Studies 1 and 2, local (injection site) and systemic adverse reactions were
solicited with the use of a memory aid for 7 days following vaccination, unsolicited
adverse events were collected for ~28 days post-vaccination, and serious adverse
events (SAEs) were collected for 6 months post-vaccination via clinic visit or remote
contact.
Study 1 included 1330 subjects 18 through 49 years of age for safety analysis,
randomized to receive Flublok Quadrivalent (n=998) or a comparator inactivated
influenza vaccine (Fluarix Quadrivalent, manufactured by GlaxoSmithKline) (n=332)
[see Clinical Studies (14) in the full prescribing information]. The mean age of
participants was 33.5 years. Overall, 65% of subjects were female, 59% white/
Caucasian, 37% black/African American, 1.0% Native Hawaiian/Pacific Islander,
0.8% American Indian/Alaskan Native, 0.5% Asian, 1.4% other racial groups, and
16% of Hispanic/Latino ethnicity. Table 1 summarizes the incidence of solicited local
and systemic adverse reactions reported within seven days of vaccination with
Flublok Quadrivalent or the comparator vaccine.

Table 1: Frequency of Solicited Local Injection Site Reactions and
Systemic Adverse Reactions within 7 Days of Administration of Flublok

Quadrivalent or Comparator* in Adults 18-49 Years of Age, Study 1
(Reactogenicity Populations)*,†

Reactogenicity
Term

Flublok Quadrivalent
N=996

%

Comparator
N=332

%

Any
Grade‡ Grade

3
Grade

4

Any
Grade‡ Grade

3
Grade

4

Subjects with ≥1
injection site
reaction

§, ¶ 51 1 0 52 2 0

Local Tenderness 48 1 0 47 1 0

Local Pain 37 1 0 36 1 0

Firmness / Swelling 5 0 0 3 0 0

Redness 4 0 0 1 0 0

Subjects with ≥1
systemic reaction§,# 34 2 <1 36 3 <1

Headache 20 1 0 21 2 <1

Fatigue 17 1 0 17 1 0

Muscle Pain 13 1 0 12 1 0

Joint Pain 10 1 0 10 1 0

Nausea 9 1 <1 9 1 0

Shivering / Chills 7 1 0 6 1 0

Fever‡, Þ 2 <1 0 1 <1 0

NOTE: Data based on the most severe response reported by subjects. Results ≥1%
reported to nearest whole percent; results >0 but <1% reported as <1%.
*Comparator = U.S.-licensed comparator quadrivalent inactivated influenza vaccine
manufactured by GlaxoSmithKline.

†Study 1 is registered as NCT02290509 under the National Clinical Trials registry.
‡Denominators for fever: Flublok Quadrivalent n = 990, Comparator n = 327.
§Reactogenicity Populations were defined as all randomized subjects who received

study vaccine according to the treatment actually received and who had at least
one non-missing data point for injection site, systemic or body temperature
reactogenicity categories. For local pain, tenderness and systemic reactions:
Grade 1 = No interference with activities. Grade 2 = Prevented some activities, and
headache may have required non-narcotic pain reliever. Grade 3 = Prevented most
or all normal activities or required prescription medications. Grade 4 = Required
visit to ER or hospitalization. For injection site redness and firmness/swelling:
Grade 1=25 to ≤50 mm (small). Grade 2=51 to ≤100 mm (medium). Grade 3=>100
mm (large). Grade 4=necrosis or exfoliative dermatitis.

¶Denominators for injection site reactions: Flublok Quadrivalent n = 996, Compara-
tor n =332.

#Denominators for systemic reactions: Flublok Quadrivalent n = 994, Comparator
n = 332.

ÞFever defined as ≥100.4°F (38°C). Grade 1 (≥100.4°F to ≤101.1°F); Grade 2
(101.2°F to ≤102.0°F); Grade 3 (102.1°F to ≤104°F). Grade 4 >104°F.

Study 2 included 8672 subjects 50 years of age and older for safety analysis,
randomized to receive Flublok Quadrivalent (n=4328) or Comparator (Fluarix
Quadrivalent, manufactured by GlaxoSmithKline) as an active control (n=4344) [see
Clinical Studies (14) in the full prescribing information]. The mean age of participants
was 62.7 years. Overall, 58% of subjects were female, 80% white/Caucasian, 18%
black/African American, 0.9% American Indian/Alaskan Native, 0.4% Asian, 0.2%
Native Hawaiian/Pacific Islander, 0.7% other racial groups, and 5% of Hispanic/
Latino ethnicity. Table 2 summarizes the incidence of solicited local and systemic
adverse reactions reported within seven days of vaccination with Flublok Quadri-
valent or Comparator.

Table 2: Frequency of Solicited Local Injection Site Reactions and
Systemic Adverse Reactions within 7 Days of Administration of Flublok
Quadrivalent or Comparator* in Adults 50 Years of Age and Older, Study

2 (Reactogenicity Populations)†, ‡

Reactogenicity Term

Flublok Quadrivalent
N=4312

%

Comparator
N=4327

%

Any
Grade

Grade
3

Grade
4

Any
Grade

Grade
3

Grade
4

Subjects with ≥1
injection site reaction‡,

§ 38 <1 <1 40 <1 <1

Table 2: Frequency of Solicited Local Injection Site Reactions and
Systemic Adverse Reactions within 7 Days of Administration of Flublok
Quadrivalent or Comparator* in Adults 50 Years of Age and Older, Study

2 (Reactogenicity Populations)†, ‡ (continued)

Reactogenicity Term

Flublok Quadrivalent
N=4312

%

Comparator
N=4327

%

Any
Grade

Grade
3

Grade
4

Any
Grade

Grade
3

Grade
4

Local Tenderness 34 <1 <1 37 <1 <1

Local Pain 19 <1 0 22 <1 <1

Firmness / Swelling 3 <1 0 3 <1 0

Redness 3 <1 0 2 <1 0

Subjects with ≥1
systemic reactogenicity
event‡,¶ 25 1 <1 26 1 <1

Headache 13 <1 <1 14 1 <1

Fatigue 12 <1 0 12 <1 <1

Muscle Pain 9 <1 <1 9 <1 <1

Joint Pain 8 <1 0 8 <1 <1

Nausea 5 <1 0 5 <1 <1

Shivering / Chills 5 <1 0 4 <1 <1

Fever#,Þ
<1 <1 0 1 <1 0

NOTE: Data based on the most severe response reported by subjects. Results ≥1%
reported to nearest whole percent; results >0 but <1% reported as <1%.
*Comparator = U.S.-licensed comparator quadrivalent inactivated influenza vaccine,
Fluarix Quadrivalent, manufactured by GlaxoSmithKline.

†Study 2 is registered as NCT02285998 under the National Clinical Trials registry.
‡ Reactogenicity Populations were defined as all randomized subjects who received

study vaccine according to the treatment actually received and who had at least
one non-missing data point for injection site, systemic or body temperature
reactogenicity categories. For local pain, tenderness, and systemic reactions:
Grade 1=No interference with activity. Grade 2=Some interference with activity.
Grade 3=Prevents daily activity. Grade 4=Required ER visit or hospitalization. For
injection site redness and firmness/swelling: Grade 1=25 to ≤50 mm (small). Grade
2=51 to ≤100 mm (medium). Grade 3=>100 mm (large). Grade 4=necrosis or
exfoliative dermatitis.

§Denominators for injection site reactions: Flublok Quadrivalent n = 4307, Com-
parator n = 4319.

¶Denominators for systemic reactions: Flublok Quadrivalent n = 4306, Comparator
n = 4318.

#Denominators for fever: Flublok Quadrivalent n = 4262, Comparator n = 4282.
ÞFever defined as ≥100.4°F (38°C). Grade 1 (≥100.4°F to ≤101.1°F); Grade 2

(101.2°F to ≤102.0°F); Grade 3 (102.1°F to ≤104°F). Grade 4 >104°F.

