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Please see Important Safety Information on the next page.
Please see the brief summary Prescribing Information for Flublok Quadrivalent
and Fluzone High-Dose Quadrivalent vaccines on next spread.

Proven relative effi cacy 
in adults 50+2,3

Proven relative effi cacy in 
adults 65+1
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RESERVE NOW VISIT VACCINESHOPPE.COM®

OR CALL 1-800-VACCINERESERVE NOWRESERVE NOW VISIT VACCINESHOPPE.COMVISIT VACCINESHOPPE.COM®®

OR CALL 1-800-VACCINE

Flublok Quadrivalent and Fluzone High-Dose Quadrivalent are vaccines indicated for active immunization for the prevention of infl uenza 
disease caused by infl uenza A subtype viruses and infl uenza 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. 

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. 

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

Fluzone High-Dose Quadrivalent vaccine is manufactured and distributed by Sanofi  Pasteur Inc.
Fluzone High-Dose Quadrivalent vaccine (CPT®a code 90662) is a covered benefi t under Medicare Part B.
Flublok Quadrivalent vaccine is manufactured by Protein Sciences Corporation, a Sanofi  company, 
and distributed by Sanofi  Pasteur Inc. Flublok Quadrivalent vaccine (CPT® code 90682) is a covered 
benefi t under Medicare Part B.

a CPT (Current Procedural Terminology) is a registered trademark of the American Medical Association.

References: 1. Fluzone High-Dose Quadrivalent vaccine [Prescribing Information]. Swiftwater, PA: Sanofi  Pasteur Inc. 2. Flublok Quadrivalent vaccine 
[Prescribing Information]. Meriden, CT: Protein Sciences Corporation. 3. Dunkle LM, Izikson R, Patriarca P, et al. Effi cacy of recombinant infl uenza vaccine 
in adults 50 years of age or older. N Engl J Med. 2017;376:2427-2436.
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Flublok® ylnOxR,)eniccaVazneuflnI(tnelavirdauQ
Sterile Solution for Intramuscular Injection
2019-2020 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 pre-filled syringe containing Flublok Quadrivalent gently prior to affixing the appro-
priate 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 Post-marketing 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 anaphy-
lactic 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, including 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

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 manufac-
tured 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, Comparator 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 Quadrivalent or
Comparator.

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

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)*,†
(continued)

Reactogenicity
Term

Flublok Quadrivalent
N=996

%

Comparator
N=332

%

Any
Grade‡

Grade
3

Grade
4

Any
Grade‡

Grade
3

Grade
4

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

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

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

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, Comparator 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 compositions (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, manu-
factured 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, manu-
factured 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 135mcg, the licensed trivalent formulation.

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
There is no post-marketing experience with Flublok Quadrivalent.
The following events have been spontaneously reported during post-approval use of Flublok
(trivalent formulation). They are described because of the temporal relationship, the biologic
plausibility of a causal relationship to Flublok (trivalent formulation), 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, anaphylactoid reactions, allergic reactions, and other
forms of hypersensitivity.
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 pregnancy 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 formulation) 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 [8.1]).
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.
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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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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

Nausea 5 <1 0 5 <1 <1

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

Fever#,Þ <1 <1 0 1 <1 0

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 recipients). None were considered related to the study
vaccines.
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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 pre-filled syringe containing Flublok Quadrivalent gently prior to affixing the appro-
priate 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 Post-marketing 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 anaphy-
lactic 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, including 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

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 manufac-
tured 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, Comparator 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 Quadrivalent or
Comparator.

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

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)*,†
(continued)

Reactogenicity
Term

Flublok Quadrivalent
N=996

%

Comparator
N=332

%

Any
Grade‡

Grade
3

Grade
4

Any
Grade‡

Grade
3

Grade
4

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

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

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

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, Comparator 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 compositions (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, manu-
factured 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, manu-
factured 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 135mcg, the licensed trivalent formulation.

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
There is no post-marketing experience with Flublok Quadrivalent.
The following events have been spontaneously reported during post-approval use of Flublok
(trivalent formulation). They are described because of the temporal relationship, the biologic
plausibility of a causal relationship to Flublok (trivalent formulation), 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, anaphylactoid reactions, allergic reactions, and other
forms of hypersensitivity.
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 pregnancy 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 formulation) 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 [8.1]).
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.
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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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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

Nausea 5 <1 0 5 <1 <1

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

Fever#,Þ <1 <1 0 1 <1 0

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 recipients). None were considered related to the study
vaccines.
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Fluzone® High-Dose Quadrivalent Rx Only
(Influenza Vaccine), Suspension, for intramuscular injection
2018-2019 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
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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
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†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.
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#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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age. No human or animal data are available to assess the effects of Fluzone
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very physician worries about getting sued for malpractice. 
The bad news is that it is a realistic worry.

Fred Cummings, JD, a malpractice defense attorney, told 
us that getting sued is not inevitable, but is a common out-
come of practicing medicine. He says that one-third to one-

half of all physicians can reasonably anticipate facing a lawsuit during 
their career. And of those physicians that are sued, about half can 
expect to be sued again.

So, what should you do if it actually happens?
Step one: Don’t panic. How a physician behaves after they have been 

served with a lawsuit can go a long way to determining the outcome 
of a case. One mistake can lead to disaster. But how do you know what 
you should—and shouldn’t—do while the case works its way through 
the legal system? 

For our cover story in this issue, we talked with experts who pro-
vided us with solid, practical strategies physicians should use after 
they are served with a lawsuit. 

In addition, our weekly video show features a recent interview 
with Cummings, where he talks about ways to avoid getting sued in 
the first place. It offers great tips physicians can use today to protect 
themselves. 

You can find that interview, and episodes on a variety of other top-
ics, at http://bit.ly/MedEcVideo.

In addition, this issue features articles on:

 ❚ How women are changing the medical profession, and the persistent challenges 
they face;

 ❚ Why making a budget is crucial to growing your practice;
 ❚ Tips to navigate sensitive and difficult conversations with patients about the cost s 

of treatment; and
 ❚ A deep dive into the role that social determinants of health play in treatment of 

patients with chronic conditions such as diabetes, COPD and more.

As always, we welcome your feedback. If you have opinions on our 
content, article ideas, or would like to contribute to Medical Economics, 
please reach out to us at medec@mmhgroup.com. 

Mike Hennessy, Sr.
Chairman and Founder

of MJH Life Sciences

E

Dealing with a malpractice lawsuit

ME022520_006-008 CM, Mast, TOC, Inter, EAB.indd   6 1/31/20   8:13 AM



MedicalEconomics.com 7MEDICAL ECONOMICS  ❚  FEBRUARY 25, 2020

INTERACTIVE OUR ADVISERS

Maria Young Chandler, MD, MBA
Business of Medicine / Pediatrics
Irvine, Calif.

George G. Ellis, Jr., MD
Internal Medicine
Boardman, Ohio

Antonio Gamboa, MD, MBA
Internal Medicine / Hospice 
and Palliative Care
Austin, Texas

Jeffrey M. Kagan, MD
Internal Medicine / Hospice
Newington, Conn.

Melissa E. Lucarelli MD, FAAFP 
Family Medicine
Randolph, Wis.

Joseph E. Scherger, MD
Family Medicine
La Quinta, Calif.

Salvatore Volpe, MD
Pediatrics/Internal Medicine / 
Pediatrics
Staten Island, N.Y.

HAVE A QUESTION FOR OUR ADVISERS? 
MEDEC@MMHGROUP.COM

WWW.MEDICALECONOMICS.COM

FACEBOOK.COM/MEDICALECONOMICS

@MEDECONOMICS

Featured slideshow
THE TOP TEN 
CHALLENGES 
FACING DOCTORS 
IN 2020

  bit.ly/2020challenges

Medical Economics videos

Watch the weekly show
Medical Economics presents a video 
interview with experts on topics ranging 
from malpractice to EHRs. Watch at:

  bit.ly/MedEcVideo

Medical Economics.com

  MORE ONLINE   To read more, visit MedicalEconomics.com/news

espite growing interest in the use of mobile health (mHealth) 
apps, doctors face signi� cant hurdles both in evaluating these 
apps’ e� ectiveness and using them to improve the health of their 
patients, a new study � nds.