Among adults 18-49 years of age (Study 1), through 6 months post-vaccination, no
deaths were reported. SAEs were reported by 12 subjects, 10 (1%) Flublok
Quadrivalent recipients and 2 (0.6%) Comparator recipients. No SAEs were
considered related to study vaccine.
Among adults 50 years of age and older (Study 2), 20 deaths occurred in the 6
months post-vaccination, including 8 Flublok Quadrivalent and 12 Comparator
recipients. No deaths were considered related to study vaccine. SAEs were reported
by 145 (3.4%) Flublok Quadrivalent recipients and 132 (3%) Comparator recipients.
No SAEs were considered related to study vaccine.
In the 28 days following vaccination, one or more unsolicited treatment emergent
adverse events occurred in 10.3% of Flublok Quadrivalent and 10.5% of Comparator
recipients in Study 1 (adults 18-49 years of age) and in 13.9% of Flublok
Quadrivalent and 14.1% of Comparator recipients in Study 2 (adults ≥50 years of
age). In both studies, rates of individual events were similar between treatment
groups, and most events were mild to moderate in severity.
Flublok (Trivalent Formulation)
The safety experience with Flublok is relevant to Flublok Quadrivalent because both
vaccines are manufactured using the same process and have overlapping compo-
sitions [see Description (11) in the full prescribing information].
Flublok (trivalent formulation) has been administered to and safety data collected
from a total of 4547 subjects in five clinical trials (Studies 3-7): 2497 adults 18
through 49 years, 972 adults 50 through 64 years, and 1078 adults 65 years and
older. In Studies 3 - 5 and 7, SAEs were collected for 6 months post-vaccination.
Study 6 collected SAEs through 30 days following receipt of vaccine. Study 6 also
actively solicited pre-specified common hypersensitivity-type reactions through 30
days following receipt of vaccine as a primary endpoint.
Study 3 included 4648 subjects 18 through 49 years of age for safety analysis,
randomized to receive Flublok (n=2344) or placebo (n=2304) [see Clinical Studies
(14) in the full prescribing information].

Study 4 included 602 subjects 50 through 64 years of age for safety analysis,
randomized to receive Flublok (n=300) or another U.S.-licensed trivalent influenza
vaccine (Fluzone, manufactured by Sanofi Pasteur, Inc.) as an active control
(n=302).
Study 5 included 869 subjects aged 65 years and older for safety analysis,
randomized to receive Flublok (n=436) or another U.S.-licensed trivalent influenza
vaccine (Fluzone) as an active control (n=433).
Study 6 included 2627 subjects aged 50 years and older for safety analysis,
randomized to receive Flublok (n=1314) or another U.S.-licensed trivalent influenza
vaccine (Afluria, manufactured by Seqirus Pty Ltd.) as an active control (n=1313).
Among subjects 50 through 64 years of age, 672 received Flublok and 665 received
Afluria. Among subjects aged 65 years and older, 642 received Flublok and 648
received Afluria.
Study 7 was a Phase 2 dose-finding trial conducted in adults 18 through 49 years
of age, 153 of whom received Flublok 135 mcg, the licensed trivalent formulation.
Serious Adverse Events
Among 2497 adults 18-49 years of age (Studies 3 and 7 pooled), through 6 months
post-vaccination, two deaths were reported, one in a Flublok recipient and one in
a placebo recipient. Both deaths occurred more than 28 days following vaccination
and neither was considered vaccine-related. SAEs were reported by 32 Flublok
recipients and 35 placebo recipients. One SAE (pleuropericarditis) in a Flublok
recipient was assessed as possibly related to the vaccine.
Among 972 adults 50-64 years of age (Studies 4 and 6 pooled), through up to 6
months post-vaccination, no deaths occurred, and SAEs were reported by 10
subjects, 6 Flublok recipients and 4 Comparator recipients. One of the SAEs,
vasovagal syncope following injection of Flublok, was considered related to
administration of study vaccine.
Among 1078 adults 65 years of age and older (Studies 5 and 6 pooled), through
up to 6 months post-vaccination, 4 deaths occurred, 2 in Flublok recipients and 2
in Comparator recipients. None were considered related to the study vaccines.
SAEs were reported by 80 subjects (37 Flublok recipients, 43 Comparator recipi-
ents). None were considered related to the study vaccines.
Among 1314 adults 50 years of age and older (Study 7) for whom the incidence of
rash, urticaria, swelling, non-pitting edema, or other potential hypersensitivity
reactions were actively solicited for 30 days following vaccination, a total of 2.4%
of Flublok recipients and 1.6% of Comparator recipients reported such events over
the 30 day follow-up period. A total of 1.9% and 0.9% of Flublok and Comparator
recipients, respectively, reported these events in the 7 days following vaccination.
Of these solicited events, rash was most frequently reported (Flublok 1.3%,
Comparator 0.8%) over the 30 day follow-up period.
6.2 Postmarketing Experience
The following events have been spontaneously reported during post-approval use
of Flublok Quadrivalent. They are described because of the temporal relationship,
the biologic plausibility of a causal relationship to Flublok Quadrivalent, and their
potential seriousness. Because these events 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 vaccine exposure.
Immune system disorders: anaphylaxis, allergic reactions, and other forms of
hypersensitivity (including urticaria).
7 DRUG INTERACTIONS
Data evaluating the concomitant administration of Flublok Quadrivalent with other
vaccines are not available.
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Pregnancy Exposure
Pregnancy outcomes in women who have been exposed to Flublok Quadrivalent
during pregnancy are being monitored. Sanofi Pasteur Inc. is maintaining a
prospective pregnancy exposure registry to collect data on pregnancy outcomes and
newborn health status following vaccination with Flublok Quadrivalent during
pregnancy. Healthcare providers are encouraged to enroll women who receive
Flublok Quadrivalent during pregnancy in Sanofi Pasteur Inc.’s vaccination preg-
nancy registry by calling 1-800-822-2463.
Risk Summary
All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the
U.S. general population, the estimated background risks of major birth defects and
miscarriage in clinically recognized pregnancies are 2% to 4% and 15% to 20%,
respectively. Available data on Flublok Quadrivalent and Flublok (trivalent formu-
lation) administered to pregnant women are insufficient to inform vaccine-associated
risks in pregnant women.
There were no developmental studies of Flublok Quadrivalent formulation performed
in animals. The developmental effects of Flublok (trivalent formulation) are relevant
to Flublok Quadrivalent because both vaccines are manufactured using the same
process and have overlapping compositions. A developmental study of Flublok
(trivalent formulation) has been performed in rats administered 0.5 mL divided of
Flublok (trivalent formulation) prior to mating and during gestation. This study
revealed no evidence of harm to the fetus due to Flublok (trivalent formulation) [see
Data].
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Brief Summary of Prescribing Information

1 INDICATIONS AND USAGE
Flublok Quadrivalent is a vaccine indicated for active immunization against disease
caused by influenza A subtype viruses and type B viruses contained in the vaccine.
Flublok Quadrivalent is approved for use in persons 18 years of age and older [see
Clinical Studies (14) in the full prescribing information].

2 DOSAGE AND ADMINISTRATION
For intramuscular injection only.

2.1 Dosage
Administer Flublok Quadrivalent as a single 0.5 mL dose.

2.2 Administration
Invert the prefilled syringe containing Flublok Quadrivalent gently prior to affixing the
appropriate size needle for intramuscular administration.
Parenteral drug products should be inspected visually for particulate matter and
discoloration prior to administration whenever solution and container permit. If either
of these conditions exists, the vaccine should not be administered.
The preferred site for injection is the deltoid muscle. Flublok Quadrivalent should not
be mixed in the same syringe with any other vaccine.

4 CONTRAINDICATIONS
Flublok Quadrivalent is contraindicated in individuals with known severe allergic
reactions (e.g., anaphylaxis) to any component of the vaccine [see Postmarketing
Experience (6.2) and Description (11) in the full prescribing information].

5 WARNINGS AND PRECAUTIONS

5.1 Managing Allergic Reactions
Appropriate medical treatment and supervision must be available to manage
possible anaphylactic reactions following administration of the vaccine.

5.2 Guillain Barré Syndrome
The 1976 swine influenza vaccine was associated with an increased frequency of
Guillain-Barré Syndrome (GBS). Evidence for a causal relation of GBS with other
influenza vaccines is inconclusive; if an excess risk exists, it is probably slightly more
than one additional case per 1 million persons vaccinated. If GBS has occurred
within 6 weeks of receipt of a prior influenza vaccine, the decision to give Flublok
should be based on careful consideration of the potential benefits and risks.

5.3 Altered Immunocompetence
If Flublok Quadrivalent is administered to immunocompromised individuals, includ-
ing persons receiving immunosuppressive therapy, the immune response may be
diminished.

5.4 Limitations of Vaccine Effectiveness
Vaccination with Flublok Quadrivalent may not protect all vaccine recipients.

6 ADVERSE REACTIONS
In adults 18 through 49 years of age, the most common (≥10%) injection-site
reactions were tenderness (48%) and pain (37%); the most common (≥10%)
solicited systemic adverse reactions were headache (20%), fatigue (17%), myalgia
(13%), and arthralgia (10%) [see Clinical Trials Experience (6.1)].
In adults 50 years of age and older, the most common (≥10%) injection site
reactions were tenderness (34%) and pain (19%); the most common (≥10%)
solicited systemic adverse reactions were headache (13%) and fatigue (12%) [see
Clinical Trials Experience (6.1)].