According to the study, more than 50 million people around 
the world use apps to determine if they need to see a doctor about a med-
ical issue, while 26 percent of U.S. doctors have been asked about mHealth 
by a patient. Worldwide, 2.5 billion people own a mobile phone, creating 
enormous potential for accessing clinical diagnostics and treatment advice 
from physicians.

� e challenge for healthcare professionals is � nding evidence of e� ec-
tive clinical use of mHealth apps. � e authors report that while a PubMed 
database search of “mHealth” returned more than 30,000 hits, “our analysis 
identi� ed only a handful of clinical scenarios where use of mHealth apps is 
supported by the highest levels of evidence.” Few studies of mHealth apps 
are registered on clinicaltrials.gov, and many of the apps used in the studies 
they identi� ed are not available in the Apple or Android app stores.

� e absence of useful clinical evidence, the authors say, may be due to 
mHealth developers lacking the resources to fund large trials before releas-
ing their apps, along with pressure from their investors to quickly demon-
strate product growth. Consequently, many  studies of app e� ectiveness rely 
on retrospective analyses of data from existing apps. 

� e results of these are di�  cult for doctors to apply in clinical settings, 
since app users generally are self-selected, and their outcomes might not 
apply to larger patient populations.  

D

Do mobile health apps actually 
improve patient care?
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How physicians behave after learning that they’re being 
sued for medical malpractice can determine the outcome 
of the case, regardless of its legal and medical merits.

� at’s why it’s important for physicians to know 
how to act upon being served notice of a lawsuit. 
Medical Economics spoke to malpractice defense at-
torneys and insurers to determine the do’s and don’ts 
to follow. � e experts are:

by JAMES F. SWEENEY  Contributor author

WHAT TO DO IF YOU ARE 
SUED FOR MALPRACTICE

CONFRONTING
A LAWSUIT

Ericka Adler, a malpractice defense 
attorney with Roetzel & Andress in Chicago

Richard Cahill, JD, vice president and 
associate general counsel, The Doctors 
Company, a medical malpractice insurer

Sam Rosenberg, a malpractice defense 
attorney with Rosenberg Jacobs Heller & 
Fleming, P.C. in Morris Plains, N.J. 

A LAWSUIT

MedicalEconomics.com10 MEDICAL ECONOMICS  ❚  FEBRUARY 25, 2020

Legal

ME022520_010-012 Legal, Lawsuit.indd   10 1/30/20   3:29 PM



Opposite: Alexstar/Stock.Adobe.com

 THE DO’S 
   NOTIFY YOUR INSURER AS SOON AS 

YOU’RE SERVED. 
Not only does that get your insurer working 
on your behalf as soon as possible, it also 
means you’ll have legal representation fast-
er, and that provides a protective shield for 
some conversations, says Adler. If doctors 
learn of a likely lawsuit before it’s filed, they 
should alert the insurer, she says.

Employed physicians should notify their 
employers immediately as well. 

   LEARN ABOUT ATTORNEY- 
CLIENT PRIVILEGE. 

This protects conversations between legal 
counsel and their clients from disclosure 
in lawsuits. However, it only applies once a 
client has retained or had counsel appoint-
ed, and only in conversations regarding the 
case. Defendants should talk about the case 
only when their attorney is present and only 
with those people who are relevant to the 
case, says Rosenberg, who adds, “Everything 
you say can be used against you.”    

  STUDY YOUR INSURANCE POLICY. 
Doctors should review their malpractice policy 
to know exactly what is covered, the amount of 
coverage and what rights and responsibilities 
they have. Employed physicians should exam-
ine their contracts to determine their own and 
their employer’s responsibilities. While many 
policies give the physician final say in whether 
a suit is settled, many employment contracts 
give the employer that discretion. 

  ASK QUESTIONS. 
It’s natural upon being sued for physicians to 
have multiple questions for their attorneys. 
Physicians should ask their attorney about 
how long the process will take, the steps in-
volved, and any other questions they have.

   TALK TO A MENTAL HEALTH  
PROFESSIONAL, IF NECESSARY. 

Being sued for malpractice is a mental and 
emotional blow, and not being able to talk 
to friends and colleagues about it can place 
enormous stress on the physician. “To have 
an adverse event is bad enough; when it re-
sults in a lawsuit that’s even worse,” Cahill 
says. Conversations with mental health pro-
fessionals are, of course, privileged.

   BE CAREFUL ABOUT TREATING  
THE PLAINTIFF. 

Rosenberg estimates that 10 percent of de-
fendants continue to treat the patients who 
are suing them. In those cases, they should 
treat them only for conditions unrelated to 
the lawsuit. Dropping the patient can be 
seen as an admission of guilt, he warns.

  FOLLOW THROUGH. 
Malpractice settlements and adverse judg-
ments are reported to the National Practi-
tioner Data Bank (NPDB) and state medical 
boards. This information follows physicians 
throughout their careers. Adler says she 
tries, when negotiating employment con-
tracts with hospitals, to give doctors the 
right of approval for the language in the 
NPDB report. Doctors can appeal notifica-
tion wording to the NPDB if they feel it’s un-
fair or inaccurate. 

 THE DON’TS 
  DON’T PANIC. 

Being sued is common and the odds are in your 
favor. A 2012 study published in the Archives of 
Internal Medicine found that about 55 percent 
of claims resulted in a lawsuit. Of those litigat-
ed claims, more than half were dismissed by 
the court. Of the rest, most were settled before 
a verdict; less than 5 percent were decided by a 
trial verdict. And the verdict was in favor of the 
doctor 80 percent of the time.

According to the American Medical Association 2016 Benchmark Survey, 
34 percent of physicians have a claim filed against them at some point in 
their careers and 16.8 percent have been sued twice or more.

Internists and family physicians were right at the national average in 
lawsuit frequency. General surgeons and ob/gyns had the highest rate of 
claims, while psychiatrists and pediatricians had the lowest.   

The good news is that the frequency of malpractice lawsuits is 
declining. According to a 2019 study from medical insurer CRICO, the 
frequency of malpractice claims and suits per physician fell 27 percent 
over the past decade. However, the same study found that the volume of 
high-indemnity payments ($3 million to $11 million) resulting from those 
suits increased by 7 percent annually.  

Who gets sued?
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   DON’T TALK TO ANYONE OTHER THAN 
YOUR ATTORNEY. 

This is one of the most difficult rules to 
follow, but also one of the most import-
ant, says Cahill. It’s natural to want to dis-
cuss the case with colleagues, friends and 
others, but those conversations can come 
back to hurt the defense because they’re 
not privileged. 

“Conversations with other provid-
ers, including employees, partners, col-
leagues, hospital administrators and con-
sultants, are generally subject to discovery 
and may create an adverse inference that 
the witnesses were somehow colluding to 
get their story straight and thereby avoid 
liability,” Cahill says.

   DON’T ALTER RECORDS. 
It’s tempting to go back and complete or 
correct the relevant medical records, but 
doing so is a big mistake. Plaintiff attorneys 
will seize upon any alterations and make 
them look like a doctor’s attempt to conceal 
or destroy evidence, says Rosenberg.

Any change made to records should be 
dated, initialed and accompanied by an en-
try noting who made the change and why. 
Cahill recommends segregating the relevant 
original paper records and severely limiting 
access to them.

“Physicians with electronic health re-
cords should exercise similar care,” he 
says. “Changes to electronic entries should 
not be made without a clear notation that 
it is an addendum or a late entry—those 
should be made only on rare occasion, 
should be objective and not self-serving 
and should never attempt to falsely con-
tradict prior entries.”