6.1 Clinical Trials Experience
Because clinical studies are conducted under widely varying conditions, adverse
reaction rates observed in the clinical studies of a vaccine cannot be directly
compared to rates in the clinical studies of another vaccine and may not reflect the
rates observed in clinical practice.
Flublok Quadrivalent
Flublok Quadrivalent has been administered to and safety data collected from 998
adults 18-49 years of age (Study 1) and 4328 adults 50 years of age and older
(Study 2).
In Studies 1 and 2, local (injection site) and systemic adverse reactions were
solicited with the use of a memory aid for 7 days following vaccination, unsolicited
adverse events were collected for ~28 days post-vaccination, and serious adverse
events (SAEs) were collected for 6 months post-vaccination via clinic visit or remote
contact.
Study 1 included 1330 subjects 18 through 49 years of age for safety analysis,
randomized to receive Flublok Quadrivalent (n=998) or a comparator inactivated
influenza vaccine (Fluarix Quadrivalent, manufactured by GlaxoSmithKline) (n=332)
[see Clinical Studies (14) in the full prescribing information]. The mean age of
participants was 33.5 years. Overall, 65% of subjects were female, 59% white/
Caucasian, 37% black/African American, 1.0% Native Hawaiian/Pacific Islander,
0.8% American Indian/Alaskan Native, 0.5% Asian, 1.4% other racial groups, and
16% of Hispanic/Latino ethnicity. Table 1 summarizes the incidence of solicited local
and systemic adverse reactions reported within seven days of vaccination with
Flublok Quadrivalent or the comparator vaccine.

Table 1: Frequency of Solicited Local Injection Site Reactions and
Systemic Adverse Reactions within 7 Days of Administration of Flublok

Quadrivalent or Comparator* in Adults 18-49 Years of Age, Study 1
(Reactogenicity Populations)*,†

Reactogenicity
Term

Flublok Quadrivalent
N=996

%

Comparator
N=332

%

Any
Grade‡ Grade

3
Grade

4

Any
Grade‡ Grade

3
Grade

4

Subjects with ≥1
injection site
reaction

§, ¶ 51 1 0 52 2 0

Local Tenderness 48 1 0 47 1 0

Local Pain 37 1 0 36 1 0

Firmness / Swelling 5 0 0 3 0 0

Redness 4 0 0 1 0 0

Subjects with ≥1
systemic reaction§,# 34 2 <1 36 3 <1

Headache 20 1 0 21 2 <1

Fatigue 17 1 0 17 1 0

Muscle Pain 13 1 0 12 1 0

Joint Pain 10 1 0 10 1 0

Nausea 9 1 <1 9 1 0

Shivering / Chills 7 1 0 6 1 0

Fever‡, Þ 2 <1 0 1 <1 0

NOTE: Data based on the most severe response reported by subjects. Results ≥1%
reported to nearest whole percent; results >0 but <1% reported as <1%.
*Comparator = U.S.-licensed comparator quadrivalent inactivated influenza vaccine
manufactured by GlaxoSmithKline.

†Study 1 is registered as NCT02290509 under the National Clinical Trials registry.
‡Denominators for fever: Flublok Quadrivalent n = 990, Comparator n = 327.
§Reactogenicity Populations were defined as all randomized subjects who received

study vaccine according to the treatment actually received and who had at least
one non-missing data point for injection site, systemic or body temperature
reactogenicity categories. For local pain, tenderness and systemic reactions:
Grade 1 = No interference with activities. Grade 2 = Prevented some activities, and
headache may have required non-narcotic pain reliever. Grade 3 = Prevented most
or all normal activities or required prescription medications. Grade 4 = Required
visit to ER or hospitalization. For injection site redness and firmness/swelling:
Grade 1=25 to ≤50 mm (small). Grade 2=51 to ≤100 mm (medium). Grade 3=>100
mm (large). Grade 4=necrosis or exfoliative dermatitis.

¶Denominators for injection site reactions: Flublok Quadrivalent n = 996, Compara-
tor n =332.

#Denominators for systemic reactions: Flublok Quadrivalent n = 994, Comparator
n = 332.

ÞFever defined as ≥100.4°F (38°C). Grade 1 (≥100.4°F to ≤101.1°F); Grade 2
(101.2°F to ≤102.0°F); Grade 3 (102.1°F to ≤104°F). Grade 4 >104°F.

Study 2 included 8672 subjects 50 years of age and older for safety analysis,
randomized to receive Flublok Quadrivalent (n=4328) or Comparator (Fluarix
Quadrivalent, manufactured by GlaxoSmithKline) as an active control (n=4344) [see
Clinical Studies (14) in the full prescribing information]. The mean age of participants
was 62.7 years. Overall, 58% of subjects were female, 80% white/Caucasian, 18%
black/African American, 0.9% American Indian/Alaskan Native, 0.4% Asian, 0.2%
Native Hawaiian/Pacific Islander, 0.7% other racial groups, and 5% of Hispanic/
Latino ethnicity. Table 2 summarizes the incidence of solicited local and systemic
adverse reactions reported within seven days of vaccination with Flublok Quadri-
valent or Comparator.

Table 2: Frequency of Solicited Local Injection Site Reactions and
Systemic Adverse Reactions within 7 Days of Administration of Flublok
Quadrivalent or Comparator* in Adults 50 Years of Age and Older, Study

2 (Reactogenicity Populations)†, ‡

Reactogenicity Term

Flublok Quadrivalent
N=4312

%

Comparator
N=4327

%

Any
Grade

Grade
3

Grade
4

Any
Grade

Grade
3

Grade
4

Subjects with ≥1
injection site reaction‡,

§ 38 <1 <1 40 <1 <1

Table 2: Frequency of Solicited Local Injection Site Reactions and
Systemic Adverse Reactions within 7 Days of Administration of Flublok
Quadrivalent or Comparator* in Adults 50 Years of Age and Older, Study

2 (Reactogenicity Populations)†, ‡ (continued)

Reactogenicity Term

Flublok Quadrivalent
N=4312

%

Comparator
N=4327

%

Any
Grade

Grade
3

Grade
4

Any
Grade

Grade
3

Grade
4

Local Tenderness 34 <1 <1 37 <1 <1

Local Pain 19 <1 0 22 <1 <1

Firmness / Swelling 3 <1 0 3 <1 0

Redness 3 <1 0 2 <1 0

Subjects with ≥1
systemic reactogenicity
event‡,¶ 25 1 <1 26 1 <1

Headache 13 <1 <1 14 1 <1

Fatigue 12 <1 0 12 <1 <1

Muscle Pain 9 <1 <1 9 <1 <1

Joint Pain 8 <1 0 8 <1 <1

Nausea 5 <1 0 5 <1 <1

Shivering / Chills 5 <1 0 4 <1 <1

Fever#,Þ
<1 <1 0 1 <1 0

NOTE: Data based on the most severe response reported by subjects. Results ≥1%
reported to nearest whole percent; results >0 but <1% reported as <1%.
*Comparator = U.S.-licensed comparator quadrivalent inactivated influenza vaccine,
Fluarix Quadrivalent, manufactured by GlaxoSmithKline.

†Study 2 is registered as NCT02285998 under the National Clinical Trials registry.
‡ Reactogenicity Populations were defined as all randomized subjects who received

study vaccine according to the treatment actually received and who had at least
one non-missing data point for injection site, systemic or body temperature
reactogenicity categories. For local pain, tenderness, and systemic reactions:
Grade 1=No interference with activity. Grade 2=Some interference with activity.
Grade 3=Prevents daily activity. Grade 4=Required ER visit or hospitalization. For
injection site redness and firmness/swelling: Grade 1=25 to ≤50 mm (small). Grade
2=51 to ≤100 mm (medium). Grade 3=>100 mm (large). Grade 4=necrosis or
exfoliative dermatitis.

§Denominators for injection site reactions: Flublok Quadrivalent n = 4307, Com-
parator n = 4319.

¶Denominators for systemic reactions: Flublok Quadrivalent n = 4306, Comparator
n = 4318.

#Denominators for fever: Flublok Quadrivalent n = 4262, Comparator n = 4282.
ÞFever defined as ≥100.4°F (38°C). Grade 1 (≥100.4°F to ≤101.1°F); Grade 2

(101.2°F to ≤102.0°F); Grade 3 (102.1°F to ≤104°F). Grade 4 >104°F.

Among adults 18-49 years of age (Study 1), through 6 months post-vaccination, no
deaths were reported. SAEs were reported by 12 subjects, 10 (1%) Flublok
Quadrivalent recipients and 2 (0.6%) Comparator recipients. No SAEs were
considered related to study vaccine.
Among adults 50 years of age and older (Study 2), 20 deaths occurred in the 6
months post-vaccination, including 8 Flublok Quadrivalent and 12 Comparator
recipients. No deaths were considered related to study vaccine. SAEs were reported
by 145 (3.4%) Flublok Quadrivalent recipients and 132 (3%) Comparator recipients.
No SAEs were considered related to study vaccine.
In the 28 days following vaccination, one or more unsolicited treatment emergent
adverse events occurred in 10.3% of Flublok Quadrivalent and 10.5% of Comparator
recipients in Study 1 (adults 18-49 years of age) and in 13.9% of Flublok
Quadrivalent and 14.1% of Comparator recipients in Study 2 (adults ≥50 years of
age). In both studies, rates of individual events were similar between treatment
groups, and most events were mild to moderate in severity.
Flublok (Trivalent Formulation)
The safety experience with Flublok is relevant to Flublok Quadrivalent because both
vaccines are manufactured using the same process and have overlapping compo-
sitions [see Description (11) in the full prescribing information].
Flublok (trivalent formulation) has been administered to and safety data collected
from a total of 4547 subjects in five clinical trials (Studies 3-7): 2497 adults 18
through 49 years, 972 adults 50 through 64 years, and 1078 adults 65 years and
older. In Studies 3 - 5 and 7, SAEs were collected for 6 months post-vaccination.
Study 6 collected SAEs through 30 days following receipt of vaccine. Study 6 also
actively solicited pre-specified common hypersensitivity-type reactions through 30
days following receipt of vaccine as a primary endpoint.
Study 3 included 4648 subjects 18 through 49 years of age for safety analysis,
randomized to receive Flublok (n=2344) or placebo (n=2304) [see Clinical Studies
(14) in the full prescribing information].

Study 4 included 602 subjects 50 through 64 years of age for safety analysis,
randomized to receive Flublok (n=300) or another U.S.-licensed trivalent influenza
vaccine (Fluzone, manufactured by Sanofi Pasteur, Inc.) as an active control
(n=302).
Study 5 included 869 subjects aged 65 years and older for safety analysis,
randomized to receive Flublok (n=436) or another U.S.-licensed trivalent influenza
vaccine (Fluzone) as an active control (n=433).
Study 6 included 2627 subjects aged 50 years and older for safety analysis,
randomized to receive Flublok (n=1314) or another U.S.-licensed trivalent influenza
vaccine (Afluria, manufactured by Seqirus Pty Ltd.) as an active control (n=1313).
Among subjects 50 through 64 years of age, 672 received Flublok and 665 received
Afluria. Among subjects aged 65 years and older, 642 received Flublok and 648
received Afluria.
Study 7 was a Phase 2 dose-finding trial conducted in adults 18 through 49 years
of age, 153 of whom received Flublok 135 mcg, the licensed trivalent formulation.
Serious Adverse Events
Among 2497 adults 18-49 years of age (Studies 3 and 7 pooled), through 6 months
post-vaccination, two deaths were reported, one in a Flublok recipient and one in
a placebo recipient. Both deaths occurred more than 28 days following vaccination
and neither was considered vaccine-related. SAEs were reported by 32 Flublok
recipients and 35 placebo recipients. One SAE (pleuropericarditis) in a Flublok
recipient was assessed as possibly related to the vaccine.
Among 972 adults 50-64 years of age (Studies 4 and 6 pooled), through up to 6
months post-vaccination, no deaths occurred, and SAEs were reported by 10
subjects, 6 Flublok recipients and 4 Comparator recipients. One of the SAEs,
vasovagal syncope following injection of Flublok, was considered related to
administration of study vaccine.
Among 1078 adults 65 years of age and older (Studies 5 and 6 pooled), through
up to 6 months post-vaccination, 4 deaths occurred, 2 in Flublok recipients and 2
in Comparator recipients. None were considered related to the study vaccines.
SAEs were reported by 80 subjects (37 Flublok recipients, 43 Comparator recipi-
ents). None were considered related to the study vaccines.
Among 1314 adults 50 years of age and older (Study 7) for whom the incidence of
rash, urticaria, swelling, non-pitting edema, or other potential hypersensitivity
reactions were actively solicited for 30 days following vaccination, a total of 2.4%
of Flublok recipients and 1.6% of Comparator recipients reported such events over
the 30 day follow-up period. A total of 1.9% and 0.9% of Flublok and Comparator
recipients, respectively, reported these events in the 7 days following vaccination.
Of these solicited events, rash was most frequently reported (Flublok 1.3%,
Comparator 0.8%) over the 30 day follow-up period.
6.2 Postmarketing Experience
The following events have been spontaneously reported during post-approval use
of Flublok Quadrivalent. They are described because of the temporal relationship,
the biologic plausibility of a causal relationship to Flublok Quadrivalent, and their
potential seriousness. Because these events 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 vaccine exposure.
Immune system disorders: anaphylaxis, allergic reactions, and other forms of
hypersensitivity (including urticaria).
7 DRUG INTERACTIONS
Data evaluating the concomitant administration of Flublok Quadrivalent with other
vaccines are not available.
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Pregnancy Exposure
Pregnancy outcomes in women who have been exposed to Flublok Quadrivalent
during pregnancy are being monitored. Sanofi Pasteur Inc. is maintaining a
prospective pregnancy exposure registry to collect data on pregnancy outcomes and
newborn health status following vaccination with Flublok Quadrivalent during
pregnancy. Healthcare providers are encouraged to enroll women who receive
Flublok Quadrivalent during pregnancy in Sanofi Pasteur Inc.’s vaccination preg-
nancy registry by calling 1-800-822-2463.
Risk Summary
All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the
U.S. general population, the estimated background risks of major birth defects and
miscarriage in clinically recognized pregnancies are 2% to 4% and 15% to 20%,
respectively. Available data on Flublok Quadrivalent and Flublok (trivalent formu-
lation) administered to pregnant women are insufficient to inform vaccine-associated
risks in pregnant women.
There were no developmental studies of Flublok Quadrivalent formulation performed
in animals. The developmental effects of Flublok (trivalent formulation) are relevant
to Flublok Quadrivalent because both vaccines are manufactured using the same
process and have overlapping compositions. A developmental study of Flublok
(trivalent formulation) has been performed in rats administered 0.5 mL divided of
Flublok (trivalent formulation) prior to mating and during gestation. This study
revealed no evidence of harm to the fetus due to Flublok (trivalent formulation) [see
Data].
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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Fluzone High-Dose Quadrivalent is not approved for use in persons <65 years of
age. There are limited human data on Fluzone High-Dose and no animal data
available on Fluzone High-Dose Quadrivalent to establish whether there is a
vaccine-associated risk with use of Fluzone High-Dose Quadrivalent in pregnancy.

8.2 Lactation
Fluzone High-Dose Quadrivalent is not approved for use in persons <65 years of
age. No human or animal data are available to assess the effects of Fluzone
High-Dose Quadrivalent on the breastfed infant or on milk production/excretion.

8.4 Pediatric Use
Safety and effectiveness of Fluzone High-Dose Quadrivalent in children younger
than 18 years of age have not been established.

8.5 Geriatric Use
Safety, immunogenicity, and efficacy of Fluzone High-Dose Quadrivalent have been
evaluated in adults 65 years of age and older [see Adverse Reactions (6.1) and
Clinical Studies (14) in the full prescribing information].

Manufactured by:
Sanofi Pasteur Inc.
Swiftwater PA 18370 USA
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Clinical Considerations
Disease-associated Maternal and/or Embryo/Fetal Risk
Pregnant women are at increased risk of complications associated with influenza
infection compared to non-pregnant women. Pregnant women with influenza may
be at increased risk for adverse pregnancy outcomes, including preterm labor and
delivery.
Data
Animal
In a developmental toxicity study, female rats were administered 0.5 mL divided of
Flublok (trivalent formulation) by intramuscular injection twice prior to mating (35
days and 14 days prior to mating) and on gestation Day 6. No vaccine-related fetal
malformations or variations and no adverse effects on pre-weaning development
were observed in the study.
8.2 Lactation
Risk Summary
It is not known whether Flublok Quadrivalent is excreted in human milk. Data are
not available to assess the effects of Flublok (trivalent formulation) or Flublok
Quadrivalent on the breastfed infant or on milk production/excretion.
The developmental and health benefits of breastfeeding should be considered along
with the mother’s clinical need for Flublok Quadrivalent and any potential adverse
effects on the breastfed child from Flublok Quadrivalent or from the underlying
maternal condition. For preventive vaccines, the underlying condition is susceptibility
to disease prevented by the vaccine.
8.4 Pediatric Use
Data from a randomized, controlled trial demonstrated that children 6 months to less
than 3 years of age had diminished hemagglutinin inhibition (HI) responses to
Flublok (trivalent formulation) as compared to a U.S.-licensed influenza vaccine
approved for use in this population, strongly suggesting that Flublok (trivalent
formulation) would not be effective in children younger than 3 years of age. Safety
and effectiveness of Flublok Quadrivalent have not been established in children 3
years to less than 18 years of age.
8.5 Geriatric Use
Data from an efficacy study (Study 2), which included 1759 subjects ≥65 years and
525 subjects ≥75 years who received Flublok Quadrivalent, are insufficient to
determine whether elderly subjects respond differently from younger subjects [see
Clinical Trials Experience (6.1) and Clinical Studies (14) in the full prescribing
information].

Manufactured by Protein Sciences Corporation (Meriden, CT).

U.S. license No. 1795.

Distributed by Sanofi Pasteur Inc.