  DON’T INVESTIGATE. 
The natural impulse upon being sued is to 
go back and review the case, looking for 
errors, incomplete records, the involve-
ment or liability of other providers, etc. This 
could involve talking to colleagues, staff 
and others involved in the case, which can 
be seen as an effort to block the investiga-
tion or cover up wrongdoing.  

   DON’T TALK TO THE  
PLAINTIFF’S ATTORNEY. 

It’s not uncommon for a plaintiff ’s attorney 
to call or email the office of the defendant 
doctor with a request for records or other 
information, says Rosenberg. Do not re-
spond to such requests or talk to anyone on 
the plaintiff ’s side, because the conversation 
can be used against you, he says. Let your 
attorney handle all records requests. And, of 
course, don’t offer a settlement. 

  DON’T USE YOUR PERSONAL ATTORNEY. 
Unless a doctor has been sued so of-
ten that his or her personal attorney is 
a malpractice specialist, it’s safer to be 
represented by an attorney appointed by 
the insurer or employer. They’re experts 
in malpractice law and are familiar with 
the tactics used by plaintiff ’s attorneys. 
“Using your own attorney is like going to 
a podiatrist to treat your heart disease,” 
says Rosenberg.

   DON’T TAKE A  
SETTLEMENT PERSONALLY. 

Most malpractice cases are settled out of 
court, often with no admission of wrongdoing. 
These settlements usually are driven by the in-
surer’s decision that it’s easier and less expen-
sive to settle than to go to trial, Adler says.

“For anyone to have to settle something 
when they’ve done nothing wrong is hard,” 
she says. “A lot of it is really about money. It’s 
a business decision and not about whether 
the doctor is good or bad.”  

The rate of malpractice suits varies widely by state, according to a study 
based on data from the National Practitioner Data Bank.

Using data from 2015, the study found Louisiana to be the most medi-
cally litigious state with 44.1 malpractice suits per 100,000 residents. Ha-
waii was at the other extreme, with only 4.9 suits per 100,000 residents.  

Malpractice suits by state

The top 10 were:
 1  Louisiana  44.1
 2  Oklahoma  36.3
 3  Delaware  35.2
 4  Wyoming  34
 5  Tennessee  33
 6  Arkansas  32.2
 7  New Jersey  30.4
 8  Maine  30.2
 9  West Virginia  29.6
 10  Alabama  29.5

The least litigious states were:
 41  Iowa  15.2
 42  Utah  15
 43 Montana  14.8
 44  Illinois  14.3
 45  Idaho  13.6
 46  New Hampshire  13.4
 47  South Dakota  2.1
 48  Georgia  11.3
 49  North Carolina  10
 50  Hawaii  4.9
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Legal

LEGALLY SPEAKING

Rachel V. Rose, JD, MBA, advises clients 
on compliance and transactions in healthcare, 
cybersecurity, corporate and securities law. Send 
your legal questions to medec@mmhgroup.co m.

The Illinois Biometric 
Information Privacy 
Act (BIPA) of 2008 was 
the fi rst state law in 
the country to regulate 
biometric data use. For 
physicians, the intersection 
of laws such as BIPA and 
the federal HIPAA law 
cannot be overlooked. 

Let’s begin with the 
term “biometric.” 

Since various com-
ponents of personally 
identifi able information (PII) 
are inherent in the defi nition 
of Protected Health Infor-
mation (PHI), the HIPAA 
Privacy Rule applies to the 
de-identifi cation of PHI. 
The HIPAA Privacy Rule 
sets forth two acceptable 
de-identifi cation methods: 

 ❚ expert determination 
(an expert is utilized 
to ascertain that an 
individual could not be 
identifi ed); and 

 ❚ safe harbor (no 
actual knowledge 
that PII, including 
biometrics, can 
identify an individual). 

Satisfying either method 
demonstrates that the 
regulation has been met 

information will be used 
and stored; and obtaining 
written consent.

Healthcare is a bit dif-
ferent than simply using a 
biometric to log in to record 
hours worked, because the 
6-7-year period of record 
retention serves another 
purpose—ensuring the 
continuity of patient care 
and treatment. 

One key distinction 
between BIPA and HIPAA 
is that BIPA allows a 
private cause of action to 
be brought by individuals, 
without showing that actual 
harm occurred in order to 
recover damages. 

There is no private 
cause of action expressly 

stated in HIPAA; rather, 
individuals typically sue 
under a common law 
negligence theory and use 
HIPAA as the standard to 
satisfy the elements of 
duty and breach. Causation 
and damages are items 
that still need to be proven 
in order to recover under a 
negligence case. 

Compliance with HIPAA 
and any state privacy laws 
has never been more 
important. I’m still amazed 
at the number of practices 
that have not done a risk 
analysis in years or ever. This 
one item, a proper annual 
risk analysis, can prevent sig-
nifi cant fi nancial, legal, and 
reputational damage.  

and that the likelihood of 
exposure is slim. HIPAA 
includes certain exceptions, 
such as for law enforcement 
purposes and the protections 
afforded to whistleblowers 
and workforce member 
crime victims.

It is important to realize 
that because a biometric 
falls under the category of 
PHI, entities must adhere to 
the Security Rule to ensure 
that adequate technical, 
administrative, and physical 
safeguards are in place to 
protect the confi dentiality, 
integrity, and availability of 
the data. 

BIPA also requires 
adequate technical, ad-
ministrative and physical 
safeguards. And it applies 
to a variety of industries, 
ranging from healthcare to 
retail to hospitality to any 
employer who uses fi nger-
print technology for time 
keeping purposes. 

As with PHI in relation 
to HIPAA, BIPA, in most in-
stances, requires providing 
notice that the biometric in-
formation is being collected 
and stored; giving written 
notice of the specifi c 
purpose and length of time 
for which that biometric 

Biometric data: 
Another HIPAA 
risk to address
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Federal regulations defi ne Protected 
Personally Identifi able Information (PII) as 
follows: an individual’s fi rst name or fi rst 
initial and last name in combination with 
any one or more of types of information, 
including, but not limited to, 

 ❚ social security number 
 ❚ passport number 
 ❚ credit card numbers 
 ❚ clearances 
 ❚ bank numbers 
 ❚ biometrics 

 ❚ date and place of birth 
 ❚ mother’s maiden name 
 ❚ criminal, medical, and 

fi nancial records 
 ❚ educational transcripts

What’s PII?
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The UroLift System procedure is FDA-cleared for the treatment of symptoms due to urinary 
outflow obstruction secondary to BPH, including lateral and median lobe hyperplasia, in men  
45 years of age or older. Results and patient experience may vary. Clinical data from a pivotal 
206-patient randomized controlled study showed that most common adverse events reported 
include hematuria, dysuria, micturition urgency, pelvic pain, and urge incontinence. Most symptoms 
were mild to moderate in severity and resolved within 2 to 4 weeks after the procedure.

*Dr. Walter is UroLift System faculty and a paid consultant for NeoTract|Teleflex
1. AUA Guidelines 2003, 2010
2. Speakman et al. 2014 BJUI International
3. Roehrborn J Urol 2013 LIFT Study
4: Shore, Can J Urol 2014 Local Study
5. AUA BPH Guidelines 2003
6. Roehrborn et al. Can J Urol 2017

I  am a urologist.
I  am a patient.

Enlarged Prostate (BPH) affects over 40 million men in the United States. Symptoms may include interrupted 
sleep and urinary problems as well as loss of productivity, depression and decreased quality of life.2

Learn more and check out the data at UroLift.com

If your patients have symptoms of an enlarged prostate, introduce them to the  
UroLift® System. Here’s why I chose UroLift System and recommend it to my patients.

Proven, minimally invasive approach to treating enlarged prostate that provides  
rapid symptom relief and recovery3,4

An earlier alternative to medical therapy that provides symptom relief  
better than reported for medication3,5

Durability through 5 years6

Over 100,000 men have been treated with the UroLift System worldwide
The procedure is covered by Medicare and all major private insurers when  
medical criteria are met.