Flublok is a registered trademark of Protein Sciences Corporation.
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Brief Summary of Prescribing Information

1 INDICATIONS AND USAGE
Fluzone® High-Dose Quadrivalent is a vaccine indicated for active immunization for
the prevention of influenza caused by influenza A subtype viruses and type B viruses
contained in the vaccine.
Fluzone High-Dose Quadrivalent is indicated for use in persons 65 years of age and
older.

2 DOSAGE AND ADMINISTRATION
For intramuscular use only

2.1 Dose and Schedule
Fluzone High-Dose Quadrivalent should be administered as a single 0.7 mL injection
by the intramuscular route in adults 65 years of age and older.

2.2 Administration
Inspect Fluzone High-Dose Quadrivalent visually for particulate matter and/or
discoloration prior to administration. If either of these conditions exists the vaccine
should not be administered.
Before administering a dose of vaccine, shake the prefilled syringe.
The preferred site for intramuscular injection is the deltoid muscle. The vaccine
should not be injected into the gluteal area or areas where there may be a major
nerve trunk.
Do not administer this product intravenously.
Fluzone High-Dose Quadrivalent should not be combined through reconstitution or
mixed with any other vaccine.

4 CONTRAINDICATIONS
A severe allergic reaction (e.g., anaphylaxis) to any component of the vaccine [see
Description (11) in the full prescribing information], including egg protein, or to a
previous dose of any influenza vaccine is a contraindication to administration of
Fluzone High-Dose Quadrivalent.

5 WARNINGS AND PRECAUTIONS

5.1 Guillain-Barré Syndrome
If Guillain-Barré syndrome (GBS) has occurred within 6 weeks following any
previous influenza vaccination, the decision to give Fluzone High-Dose Quadrivalent
should be based on careful consideration of the potential benefits and risks.
The 1976 swine influenza vaccine was associated with an elevated risk of GBS.
Evidence for a causal relation of GBS with other influenza vaccines is inconclusive;
if an excess risk exists, it is probably slightly more than 1 additional case per 1
million persons vaccinated. GBS has also been temporally associated with influenza
disease. (See references 1 and 2 in the full prescribing information.)

5.2 Preventing and Managing Allergic Reactions
Appropriate medical treatment and supervision must be available to manage
possible anaphylactic reactions following administration of the vaccine.

5.3 Altered Immunocompetence
If Fluzone High-Dose Quadrivalent is administered to immunocompromised per-
sons, including those receiving immunosuppressive therapy, the immune response
may be lower than expected.

5.4 Limitations of Vaccine Effectiveness
Vaccination with Fluzone High-Dose Quadrivalent may not protect all recipients.

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse event
rates observed in the clinical trial(s) of a vaccine cannot be directly compared to
rates in the clinical trial(s) of another vaccine and may not reflect the rates observed
in practice. One clinical study has evaluated the safety of Fluzone High-Dose
Quadrivalent.
Study 1 (NCT03282240, see https://clinicaltrials.gov) was a randomized, active-
controlled, modified double-blind pre-licensure trial conducted in the U.S. The study
compared the safety and immunogenicity of Fluzone High-Dose Quadrivalent to
those of Fluzone High-Dose (trivalent formulation). The safety analysis set included
1777 Fluzone High-Dose Quadrivalent recipients, 443 Fluzone High-Dose recipi-
ents, and 450 investigational Fluzone High-Dose containing the alternate B influ-
enza strain recipients.
The most common reactions occurring after Fluzone High-Dose Quadrivalent
administration were injection-site pain (41.3%), myalgia (22.7%), headache (14.4%),
and malaise (13.2%). Onset usually occurred within the first 3 days after vaccination.
The majority of solicited reactions resolved within three days of vaccination.
Table 1 displays solicited adverse reactions for Fluzone High-Dose Quadrivalent
compared to Fluzone High-Dose reported within 7 days after vaccination and
collected using standardized diary cards.

Table 1: Study 1*: Frequency of Solicited Injection-Site Reactions and
Systemic Adverse Events within 7 Days after Vaccination with Fluzone
High-Dose Quadrivalent or Fluzone High-Dose, Adults 65 Years of Age

and Older

Fluzone High-Dose
Quadrivalent

(N†=1761-1768)

Fluzone High-Dose‡

(N†=885-889)

Percentage Percentage

Any Grade 3 Any Grade 3

Local Reactions

Injection Site
Pain§ 41.3 0.7 36.4 0.2

Injection Site
Erythema¶ 6.2 0.6 5.7 0.2

Injection Site
Swelling¶ 4.9 0.3 4.7 0.1

Injection Site
Induration¶ 3.7 0.2 3.5 0.1

Injection Site
Bruising¶ 1.3 0.0 1.1 0.0

Systemic Reactions

Myalgia§ 22.7 0.9 18.9 0.7

Headache§ 14.4 0.6 13.6 0.4

Malaise§ 13.2 0.7 13.4 0.4

Shivering§ 5.4 0.3 4.7 0.3

Fever# 0.4 0.2 0.9 0.2

*NCT03282240
†N is the number of vaccinated participants with available data for the events listed
‡Safety results for the Fluzone High-Dose and investigational Fluzone High-Dose

containing the alternate B influenza strain recipients were pooled for the analysis.
§Grade 3: A type of AE that interrupts usual activities of daily living, or significantly

affects clinical status, or may require intensive therapeutic intervention.
¶Grade 3: > 100 mm
#Grade 3: ≥ 102.1°F (39.0°C)

Based on data from Fluzone High-Dose, solicited injection site reactions and
systemic adverse reactions were slightly more frequent after vaccination with
Fluzone High-Dose compared to a standard-dose vaccine.
Unsolicited non-serious adverse events were reported in 279 (15.7%) recipients in
the Fluzone High-Dose Quadrivalent group and 140 (15.7%) recipients in the
Fluzone High-Dose group. The most commonly reported unsolicited adverse event
was cough.
Within 180 days post-vaccination, 80 (4.5%) Fluzone High-Dose Quadrivalent
recipients and 48 (5.4%) Fluzone High-Dose recipients experienced a serious
adverse event (SAE). None of the SAEs were assessed as related to the study
vaccines.
6.2 Postmarketing Experience
The following additional adverse events have been spontaneously reported during
the postmarketing use of Fluzone High-Dose, Fluzone, or Fluzone Quadrivalent and
may occur in people receiving Fluzone High-Dose Quadrivalent. Because these
events 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
vaccine exposure. Adverse events were included based on one or more of the
following factors: severity, frequency of reporting, or strength of evidence for a
causal relationship to Fluzone High-Dose, Fluzone, or Fluzone Quadrivalent.

• Blood and Lymphatic System Disorders: Thrombocytopenia, lymphadenopathy
• Immune System Disorders: Anaphylaxis, other allergic/hypersensitivity reac-

tions (including urticaria, angioedema)
• Eye Disorders: Ocular hyperemia
• Nervous System Disorders: Guillain-Barré syndrome (GBS), convulsions, fe-

brile convulsions, myelitis (including encephalomyelitis and transverse myelitis),
facial palsy (Bell’s palsy), optic neuritis/neuropathy, brachial neuritis, syncope
(shortly after vaccination), dizziness, paresthesia

• Vascular Disorders: Vasculitis, vasodilatation
• Respiratory, Thoracic and Mediastinal Disorders: Dyspnea, cough, wheezing,

throat tightness, oropharyngeal pain, and rhinorrhea
• Gastrointestinal Disorders: Vomiting
• Skin and Subcutaneous Tissue Disorders: Stevens-Johnson syndrome
• General Disorders and Administration Site Conditions: pruritus, asthenia/

fatigue, chest pain, chills
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previous influenza vaccination, the decision to give Fluzone High-Dose Quadrivalent
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if an excess risk exists, it is probably slightly more than 1 additional case per 1
million persons vaccinated. GBS has also been temporally associated with influenza
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compared the safety and immunogenicity of Fluzone High-Dose Quadrivalent to
those of Fluzone High-Dose (trivalent formulation). The safety analysis set included
1777 Fluzone High-Dose Quadrivalent recipients, 443 Fluzone High-Dose recipi-
ents, and 450 investigational Fluzone High-Dose containing the alternate B influ-
enza strain recipients.
The most common reactions occurring after Fluzone High-Dose Quadrivalent
administration were injection-site pain (41.3%), myalgia (22.7%), headache (14.4%),
and malaise (13.2%). Onset usually occurred within the first 3 days after vaccination.
The majority of solicited reactions resolved within three days of vaccination.
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compared to Fluzone High-Dose reported within 7 days after vaccination and
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Based on data from Fluzone High-Dose, solicited injection site reactions and
systemic adverse reactions were slightly more frequent after vaccination with
Fluzone High-Dose compared to a standard-dose vaccine.
Unsolicited non-serious adverse events were reported in 279 (15.7%) recipients in
the Fluzone High-Dose Quadrivalent group and 140 (15.7%) recipients in the
Fluzone High-Dose group. The most commonly reported unsolicited adverse event
was cough.
Within 180 days post-vaccination, 80 (4.5%) Fluzone High-Dose Quadrivalent
recipients and 48 (5.4%) Fluzone High-Dose recipients experienced a serious
adverse event (SAE). None of the SAEs were assessed as related to the study
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The following additional adverse events have been spontaneously reported during
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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Fluzone High-Dose Quadrivalent is not approved for use in persons <65 years of
age. There are limited human data on Fluzone High-Dose and no animal data
available on Fluzone High-Dose Quadrivalent to establish whether there is a
vaccine-associated risk with use of Fluzone High-Dose Quadrivalent in pregnancy.

8.2 Lactation
Fluzone High-Dose Quadrivalent is not approved for use in persons <65 years of
age. No human or animal data are available to assess the effects of Fluzone
High-Dose Quadrivalent on the breastfed infant or on milk production/excretion.

8.4 Pediatric Use
Safety and effectiveness of Fluzone High-Dose Quadrivalent in children younger
than 18 years of age have not been established.

8.5 Geriatric Use
Safety, immunogenicity, and efficacy of Fluzone High-Dose Quadrivalent have been
evaluated in adults 65 years of age and older [see Adverse Reactions (6.1) and
Clinical Studies (14) in the full prescribing information].
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Swiftwater PA 18370 USA
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Clinical Considerations
Disease-associated Maternal and/or Embryo/Fetal Risk
Pregnant women are at increased risk of complications associated with influenza
infection compared to non-pregnant women. Pregnant women with influenza may
be at increased risk for adverse pregnancy outcomes, including preterm labor and
delivery.
Data
Animal
In a developmental toxicity study, female rats were administered 0.5 mL divided of
Flublok (trivalent formulation) by intramuscular injection twice prior to mating (35
days and 14 days prior to mating) and on gestation Day 6. No vaccine-related fetal
malformations or variations and no adverse effects on pre-weaning development
were observed in the study.
8.2 Lactation
Risk Summary
It is not known whether Flublok Quadrivalent is excreted in human milk. Data are
not available to assess the effects of Flublok (trivalent formulation) or Flublok
Quadrivalent on the breastfed infant or on milk production/excretion.
The developmental and health benefits of breastfeeding should be considered along
with the mother’s clinical need for Flublok Quadrivalent and any potential adverse
effects on the breastfed child from Flublok Quadrivalent or from the underlying
maternal condition. For preventive vaccines, the underlying condition is susceptibility
to disease prevented by the vaccine.
8.4 Pediatric Use
Data from a randomized, controlled trial demonstrated that children 6 months to less
than 3 years of age had diminished hemagglutinin inhibition (HI) responses to
Flublok (trivalent formulation) as compared to a U.S.-licensed influenza vaccine
approved for use in this population, strongly suggesting that Flublok (trivalent
formulation) would not be effective in children younger than 3 years of age. Safety
and effectiveness of Flublok Quadrivalent have not been established in children 3
years to less than 18 years of age.
8.5 Geriatric Use
Data from an efficacy study (Study 2), which included 1759 subjects ≥65 years and
525 subjects ≥75 years who received Flublok Quadrivalent, are insufficient to
determine whether elderly subjects respond differently from younger subjects [see
Clinical Trials Experience (6.1) and Clinical Studies (14) in the full prescribing
information].
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Brief Summary of Prescribing Information

1 INDICATIONS AND USAGE
Fluzone® High-Dose Quadrivalent is a vaccine indicated for active immunization for
the prevention of influenza caused by influenza A subtype viruses and type B viruses
contained in the vaccine.
Fluzone High-Dose Quadrivalent is indicated for use in persons 65 years of age and
older.

2 DOSAGE AND ADMINISTRATION
For intramuscular use only

2.1 Dose and Schedule
Fluzone High-Dose Quadrivalent should be administered as a single 0.7 mL injection
by the intramuscular route in adults 65 years of age and older.

2.2 Administration
Inspect Fluzone High-Dose Quadrivalent visually for particulate matter and/or
discoloration prior to administration. If either of these conditions exists the vaccine
should not be administered.
Before administering a dose of vaccine, shake the prefilled syringe.
The preferred site for intramuscular injection is the deltoid muscle. The vaccine
should not be injected into the gluteal area or areas where there may be a major
nerve trunk.
Do not administer this product intravenously.
Fluzone High-Dose Quadrivalent should not be combined through reconstitution or
mixed with any other vaccine.

4 CONTRAINDICATIONS
A severe allergic reaction (e.g., anaphylaxis) to any component of the vaccine [see
Description (11) in the full prescribing information], including egg protein, or to a
previous dose of any influenza vaccine is a contraindication to administration of
Fluzone High-Dose Quadrivalent.

5 WARNINGS AND PRECAUTIONS

5.1 Guillain-Barré Syndrome
If Guillain-Barré syndrome (GBS) has occurred within 6 weeks following any
previous influenza vaccination, the decision to give Fluzone High-Dose Quadrivalent
should be based on careful consideration of the potential benefits and risks.
The 1976 swine influenza vaccine was associated with an elevated risk of GBS.
Evidence for a causal relation of GBS with other influenza vaccines is inconclusive;
if an excess risk exists, it is probably slightly more than 1 additional case per 1
million persons vaccinated. GBS has also been temporally associated with influenza
disease. (See references 1 and 2 in the full prescribing information.)

5.2 Preventing and Managing Allergic Reactions
Appropriate medical treatment and supervision must be available to manage
possible anaphylactic reactions following administration of the vaccine.

5.3 Altered Immunocompetence
If Fluzone High-Dose Quadrivalent is administered to immunocompromised per-
sons, including those receiving immunosuppressive therapy, the immune response
may be lower than expected.

5.4 Limitations of Vaccine Effectiveness
Vaccination with Fluzone High-Dose Quadrivalent may not protect all recipients.

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse event
rates observed in the clinical trial(s) of a vaccine cannot be directly compared to
rates in the clinical trial(s) of another vaccine and may not reflect the rates observed
in practice. One clinical study has evaluated the safety of Fluzone High-Dose
Quadrivalent.
Study 1 (NCT03282240, see https://clinicaltrials.gov) was a randomized, active-
controlled, modified double-blind pre-licensure trial conducted in the U.S. The study
compared the safety and immunogenicity of Fluzone High-Dose Quadrivalent to
those of Fluzone High-Dose (trivalent formulation). The safety analysis set included
1777 Fluzone High-Dose Quadrivalent recipients, 443 Fluzone High-Dose recipi-
ents, and 450 investigational Fluzone High-Dose containing the alternate B influ-
enza strain recipients.
The most common reactions occurring after Fluzone High-Dose Quadrivalent
administration were injection-site pain (41.3%), myalgia (22.7%), headache (14.4%),
and malaise (13.2%). Onset usually occurred within the first 3 days after vaccination.
The majority of solicited reactions resolved within three days of vaccination.
Table 1 displays solicited adverse reactions for Fluzone High-Dose Quadrivalent
compared to Fluzone High-Dose reported within 7 days after vaccination and
collected using standardized diary cards.

Table 1: Study 1*: Frequency of Solicited Injection-Site Reactions and
Systemic Adverse Events within 7 Days after Vaccination with Fluzone
High-Dose Quadrivalent or Fluzone High-Dose, Adults 65 Years of Age

and Older

Fluzone High-Dose
Quadrivalent

(N†=1761-1768)

Fluzone High-Dose‡

(N†=885-889)

Percentage Percentage

Any Grade 3 Any Grade 3

Local Reactions

Injection Site
Pain§ 41.3 0.7 36.4 0.2

Injection Site
Erythema¶ 6.2 0.6 5.7 0.2

Injection Site
Swelling¶ 4.9 0.3 4.7 0.1

Injection Site
Induration¶ 3.7 0.2 3.5 0.1

Injection Site
Bruising¶ 1.3 0.0 1.1 0.0

Systemic Reactions

Myalgia§ 22.7 0.9 18.9 0.7

Headache§ 14.4 0.6 13.6 0.4

Malaise§ 13.2 0.7 13.4 0.4

Shivering§ 5.4 0.3 4.7 0.3

Fever# 0.4 0.2 0.9 0.2

*NCT03282240
†N is the number of vaccinated participants with available data for the events listed
‡Safety results for the Fluzone High-Dose and investigational Fluzone High-Dose

containing the alternate B influenza strain recipients were pooled for the analysis.
§Grade 3: A type of AE that interrupts usual activities of daily living, or significantly

affects clinical status, or may require intensive therapeutic intervention.
¶Grade 3: > 100 mm
#Grade 3: ≥ 102.1°F (39.0°C)

Based on data from Fluzone High-Dose, solicited injection site reactions and
systemic adverse reactions were slightly more frequent after vaccination with
Fluzone High-Dose compared to a standard-dose vaccine.
Unsolicited non-serious adverse events were reported in 279 (15.7%) recipients in
the Fluzone High-Dose Quadrivalent group and 140 (15.7%) recipients in the
Fluzone High-Dose group. The most commonly reported unsolicited adverse event
was cough.
Within 180 days post-vaccination, 80 (4.5%) Fluzone High-Dose Quadrivalent
recipients and 48 (5.4%) Fluzone High-Dose recipients experienced a serious
adverse event (SAE). None of the SAEs were assessed as related to the study
vaccines.
6.2 Postmarketing Experience
The following additional adverse events have been spontaneously reported during
the postmarketing use of Fluzone High-Dose, Fluzone, or Fluzone Quadrivalent and
may occur in people receiving Fluzone High-Dose Quadrivalent. Because these
events 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
vaccine exposure. Adverse events were included based on one or more of the
following factors: severity, frequency of reporting, or strength of evidence for a
causal relationship to Fluzone High-Dose, Fluzone, or Fluzone Quadrivalent.