The UroLift System procedure is FDA-cleared for the treatment of symptoms due to urinary 
outflow obstruction secondary to BPH, including lateral and median lobe hyperplasia, in men 
45 years of age or older. Results and patient experience may vary. Clinical data from a pivotal 
206-patient randomized controlled study showed that most common adverse events reported 
include hematuria, dysuria, micturition urgency, pelvic pain, and urge incontinence. Most symptoms 

men have been treated with the UroLift System worldwide
 and all major private insurers when 

PRE-PROCEDURE POST-PROCEDURE

UroLift® Implant
Actual Size  

“ “
When my BPH symptoms became unbearable I really
didn’t want to undergo invasive surgery and I’m not a  

personal fan of BPH medications. Relief can be inadequate  
and temporary and they have a whole host of side effects.1

Peter J. Walter, M.D., F.A.C.S.* Western New York Urology Associates and  
UROLIFT® SYSTEM PATIENT
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F
or many small practices, creating 
a budget is an annual exercise that 
culminates in a binder that sits on 
the shelf and collects dust for the 
remainder of the year. But experts 
say practices that don’t develop 
and regularly review a budget are 
missing out on a tool that can pro-

vide warning signs of � nancial trouble and 
fraud, and help make large purchases less 
disruptive to cash � ow. 

“If you think of a practice as a living 
body, the budget is like a vaccine,” says 
Rick Gundling, CMA, senior vice presi-
dent for healthcare � nancial practices for 
the Healthcare Financial Management 
Association. “Having one doesn’t mea3n 
your practice’s health won’t go o�  track, 
but the risks are minimized. And when 
you check in on a periodic basis, that’s like 
your � nancial stethoscope.”

A solid, regularly reviewed budget 
sparks conversations between the phy-
sician and sta�  about potential trou-
ble spots in the practice. “It keeps you 
informed instead of surprised and lets you 
take action before something becomes a 

problem,” Gundling says.
Janet Burns, business manager for 

University Family Medicine Center, a 
two-physician primary care practice in 
Orlando, says the importance of budget-
ing and watching overhead is not always 
obvious to physicians, because they don’t 
understand the value they can get from it. 

“By looking at monthly numbers, I am 
able to � nd things that are happening 
that I otherwise would not be aware of,” 
she says.

CREATING A BETTER BUDGET
An e� ective budget does not have to be 
complicated, but should match the man-
agement style of the physician, or else it 
won’t be e� ective experts say. 

Doctors who prefer high-level over-
views with minimal details of the busi-
ness should work from budgets with those 
same traits. Doctors who are detail-ori-
ented may be interested in a budget with 
more line items that show expenses in 
greater detail, says Cindy Nyberg, CPA, 
CMPE, chief � nancial o�  cer and stra-
tegic planning consultant for Fulcrum 

Budgeting for 
practice excellence
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Budgeting Money

Vladim
ir Koletic/Stock.Adobe.com

Strategies, a physician consulting � rm in 
Raleigh, North Carolina.

For example, medical supplies could be 
one broad category, or broken down into 
speci� c subcategories for greater detail.

Melissa Lucarelli, MD, a primary care 
physician in Randolph, Wisconsin, tried 
a detailed annual budgeting process but 
didn’t see any return on the time and cost 
of creating it. “For a small practice like 
mine, I don’t have the luxury of saying, 
‘We’ll go into the red this month and make 
it up next month.’”

What works for her practice is a simpler 
accounting review of monthly expenses 
compared to what the practice has spent in 
the past. “We are just looking at how much 
do we have, how much are we getting in and 
how much do we need to pay each month,” 
says Lucarelli, a member of the Medical Eco-
nomics editorial advisory board. “To me, it 
feels more agile and less stressful.”

“I always caution physicians to keep it 
as simple as possible,” says Nick Fabrizio, 
Ph.D., FACMPE, principal at the Medical 
Group Management Association.

“Come up with a simple process you can 
use that monitors revenue and expenses. 
It’s OK to forget things when you start. It’s 
better to do that than to create an elab-
orate budget with 50 line items that is 
too di�  cult to understand and becomes 
this big, scary thing that no one wants to 
touch.” Detail may be great, but keep in 
mind that more detail also requires more 
sta�  time to track, he adds.

Lucarelli’s strategy for budgeting exem-
pli� es the best approach—� nd what 
works, experts say. “� ere’s not one model 
you must use,” says Nyberg. “� e budget 
has to serve the business.” 

� e � rst step in creating a budget is 
to look at revenue and payer mix, Nyberg 
says. � is will not only establish a start-
ing point, but o� er insight into creating 
growth. “You can’t just say you’re going to 
increase revenue 10% next year,” she says. 
“If you are 50% Medicare, revenue is pretty 
much � at.”

Once revenue is established in the 
budget, Nyberg suggests organizing and 

dividing expenses into categories like 
sta�  compensation and bene� ts, occu-
pancy expenses, furniture and equip-
ment, medical expenses, miscellaneous 
expenses, midlevel provider expense and 
physicians expense. � ese broad catego-
ries make a budget much easier to under-
stand, and if variances occur, practices 
can gather information to provide more 
detail and get a better idea of what is 
causing the changes.
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Monitor regularly 
Review the budget at least monthly, and make sure the staff knows it is 
being monitored. Doing so can reduce the risk of embezzlement. 

Make a copy
Print out the budget for anyone in the practice reviewing it so that it 
doesn’t become just another email that gets lost in the inbox.

Adapt with growth
Change the structure of the budget as needed to refl ect practice growth. 
The budget used today won’t necessarily be the one that works fi ve 
years from now. 

3 quick budget tips
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“If you aren’t making � nancial deci-
sions o�  every o�  ce and medical sup-
ply purchase, then put them together,” 
says Gundling. “If you need to go deeper, 
then do it.”

Communicate to the sta�  which 
expenses go in each category, because 
they may not always be obvious, Nyberg 
says. Some sta�  members may be 
involved in the budget-creation process, 
but who is included is largely a level of 
job function and physician comfort with 
sharing � nancial details.

“Getting input is great, but it depends 
on how much the owners want to share 
with the sta� ,” says Nyberg. “Eventually 
though, someone will be held responsible 
for trying to move the needle on budget 
goals and they should have some input 
into the creation process.”

USING A BUDGET TO 
IMPROVE THE PRACTICE
Once the budget is � nalized, it must be 
reviewed at least monthly to be useful, 
experts say.

Gundling says physicians should look 
for trends—compare the current month’s 
numbers to the prior month and  to the 
same month from the year prior. If a partic-
ular category is much higher or lower than 
it was previously, start asking questions.

“Once you understand the variance, 
then you can start formulating what to do,” 
says Gundling. “� e budget causes you to 
ask the ‘what’ and the ‘why’ questions. It 
gives you more impetus to dig deep.”

If, for example, supplies are costing 
more than in the past, maybe a contract or 
supplier review is in order. If nothing can 
be done about the increase, then maybe 
money needs to be taken elsewhere from 
the budget to make up the di� erence and 
protect cash � ow, says Gundling.

“Work with your sta�  to be very attuned 
to those variances to try to understand 
whether it’s a one-time thing or an ongo-
ing problem,” he adds.

Fabrizio recommends looking at 
actual dollar amounts and not just per-
centage increases or decreases when 
reviewing. “Two percent in one category 
may be $100 while in others it might 
be $1,000,” he says. “If that extra $1,000 
expense goes on for 10 months, you 
might have paid out $10,000 before you 
realize it.” 

Burns explains that her practice’s bud-
get functions as a guide on where to focus 
cost-cutting e� orts. It can also be used to 
forecast returns on larger investments.

For example, Nyberg worked with a 
practice that was sending patients out for 
MRIs. � e physicians thought getting their 
own MRI machine would be a good invest-
ment so as to keep the money in-house, 
but a budget analysis showed that with 
53% of their payer mix in Medicare and 
with the correspondingly small reim-
bursements, the machine would never pay 
for itself.