• Blood and Lymphatic System Disorders: Thrombocytopenia, lymphadenopathy
• Immune System Disorders: Anaphylaxis, other allergic/hypersensitivity reac-

tions (including urticaria, angioedema)
• Eye Disorders: Ocular hyperemia
• Nervous System Disorders: Guillain-Barré syndrome (GBS), convulsions, fe-

brile convulsions, myelitis (including encephalomyelitis and transverse myelitis),
facial palsy (Bell’s palsy), optic neuritis/neuropathy, brachial neuritis, syncope
(shortly after vaccination), dizziness, paresthesia

• Vascular Disorders: Vasculitis, vasodilatation
• Respiratory, Thoracic and Mediastinal Disorders: Dyspnea, cough, wheezing,

throat tightness, oropharyngeal pain, and rhinorrhea
• Gastrointestinal Disorders: Vomiting
• Skin and Subcutaneous Tissue Disorders: Stevens-Johnson syndrome
• General Disorders and Administration Site Conditions: pruritus, asthenia/

fatigue, chest pain, chills

Fluzone® High-Dose Quadrivalent Rx Only
(Influenza Vaccine), Suspension, for intramuscular injection
2020-2021 Formula

Brief Summary of Prescribing Information

1 INDICATIONS AND USAGE
Fluzone® High-Dose Quadrivalent is a vaccine indicated for active immunization for
the prevention of influenza caused by influenza A subtype viruses and type B viruses
contained in the vaccine.
Fluzone High-Dose Quadrivalent is indicated for use in persons 65 years of age and
older.

2 DOSAGE AND ADMINISTRATION
For intramuscular use only

2.1 Dose and Schedule
Fluzone High-Dose Quadrivalent should be administered as a single 0.7 mL injection
by the intramuscular route in adults 65 years of age and older.

2.2 Administration
Inspect Fluzone High-Dose Quadrivalent visually for particulate matter and/or
discoloration prior to administration. If either of these conditions exists the vaccine
should not be administered.
Before administering a dose of vaccine, shake the prefilled syringe.
The preferred site for intramuscular injection is the deltoid muscle. The vaccine
should not be injected into the gluteal area or areas where there may be a major
nerve trunk.
Do not administer this product intravenously.
Fluzone High-Dose Quadrivalent should not be combined through reconstitution or
mixed with any other vaccine.

4 CONTRAINDICATIONS
A severe allergic reaction (e.g., anaphylaxis) to any component of the vaccine [see
Description (11) in the full prescribing information], including egg protein, or to a
previous dose of any influenza vaccine is a contraindication to administration of
Fluzone High-Dose Quadrivalent.

5 WARNINGS AND PRECAUTIONS

5.1 Guillain-Barré Syndrome
If Guillain-Barré syndrome (GBS) has occurred within 6 weeks following any
previous influenza vaccination, the decision to give Fluzone High-Dose Quadrivalent
should be based on careful consideration of the potential benefits and risks.
The 1976 swine influenza vaccine was associated with an elevated risk of GBS.
Evidence for a causal relation of GBS with other influenza vaccines is inconclusive;
if an excess risk exists, it is probably slightly more than 1 additional case per 1
million persons vaccinated. GBS has also been temporally associated with influenza
disease. (See references 1 and 2 in the full prescribing information.)

5.2 Preventing and Managing Allergic Reactions
Appropriate medical treatment and supervision must be available to manage
possible anaphylactic reactions following administration of the vaccine.

5.3 Altered Immunocompetence
If Fluzone High-Dose Quadrivalent is administered to immunocompromised per-
sons, including those receiving immunosuppressive therapy, the immune response
may be lower than expected.

5.4 Limitations of Vaccine Effectiveness
Vaccination with Fluzone High-Dose Quadrivalent may not protect all recipients.

6 ADVERSE REACTIONS

6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse event
rates observed in the clinical trial(s) of a vaccine cannot be directly compared to
rates in the clinical trial(s) of another vaccine and may not reflect the rates observed
in practice. One clinical study has evaluated the safety of Fluzone High-Dose
Quadrivalent.
Study 1 (NCT03282240, see https://clinicaltrials.gov) was a randomized, active-
controlled, modified double-blind pre-licensure trial conducted in the U.S. The study
compared the safety and immunogenicity of Fluzone High-Dose Quadrivalent to
those of Fluzone High-Dose (trivalent formulation). The safety analysis set included
1777 Fluzone High-Dose Quadrivalent recipients, 443 Fluzone High-Dose recipi-
ents, and 450 investigational Fluzone High-Dose containing the alternate B influ-
enza strain recipients.
The most common reactions occurring after Fluzone High-Dose Quadrivalent
administration were injection-site pain (41.3%), myalgia (22.7%), headache (14.4%),
and malaise (13.2%). Onset usually occurred within the first 3 days after vaccination.
The majority of solicited reactions resolved within three days of vaccination.
Table 1 displays solicited adverse reactions for Fluzone High-Dose Quadrivalent
compared to Fluzone High-Dose reported within 7 days after vaccination and
collected using standardized diary cards.

Table 1: Study 1*: Frequency of Solicited Injection-Site Reactions and
Systemic Adverse Events within 7 Days after Vaccination with Fluzone
High-Dose Quadrivalent or Fluzone High-Dose, Adults 65 Years of Age

and Older

Fluzone High-Dose
Quadrivalent

(N†=1761-1768)

Fluzone High-Dose‡

(N†=885-889)

Percentage Percentage

Any Grade 3 Any Grade 3

Local Reactions

Injection Site
Pain§ 41.3 0.7 36.4 0.2

Injection Site
Erythema¶ 6.2 0.6 5.7 0.2

Injection Site
Swelling¶ 4.9 0.3 4.7 0.1

Injection Site
Induration¶ 3.7 0.2 3.5 0.1

Injection Site
Bruising¶ 1.3 0.0 1.1 0.0

Systemic Reactions

Myalgia§ 22.7 0.9 18.9 0.7

Headache§ 14.4 0.6 13.6 0.4

Malaise§ 13.2 0.7 13.4 0.4

Shivering§ 5.4 0.3 4.7 0.3

Fever# 0.4 0.2 0.9 0.2

*NCT03282240
†N is the number of vaccinated participants with available data for the events listed
‡Safety results for the Fluzone High-Dose and investigational Fluzone High-Dose

containing the alternate B influenza strain recipients were pooled for the analysis.
§Grade 3: A type of AE that interrupts usual activities of daily living, or significantly

affects clinical status, or may require intensive therapeutic intervention.
¶Grade 3: > 100 mm
#Grade 3: ≥ 102.1°F (39.0°C)

Based on data from Fluzone High-Dose, solicited injection site reactions and
systemic adverse reactions were slightly more frequent after vaccination with
Fluzone High-Dose compared to a standard-dose vaccine.
Unsolicited non-serious adverse events were reported in 279 (15.7%) recipients in
the Fluzone High-Dose Quadrivalent group and 140 (15.7%) recipients in the
Fluzone High-Dose group. The most commonly reported unsolicited adverse event
was cough.
Within 180 days post-vaccination, 80 (4.5%) Fluzone High-Dose Quadrivalent
recipients and 48 (5.4%) Fluzone High-Dose recipients experienced a serious
adverse event (SAE). None of the SAEs were assessed as related to the study
vaccines.
6.2 Postmarketing Experience
The following additional adverse events have been spontaneously reported during
the postmarketing use of Fluzone High-Dose, Fluzone, or Fluzone Quadrivalent and
may occur in people receiving Fluzone High-Dose Quadrivalent. Because these
events 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
vaccine exposure. Adverse events were included based on one or more of the
following factors: severity, frequency of reporting, or strength of evidence for a
causal relationship to Fluzone High-Dose, Fluzone, or Fluzone Quadrivalent.