When a budget is done correctly and 
regularly reviewed, it can o� er many ben-
e� cial insights into the � nancial health—
present and future—of a practice. 

“It’s one of those necessary things, but 
I think physicians look at budgeting like 
they look at having a tooth pulled,” Gun-
dling says. “But budgeting really does help 
in having an ongoing conversation about 
the practice and minimizes surprises and 
maximizes cash � ow. A budget allows you 
to stay on top of your practice.”  
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“If you think of a practice as a living 
body, the budget is like a vaccine. Having 
one doesn’t mean your practice’s health 
won’t go off track, but the risks are 
minimized. And when you check in on a 

periodic basis, that’s like your 
fi nancial stethoscope.”
—RICK GUNDLING, CMA, SENIOR VICE PRESIDENT FOR HEALTHCARE 
FINANCIAL PRACTICES, HEALTHCARE FINANCIAL MANAGEMENT ASSOCIATION 
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Ike Devji, JD, has practiced law exclusively in the areas of asset 
protection, risk management and wealth preservation for the last 16 years. 
Send your financial questions to medec@mmhgroup.com.

Proactively managing risk and avoiding harm is almost 
always cheaper and more predictable than managing any 
actual crisis. 

Asset protection has three layers: a culture of compliance 
that helps avoid the most common risks; a well-developed 
insurance program to help cover any mistakes or acci-
dents; and legal tools that separate risks and assets to back 
up anything not covered by the fi rst two. 

In this article we address one of the major risks physi-
cians experience that does not involve patients: Risks from 
exposures related to your employees.

Employment law exposures are among the most 
common risks American business owners face and medical 
practices are no exception. In addition to the traditional 
claims related to wages and labor law, employers now must 
manage less tangible, more subjective issues.

Our socially- and politically-charged climate, including 
the #MeToo movement, requires attention and physician 
leadership. Businesses are up to fi ve times more likely to be 
sued over an employment issue than for any other reason. In 
addition, employees are winning more often and the average 
sexual harassment lawsuit verdict is roughly $500,000.  

Fortunately, this risk can be effectively managed in three 
simple steps:

3 Have an enforced, custom drafted, state-law 
specifi c employment manual. Failing to do so means 

that many rules polices will be open to interpretation by 
your employees, and worse, the courts. I routinely fi nd 
that many practices have no manual or have one they got 
off the internet or cobbled together themselves that may 
not be up to date or legally compliant.  

1 Be adequately insured for both employment law relat-
ed liability with EPLI (employment practices liability 

coverage) insurance and general liability and other spe-
cialty commercial insurance that protects the business 
from the vicarious liability of being an employer. For 
doctors, common exposures might include HIPAA employee 
breaches that reveal confi dential patient information includ-
ing photos or other identifying patient data or social media 
related liability for making defamatory statements or claims. 

Having these basics in place will put many medical practic-
es ahead of their peers and not just help defend against such 
a claim, but ideally avoid ever facing one in the fi rst place.

2Create a culture of respect, compliance, and authority.
Every workplace has its own “vibe”, some are formal 

and all business, others are more casual, fun and familiar. 
Either may be effective, but both need to start with a cul-
ture that observes and uniformly enforces good conduct 
among physicians, executives, and other staff. This means 
a willingness to be (or delegating someone to be) the adult 
in the room and address issues and set standards. 

Employee risk management: 
Three tips to avoid trouble
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B
etween ever-changing regula-
tory requirements, more time 
spent interacting with electronic 
health records systems than with 
patients, and a lack of work/life 
balance, physicians are burning 
out at an unprecedented rate. Yet 
there is hope that the next genera-

tion of women physicians can address many 
of the systemic issues that currently plague 
the � eld of medicine. 

But the question remains: will they be 
given the opportunity to do so?

When Diane Birnbaumer, MD, FACEP, 
emeritus professor in the department of 
emergency medicine at Harbor-UCLA Med-
ical Center, was training to be a physician 
more than 30 years ago, she did a clinical 
rotation in otolaryngology with an older, 
well-established male surgeon. When she 
� nished the rotation, the surgeon compli-
mented Birnbaumer on her abilities, but 
also told her he wasn’t going to give her a 
good evaluation. 

“I immediately asked, ‘Why?’” she says. 
“He told me, ‘Women will ruin medicine. 
All you want to do is come into medicine 
and make it part-time. Women want other 
things. Medicine just isn’t your passion the 
same way it is for [male physicians].’”

It would be easy to say that such a con-
versation is a relic of a time long gone, when 
men dominated the � eld of medicine and 
women were � ghting just for the  opportu-
nity to show what they might bring to the 
examining room. After all, today  about one-
third of practicing physicians are women. 
And most of those, like Birnbaumer, have 
worked hard to advance in their careers. 

And more and more women are entering 
the � eld. Per the Association of American 
Medical Colleges, women today not only 
make up the majority of medical school 
applicants but are enrolling and graduating 
from medical school at a rate slightly higher 
than their male counterparts.

Despite those growing numbers, Roberta 
Gebhard, DO, president of the American 

by KAYT SUKEL Contributing author

Will women 
transform medicine? 
As the number of women doctors grows, many are trying to 
square that promise with the systemic challenges they face
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Medical Women’s Association, says that 
women still face significant challenges as 
they pursue their careers. While they may 
not experience discrimination quite as 
blatant as Birnbaumer did when she was 
a trainee, there are still significant hurdles 
they must overcome.

“Even though we are seeing parity in the 
numbers, and we have for a couple years 
now, what we are not seeing is parity in 
pay for women or in the opportunities to 
advance in their careers,” she explains. “And 
it’s the kind of stuff that, over the course of 
a career, can really hold someone back from 
reaching their true potential.”

With so many women entering the 
field—and looming fears of physician short-
ages—many observers hope that women 
will help to transform medicine for the bet-
ter. Women today constitute the majority of 
physicians in countries with highly effective 
healthcare services. But how can healthcare 
fulfill the promise of women in medicine 
when women continue to face the same  
systemic obstacles as previous generations?

THE PROMISE – AND BARRIERS
There is good reason why so many see 
women physicians as integral to solving 
many of  medicine’s problems. Research 
studies suggest that women physicians 
spend more time with patients, on average, 
than men—and focus more on discussions 
about preventative medicine.

Female physicians are more likely to 
closely follow evidence-based clinical 
guidelines for care. And patients who see a 
female physician are less likely to be re-hos-
pitalized within 30 days or succumb to 
their illnesses. 

While many of these studies are small,  
the collective results suggest that, especially 
as medicine moves to value-based models of 
care, women doctors are a valuable asset to 
healthcare, says Susan Hingle, MD, MACP, 
a professor of medicine at Southern Illinois 
University School of Medicine and former 
chair of the American College of Physicians’ 
Board of Regents. 

“These are very targeted studies, but in 
multiple situations and in multiple spe-
cialties, we see that women physicians 
are showing better outcomes than male 
physicians,” says Hingle, who co-authored 
a position paper regarding improving gen-
der pay equity. 

But studies also show the challenges 
women working in medicine commonly 
face. Timothy Hoff, Ph.D., a professor of 
management, healthcare systems, and 
health policy at Northeastern Univer-
sity, has been studying such barriers for 
decades. And despite the growing number 
of female physicians, many of those issues 
have not improved over time. 

Hoff noted in a recent Medical Econom-
ics blog post that women are more likely to 
experience work-family conflicts, less likely 
to be promoted or selected for leadership 
positions, and still experience high rates of 
sexual harassment. On the whole, they also 
make significantly less money than simi-
larly qualified male physicians.

“We have a fairly pervasive situation 
where physicians who are doing the same 
job are getting less money just because they 
happen to be women,” says Hoff. “That’s a 
problem. And these issues are deep-rooted 
and long-standing trends in this particular 
field that need to be addressed.”

MOVING TOWARD CHANGE?
Many physicians, even women physicians, 
say medicine is close to or has already 
achieved gender parity, says Gebhard. These 
physicians refer to their own personal suc-
cesses, the growing number of female doc-
tors and medical students, and the fact that 
high-profile leadership positions, including 
the presidency of the American Medical 
Association, are now being occupied by 
women.  At times, Hoff says, it is difficult to 
see the discrepancies.

“Doctors are some of the most successful 
people in the country,” says Hoff. “They work 
and sacrifice an awful lot to get where they 
are. In some respects it’s difficult for peo-
ple—once they reach what they think is the 
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pinnacle of what they see as their own hard 
work and perseverance—to understand 
they are not being treated the same ways as 
their peers.”

At times, those very discrepancies can 
be used to make the case that medicine has 
become more female-friendly. In a recent 
New York Times article, three female phy-
sicians discuss how they make time for 
their growing families while continuing to 
work in medicine. One switched to a less 
demanding (and less lucrative) specialty 
where she could better control her hours. 
Another took a position as a hospitalist 
where she works predictable shifts. The 
third is working remotely, doing radiology 
scans from home. 

“The possibility that the establishment 
might allow these women to stay in com-
petitive, highly successful, and lucrative 
careers was never mentioned in this piece,” 
says Gebhard. “Men manage to have families 
and stay in those kinds of careers without 
a problem. But here, these women had to 
make sacrifices. They had to give up poten-
tial earnings and leadership positions. Is 
that really such a big improvement?”

While Birnbaumer acknowledges Geb-
hard’s point—and notes that these issues 
are not unique to medicine—she thinks 
the article shows that things are improv-
ing, albeit slowly, for women. And for male 
physicians, too.

“Thirty years ago, women had to choose 
between family and career. There was no 
middle ground,” says Birnbaumer. “But 
having women in the field has changed 
how medicine is practiced and just what 
is possible. Today, there are options so you 
can have a better work-life balance. Women 
drove that. 

“And the male residents I work with are 
just as interested in options that allow them 

to have more time with their families,” she 
adds. “As more women enter the field, I think 
we’ll see more changes in the way medicine 
is practiced that will benefit everyone.”

THE FUTURE IS FEMALE
Experts agree that the medical profession is 
at least starting to recognize that it needs to 
change so that women can achieve greater 
parity, both in terms of opportunities for 
advancement as well as remuneration. Hoff 
suggests that addressing the myriad chal-
lenges that women face, including implicit 
biases about abilities and sexual harassment, 
as early as medical school will help to change 
them in the future.

“If medical schools and residency pro-
grams start addressing these issues during 
training—because that’s when they start 
—and challenge the way that women have 
historically been viewed and treated, it’s an 
important start,” he says. “We also need as 
many strong female role models as we can 
get going into leadership positions so we can 
change those implicit biases people have 
about women.”

LaTasha Seliby Perkins, MD, a family 
physician in Washington, D.C., and a board 
member of the American Academy of Family 
Physicians, agrees. It’s one reason why she 
decided to take on a leadership position in 
the organization, even while experiencing a 
high-risk pregnancy.

“I want every single person in medi-
cine to see women as leaders,” she says. “I 
want them to see women taking on more 
demanding roles in more demanding spe-
cialties and succeeding, whether they have 
a family or not. I want more women to apply 
for challenging jobs, to ask for more money, 
and know that they have earned their place 
at the table. That kind of visibility is vital not 
only to our success as women, but to the 
success of medicine as a whole.”

Krystal Savice, a third-year medical stu-
dent at the Touro College of Osteopathic 
Medicine, has already taken on a leader-
ship position as a student with the Student 
National Medical Association, and is set on 
becoming a residency director in the future. 
She intends to be the change she wants to 
see in the field.

“Women have made a lot of strides 
in medicine and are demonstrating just 
what is possible,” she explains. “We will 
become the leaders we need.” 
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A 
recent survey conducted by In-
staMed, an online healthcare pay-
ments service, revealed that 93 per-
cent of patients were surprised by 
their medical bill, including 61 per-
cent who received a bill for more 
than expected and 50 percent who 
received an unexpected bill. 

“� is surprise and confusion stems all 
too often from a lack of communication be-
tween medical practices and their patients,” 
says Deirdre Ruttle, senior vice president 
of  strategy and communications for In-
staMed. “Patients are not usually aware of 
their responsibility until after a visit, which 
is unlike many other payment experiences 
where there is a clear price tag and an un-
derstanding of how to pay.”

But medical practices can remove the 
uncertainty in healthcare payments by 
communicating early with patients, set-
ting expectations, and o� ering payment 
convenience. � is includes talking about 
payment responsibility, insurance coverage 
and cost estimates, o� ering multiple pay-
ment options including online payments 
and automated payment plans, and enhanc-
ing patient convenience through electronic 
statements, email noti� cations and text no-
ti� cations, experts say.

THE COST C ONVERSATION
David Belk, MD, an internist in Alameda, Ca-
lif., says there was a time when most discus-
sions about medical costs centered around 
questions like “Will insurance cover this?” 
or “How can we get insurance to cover this?”

“As nightmarish as those conversations 
were thought to be, such questions do seem 
rather quaint and simplistic by today’s stan-
dards,” he says, citing discussions today of 
questions like, “What does covered even 
mean?” “Can I a� ord this test or procedure 
even if it is covered?” and “Would I be better 
o�  not even using my insurance and just pay-
ing for the medical test or procedure myself?”

Brian P. Sanders, MD, a family physician 
at About You Family Medicine in Atlanta, 
Ga., says he’s � nding that fewer people are  
shy about discussing cost of care. 

“For folks that live paycheck to paycheck, 
the discussion involves how to save up to 
a� ord a more expensive but necessary eval-
uation or treatment or procedure,” he says. 
“Without these discussions, many patients 
would oftentimes not get any medical care 
or allow the problem to fester until it be-
comes a more expensive emergency. 

Troy Russell, MD, a family doctor in Lynn, 
Mass., notes that for about half the medica-
tions he prescribes, patients will ask wheth-

by KEITH LORIA Contributing author

How to discuss care 
costs with patients 
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er it is covered by insurance. He’s also asked 
routinely whether all the medications they 
take are absolutely necessary. 

“Patients are often most concerned about 
costs of specialty medications like insulin, 
Remicade, and Xarelto,” he says. “My response 
is usually that we try to use generic medica-
tions first, try to use coupon programs like 
GoodRx and if that doesn’t work, we pursue 
prior authorization through insurance.”

Katarina Lindley, DO, FACOFP, a direct 
primary care family physician in Brock, Texas, 
says she discusses pricing and affordability 
with patients almost daily. For example, when 
she orders labs or imaging for patients, she 
helps them decide where to have them done.

Some patients prefer to pay directly rath-
er than going through insurance because 
deductibles are so high. 

“An example is, I can get labs for an an-
nual physical for about $20, but with insur-
ance it can be $150-500 if the patient has not 
reached their deductible,” she says. 

The same is true with medications. Be-
fore prescribing, Lindley discusses with her 
patients if they can afford them. Such dis-
cussions are important, she says, because pa-
tients sometimes are embarrassed to say they 
cannot pay for meds and won’t get them filled.

“My job as their doctor is not only to help 
them recover from or control an illness but 
also to look at their overall health and at 

times that means financial needs as well,” she 
says. “All physicians should have these dis-
cussions with patients, because they may not 
be compliant and their blood pressure is still 
high because they could not pay for that third 
medication.”

Jeffrey Gold, MD, a pediatrician in Mar-
blehead, Mass., notes that a typical discus-
sion will find him showing a patient what 
lab test pricing is compared to what a typ-
ical hospital charges, using websites such 
as mymedicalshopper.com and healthcare-
bluebook.com.

“I once saved a patient $2,000 for a cardi-
ac stress test by sending him to Derry, New 
Hampshire, versus our local hospital,” he says. 
“Obviously, this was a low probability test 
and non-urgent, and it took him two weeks 
to get a reply from his insurer as to what his 
out-of-pocket payment would be. But it was 
something that was greatly appreciated.”