• Blood and Lymphatic System Disorders: Thrombocytopenia, lymphadenopathy
• Immune System Disorders: Anaphylaxis, other allergic/hypersensitivity reac-

tions (including urticaria, angioedema)
• Eye Disorders: Ocular hyperemia
• Nervous System Disorders: Guillain-Barré syndrome (GBS), convulsions, fe-

brile convulsions, myelitis (including encephalomyelitis and transverse myelitis),
facial palsy (Bell’s palsy), optic neuritis/neuropathy, brachial neuritis, syncope
(shortly after vaccination), dizziness, paresthesia

• Vascular Disorders: Vasculitis, vasodilatation
• Respiratory, Thoracic and Mediastinal Disorders: Dyspnea, cough, wheezing,

throat tightness, oropharyngeal pain, and rhinorrhea
• Gastrointestinal Disorders: Vomiting
• Skin and Subcutaneous Tissue Disorders: Stevens-Johnson syndrome
• General Disorders and Administration Site Conditions: pruritus, asthenia/

fatigue, chest pain, chills

Please continue reading to see Brief 
Summary of Prescribing Information 
for Fluzone High-Dose Quadrivalent 
(Influenza Vaccine).
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CHRONIC CONDITIONS / INFLUENZA

Tan: Would you comment on the 
issue of waning vaccine immunity 
and touch on the topic of vaccina-
tion timing? 

Foster: I think it’s more likely 
waning vaccine efficacy. We don’t 
really understand what we’re seeing, 
and we call it waning immunity. But 
realistically, the studies have shown 
that (influenza) vaccine is still effec-
tive later in the season. The wording 
about vaccine timing changes every 
season. But this year, they came out 
with about the strongest recommen-
dations that we have had on when 
not to give the vaccine: For most 
patients, do not give it in July and 
August because we want to make 
sure that it does cover throughout 
the rest of the season. There are cer-
tain populations, though, that should 
get the vaccine as early as possible 
— children who need two doses of 
vaccine, pregnant women who are 
going to deliver during the flu season. 
The other person you may want to 
vaccinate early is the one you don’t 
think you’ll get back in. 

Russell: If you look at Morbidity and 
Mortality Weekly Report data over the 
last 35 years, the month most likely 
to have a flu epidemic in the United 
States is February. We all likely have 
vaccine sitting in our fridge after 
Halloween. When patients are in 
for other reasons after October, we 
shouldn’t miss an opportunity to 
vaccinate someone who didn’t get 
caught in the first wave.

Tan: Have you experienced 
reluctance from patients about 
getting the flu vaccine? If so, 
what are the reasons? 

Foster: I think every provider in 
the country has experienced the 
comments like, “Every time I get a 
flu shot, I get the flu,” or “I never get 

the flu,” or “There was no flu last 
year so why should I get it this year?” 
Just look at the COVID-19 reluctance 
we’ve dealt with this year; this is 
going to be a very difficult year for flu 
vaccination. Most of the people who 
don’t want a COVID-19 vaccine don’t 
want a flu vaccine either. We just 
need to try as hard as we can. 

Russell: If you look at the past 12 
years, one-third of seniors in the 
United States have not been vacci-
nated against flu. And even with 12 
years of information at our disposal 
to understand why, that number 
is really not changing. I think we 
need to be strong proponents and 
our voice needs to be consistent. 
In office-based practices, whoever 
works with us should be able to give 
that vaccine even before we come 
into the room. Nurses in my office 
know they have that permission. 

Vega: I want to focus on the ado-
lescents and young adults, who have 
very low rates of vaccination overall. 
It’s ironic because some of the best 
studies on the public health impact 
of the influenza vaccine show that 
it’s probably greatest in terms of pro-
tecting a group of people in military 
barracks and in college dormitories, 
where things can spread really fast 
among healthy people. They have a 
low risk for complications, but they 
pass infection along to more vulnera-
ble folks in their environment. That’s 
where we see the hospitalizations 
and even the associated influenza 
mortality go up. 

Tan: What are some of the most 
common patient misconceptions 
that persist about COVID-19 vac-
cine and influenza vaccine? 

Vega: At this point, I think it’s just 
the weight of all the misinformation 
about COVID-19 in particular. It’s 
like an industry that just keeps grow-
ing and growing. I have patients who 
I’ve worked with through a few of 

their concerns and misconceptions, 
and yet we’re on our fourth conver-
sation now about COVID-19 vaccine 
and they return to misperception No 
1. It’s just a very difficult situation. 

Russell: I think the biggest miscon-
ception about influenza is “I got the 
flu from the flu vaccine.” And one 
of the ways I like to talk about that 
is I compare it to getting a tetanus 
shot and having a sore arm after. I 
ask, “Do you think you had tetanus?” 
“Well, no, I think I just had a sore 
arm from the vaccine.” OK. 

Tan: What is the best way to 
engage patients about getting 
influenza, COVID-19 — any of the 
vaccines recommended for them?

Russel: I think it really helps to 
share your narrative. “I’ve gotten the 
vaccine for the last 35 years. Every-
one in my family gets vaccinated. 
My daughters of childbearing age 
have gotten vaccinated. My pregnant 
wife got vaccinated.” That can help 
personalize it a little bit. 

One of the nice things about 
primary care is that it’s a relation-
ship-based specialty. I think for those 
of us who’ve taken care of people in 
the hospital with severe influenza, or 
severe COVID-19, sharing a little bit 
of the narrative of what can happen 
can be helpful to engage them. 

Foster: Physicians and nurses 
and pharmacists are still the most 
highly regarded professions out 
there. And when we say, “I highly 
recommend something,” they 
listen to us. I think that’s another 
good way to start the discussion.

MORE ONLINE: 
Scan with your 
smartphone camera to 
view the entire discussion. 

»  Continued from Page 45
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MEDICAL EQUIPMENT

Reach your target audience. Our audience.
Contact me today to place your ad.

Joanna Shippoli
(440) 891-2615
jshippoli@mjhlifesciences.com

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

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

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

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

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

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

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

Refrigerators & Freezers 
From 23 to 49 Cu.ft.

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

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

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

804
4 299

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

83.75 55.25 31 (2) Stainless

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

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

Public Vaccine       ________________

Private Vaccine + ________________

Total doses =  ________________

Multiply (max inventory)   x 1.25
Maximum doses  =  ________________

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

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

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

Max. Doses Minimum Cubic Ft.

2,000+ doses may need more than one refrigerator

1000-2000 40 cu.ft

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

701-800 17-19.5 cu.ft

400-700 11-16.7 cu.ft

100-399 4.9-6.1 cu.ft

2

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

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

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

(current inventory)
your last order form.

(current inventory)

Public Vaccine       ________________

Private Vaccine + ________________

Total doses =  ________________

Multiply (max inventory)   x 1.25
Maximum doses  =  ________________

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

Economics® has accelerated the 
growth of our business by putting 

me in contact with healthcare 
professionals around the country. 
It has allowed me to help both my 

colleagues and my patients.

“
”— Mark J. Nelson, MD

FACC, MPH

Joanna Shippoli
Advertising
(440) 895-2615

jshippoli@mjhlifesciences.com

FOR SALE
Active private medical 
practice in Iselin, NJ. 

Handicap accessible. Great 
potential for growth.

Sale includes commercial 
buildings with fully 

occupied rental income. 7 
space parking lot with one 

handicap space.

Asking $1.5M. Willing to 
stay for change of guard.

If interested please email 
metromedical08830@gmail.com
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MEDICAL EQUIPMENT

Bionet CardioTouch 3000: $1,550.00
Schiller AT-2 Plus: $2,626.00*
*add Spirometry: $649.00
Burdick ELI 280: $4,294.00 
Welch Allyn CP150 w/ Interp:
$3,645.00

Reach your target audience. Our audience.
Contact me today to place your ad.

Joanna Shippoli
(440) 891-2615
jshippoli@mjhlifesciences.com

Advertising in 
Medical Economics® 
has accelerated the 

growth of our business 
by putting me in 

contact with healthcare 
professionals around the 
country. It has allowed 

me to help both my 
colleagues and 

my patients.

“

”— Mark J. Nelson, MD
FACC, MPH

Joanna Shippoli
Advertising
(440) 895-2615

jshippoli@mjhlifesciences.com
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MEDICAL EQUIPMENT

Build your team.
Place a recruitment ad.

Joanna Shippoli
(440) 891-2615

jshippoli@mjhlifesciences.com

Reach your target audience. Our audience.
Contact me today to place your ad.

Joanna Shippoli
(440) 891-2615
jshippoli@mjhlifesciences.com
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How can I create
growth strategies with 
confidence?
Smart questions deserve thoughtful solutions—solutions that are 

grounded in your priorities and elevated in your outcomes—in 

medicine, business, and life. By combining Arrowlytics, our proprietary 

business intelligence platform, with a data-driven approach to 

consulting, Curi Advisory identifies your business’ specific challenges 

and opportunities so you can make decisions with confidence. 

Find valued advice at curiadvisory.com/elevate

PROTECT
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LEARN
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