NAVIGATING THE DISCUSSION
Russell routinely has his medical assistant 
screen for financial or social economic bar-
riers to care so he’s prepared for where the 
conversation will go.

“Some patients are not interested in telling 
me these issues unless it is really bothering 
them,” he says. “Since my medical assistant 
staff are native Spanish speakers and cultural-
ly able to connect better with some patients, 
they are able to elicit this information a little 
easier.” They do this, he says, simply by asking 
if the patient has any questions or concerns.

Gold says physicians need to be open and 
honest, and not just say what the patient 
wants to hear. “Most people still don’t even 
understand what coinsurance, deductibles 
or networks are, and the conversations are 
still not as prevalent as I would like them to 
be, but definitely more common,” he says. “If 
you’re honest with them about their options, 
it can drive the relationship even further.”

RECOMMENDING RESOURCES
One of the most common questions patients 
ask physicians is where they can find help in 
reducing their out-of-pocket costs. Doctors 
say prescription drugs often are a good place 
to start.

“Most people believe that they’re getting 
a good deal from their insurance if they’re 
only paying a $5-$10 monthly copay for a 
generic medication,” Belk says. “They’re usu-
ally wrong about that.” 

“Without these discussions, many patients 
would oftentimes not get any medical care  
or allow the problem to fester.”
—BRIAN P. SANDERS, MD, ABOUT YOU FAMILY MEDICINE, ATLANTA, GA.

93% 

of patients were 
surprised by 

their medical bill

61% 

had bills that 
were higher 

than expected
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David Burch is business banking director of sales and specialty banking 
at Huntington Bank. Send your money questions to 
medec@mmhgroup.com.

1 EVALUATE WHERE 
YOU STAND.

Make sure you have a fi rm 
grasp of the current state of 
your business. Assess your 
revenue, costs, budget, 
and staff productivity on a 
recurring basis. Celebrate 
your strengths and current 
successes, but also make 
an honest evaluation of your 
biggest weaknesses and 
needs as a business. And 
don’t forget the last step: 
document the assessment 
to ensure follow-up and 
execution.

It may seem obvious on 
the front end, but starting—
and maintaining—a routine 
of self-monitoring and 
assessment is an essential 
fi rst step for scaling and 
fostering long-term success 
at your practice.

2 DREAM—THEN 
SET REALISTIC 

EXPECTATIONS.
Are you looking to expand 
your services? Have you 
had your eye on some 
new equipment or exciting 
technology? Wish you could 
move into a larger, sleeker 
offi ce space? That’s great—
as the offi ce entrepreneur, 
give yourself permission to 
be creative and think big.

But chances are you 
can’t do everything you 
want in the near term.

Try to determine what 
can realistically be done in 

SBA loans can be es-
pecially helpful for doctors 
who are looking to open, 
acquire, or expand a practice 
because of a federal guar-
antee of up to 85%. That 
means there’s less risk for 
the lender and easier access 
for the borrower.

When you’ve fi gured 
out what type of fi nanc-
ing works best for you, 
don’t just let the banks 
interview you—interview  
them as well. You’ll fi nd 
that some have expertise 
and experience dealing 
with certain types of 
businesses—including 
medical practices. Often, 
the business savvy they 
bring is every bit as 
important as the fi nancing 
itself. Do your research 
and ask questions.

4 FORMALIZE YOUR 
THOUGHTS IN A 

BUSINESS STRATEGY.
Once you’ve arrived at a 
strategy, put pen to paper. 
Your bank or lender of 
choice can assist with 
developing your business 
plan, setting fi nancial 
goals and parameters, and 
weighing fi nancial gain 

against your interests and 
passions as a physician.

From there, it’s time to 
go shopping—but stick to 
your plan and your budget. 
Any smart lender will 
make sure you do so. It’s 
mutually benefi cial.

5 CAREFULLY BUILD  
YOUR TEAM.

Human capital is your most 
important growth area, 
and it’s where you’ll be 
investing the majority of 
your money.

Whether you’re adding 
a partner, hiring a non-phy-
sician provider, or bringing 
on an offi ce manager to 
help with the administrative 
load, you’ll want to take 
extra care to choose team 
members that will be the 
right fi t for your practice in 
the long run. Unlike a big 
company, each employee 
represents a signifi cant 
chunk of your business. 

Resist the temptation 
to hire quickly because of 
immediate demands or 
pressures. This is where the 
best plans are often ruined. 
Focus instead on curating 
a high-quality staff for sus-
tainable growth.  

one, three, and fi ve years 
given your patient panel, 
prospective revenue, and 
responsibilities. By em-
barking on this exercise, 
you’ll fi nd that you’re less 
likely to get overwhelmed 
trying to achieve all of your 
goals. Creating a docu-
mented plan to manage 
the change will keep you 
on track.

3 DETERMINE WHAT 
KIND OF FINANCING 

IS BEST FOR YOU. 
Expanding your footprint 
can be exciting—but price 
barriers can get in the way. 
Practice startup costs alone 
run upwards of $100,000. 
So if you’re looking to grow 
your practice, you’ll need 
to evaluate what borrowing 
options will work best for 
you.

Remember, interest 
rates don’t tell the whole 
story—there are account 
fees, premiums, and other 
closing costs to consider. 
Always scrutinize the details 
and entirety of the lending 
relationship before making 
a decision. 

A key consideration is 
the term of your loan. Cash- 
fl ow is extremely important, 
and while you may want to 
do a quick payoff, that can 
create a cash fl ow crunch. 
Most loans will allow you to 
pay down the debt quicker 
if things are going well.

5 tips for growing your medical practice

MedicalEconomics.com 25MEDICAL ECONOMICS  ❚  FEBRUARY 25, 2020

Practice Management

PRACTICAL MATTERS

ME022520_025 Practical Matters.indd   25 1/30/20   3:38 PM



S
mall medical practices must per-
form many information technol-
ogy (IT) functions—EHR system 
management, cybersecurity, imag-
ing, billing, and controlling and 
keeping tabs on infrastructure 
operations, among others,—to 
achieve the clinical and � nancial 

outcomes necessary for their success. 
While most such o�  ces don’t have 

in-house IT sta� , some do, whether they 
train existing personnel to perform these 
functions or hire dedicated sta�  who already 
have these skills. 

� is article looks at both approaches, 
examining the pros and cons of each, and 
when, or if, it makes sense to combine them.

Before a practice decides who will over-
see its IT functions, it must know which 
functions are essential to clinical and 
� nancial success. EHRs are a given, but 
so is a practice management system that 
integrates patient data with health records 
and  creates a work� ow that expedites 
patient appointments. 

To accomplish this, the EHR must have 
an API (Application Programming Interface) 

that has easy back-and-forth communica-
tion with the management system, and both 
components must be HIPAA-compliant. 
While not mandatory, it’s certainly desirable 
to have a patient portal that lets patients 
access their appointment schedules and 
records online. 

COST & RISK
� e tradeo� s of hiring IT sta�  versus out-
sourcing the function is that a practice has 
greater operational control over employed 
sta� , but assumes higher costs and risks, 
says Graham Caparulo, principal consultant 
with Diligex, a New York City-based provider 
of outsourced IT services to small and medi-
um-sized medical practices. 

“On the risk side, if you have your own 
sta�  and a data breach, there’s no one 
to point the � nger at except yourself,” 
Caparulo says.  (Under the HIPAA Omni-
bus Rule, if a contractor has signed a 
HIPAA Business Associate agreement with 
the practice to comply with HIPAA privacy, 
security and breach noti� cation require-
ments, it is liable for any HIPAA infractions 
it commits.)

by RAY PELOSI Contributing author

Hiring IT staff vs outsourcing: 
Pros and cons 
of each approach
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Contracting out IT lets a practice focus 
on its core business of providing healthcare. 
Moreover, the practice may get a broad base 
of contract employees with a wide variety 
of technical competencies, and it’s not left 
exposed if the in-house IT staffer gets sick, 
goes on vacation, or leaves the practice. 

“The average tenure of an IT person is 
about two or three years,” says Caparulo, “so 
do you want to go through this every couple 
of years or shift that over to somebody else?”

Before hiring outside contractors, the 
practice needs to conduct a thorough inter-
nal inventory to determine what the staff 
members and doctors already know about 
the existing IT system, identify their IT prod-
uct and service needs, then develop a Request 
for Proposals based on those precise needs.

‘SUPER-USERS’
At some point, however, it usually makes 
sense for a small practice to hire someone 
for what Caparulo calls “level one or front-
end triage issues,” such as if a front-desk 
staffer can’t log in to the EHR, access e-mail, 
or print out a medical record. In those 
instances, it’s better to have a more techni-
cally adept practice employee on hand to 
solve the problem. “They’ll likely get things 
resolved quicker than if they go through an 
outsourced provider,” says Caparulo.

A practice that doesn’t outsource its 
IT functions might train its own employ-
ees—even if they have little or no IT experi-
ence—instead of hiring someone. While this 
approach certainly costs less than hiring a 
full-time, dedicated IT employee, the ques-
tion becomes: is it worth the time to train 
a tech neophyte currently on the practice’s 
staff, and will the growth in size and com-
plexity of an IT structure be too much for 
that staffer to manage in the future? It might 
be easier to choose this path if the practice’s 
IT vendor makes training and system sup-
port part of the services it provides.

On the other hand, many people today are 
increasingly comfortable with sophisticated 
digital technology, says Ken Hertz, FACMPE, 
a principal with MGMA Health Care Con-
sulting Group, in Englewood, Colo. These 
staffers can learn the workings of the EHR 
and perform certain IT functions in a prac-
tice, potentially removing the need for a full-
time IT employee. 

These “super users” can be and “are highly 
trained in software, and in understanding 

and problem-solving with the EHR or prac-
tice management software. A vendor can fur-
nish that training.

“Now, they’re not going to solve your net-
work problems and things like that,”  Hertz 
cautions, while noting that super-users who 
develop more experience handling software 
can sometimes help with networking and 
hardware problems as well. 

But the more complex services, such as 
interoperability and telemedicine, ought to 
be left to contract experts, Hertz says. “You 
want somebody who knows all about HIPAA 
issues, cybersecurity issues, encoding mes-
sages and so forth.” 

SUBCONTRACTING
For some small practices—like that of Karen 
Smith, MD, a family physician in rural Rae-
ford, N.C.—hiring new or training exist-
ing in-house staff isn’t an option. First, the 
cost is prohibitive—about $30,000 per year, 
according to practice administrator Michael 
Hendricks. That would be an operations 
budget-buster for Smith.

Second, it’s more practical to use a 
sub-contractor from nearby Ft. Bragg to 
provide IT support, “Even if we had an IT 
specialist to come in and train us it’s out of 
our purview because we would literally have 
to study that technology and know what the 
upgrades are,” explains Smith.

Each service the practice installs incurs  
training costs. It’s also highly important that 
the contractor have an industry-specific 
knowledge base. 

“Subcontract with someone who stays 
up to date with technology and who under-
stands healthcare,” Smith says. “You really 
need an IT person who understands the 
nuances of medicine.”

Practices also should understand how 
IT pricing works. More labor-intensive 
functions, such as a help desk, are likely 
to be costly, Hertz says. But vendors may 
charge a lower monthly fee for certain stan-
dard services, such as security, anti-virus 
security, back-up, monitoring alerts, and 
hardware support.

Finally, Hertz says, a vendor contract 
should address response time for dealing 
with technical issues or downtime. “They 
may say, ‘Yeah, we said we’d be onsite, but 
didn’t you read the part of the contract 
where we said we’d probably be there within 
three days?’” 

“On the risk side, 
if you have your 
own staff and 
a data breach, 
there’s no one to 
point the finger at 
except yourself.”
— GRAHAM CAPARULO, PRINCIPAL 
CONSULTANT, DILIGEX, NEW YORK 
CITY
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A
t Northwest Permanente, a 
Portland, Ore.-based  medical 
group of more than 1,400 physi-
cians, a 15-year-old female pa-
tient, “Jennifer,” visited the Kai-
ser Permanente Emergency 
Department 34 times in an 
18-month period. Diagnosed 

with Type 1 diabetes, the girl had devel-
oped major depression. Suicide attempts 
took her to the ED twice, and her other 
visits were due to symptoms of uncon-
trolled sugars.

Rather than simply treating the dia-
betes and depression, the medical team 
began digging deeper into Jennifer’s life. 
She had been missing school regularly. 
She lived with her brother and her moth-
er, who speaks only Spanish and works 

two jobs, keeping her away from home 
most of the time. � eir apartment had 
holes in the � oor, and mold and mildew 
in many corners, says Imelda Dacones, 
MD, president and CEO at Northwest 
Permanente, P.C. 

Northwest Permanente connected 
Jennifer with a social worker who linked 
her and her family with a Latina commu-
nity health worker. � rough that com-
munity health worker, the family found 
better, more a� ordable housing and 
applied for � nancial assistance. With 
increased � nancial stability, Jennifer’s 
mom no longer needed to be away from 
home all the time. 

After building trust with authorities, 
Jennifer agreed to start seeing a mental 
health therapist and to follow up more 

by NANCY MANN JACKSON Contributing author

Screening for 
social determinants
How social issues affect outcomes, especially 
for patients with chronic conditions
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Social determinants Chronic Conditions

regularly with her doctor. She got control 
of her diabetes and mental health, and 
graduated from high school. Now Jenni-
fer is in college and is thinking about a 
job in healthcare.

“Jennifer’s main issues were not her 
depression and diabetes,” Dacones says. 
“Her medical diagnoses—just as for all of 
us—do not define who she is. Screening 
for and helping to address the things most 
important to our lives empower us, ulti-
mately, to own our total health. If we had 
only addressed her diabetes and depres-
sion through a ‘medical lens,’ I don’t know 
where she’d be today.” 

Jennifer’s story exemplifies the impor-
tance of social determinants of health 
(SDOH), and how doctors can help im-
prove health outcomes by taking note of 
the non-medical factors that may be af-
fecting patients’ health.  

Up to 90 percent of health outcomes 
are a result of social, behavioral and eco-
nomic factors, according to recently-pub-
lished data in  JAMA Open Network. And 
research shows that screening for the five 
leading SDOH—food security, housing ac-
cess, transportation issues, utility needs 
and interpersonal violence—can greatly 
improve patient outcomes.

However, 33 percent of physician 
practices do not screen for any SDOH 
and just 16 percent screen for all five of 
the leading SDOH. Without the first four, 
patients may not be able to purchase, 
store or take needed medications, or they 
may experience high levels of stress, anx-
iety and fear, making them less likely to 
pay attention to other health concerns.

Physician practices are primarily fo-
cused on clinical care, but their clinical 
work will be more successful if they start 
paying attention to patients’ needs be-
yond medicine. 

“We should be managing the entire 
patient, not just the medical portions 
of their care,” says Nupur Mehta, MD, 
associate senior medical officer at Care-
More Health, a physician-led integrated 
care delivery system. “Considering not 
just the medical needs, but also the en-
tire spectrum of things that a patient 
may benefit from has been invaluable 
in achieving the outcomes that we have 
attained. Not to mention, it’s the right 
thing to do.” 

INCORPORATING SCREENING
Physician practices can help patients 
attain their clinical care goals and take 
control of their overall health by incorpo-
rating SDOH screening into their check-in 
procedures. For instance, at CareMore, 
office staff screen for SDOH with Healthy 
Start, a comprehensive assessment in-
tended to gain more insight into the pa-
tient’s medical, social and behavioral 
needs and to appropriately triage them 
into disease management programs and 
services to support their care.

In addition, any time a clinician is con-
cerned about a patient’s needs, they are 
trained to ask about access to core needs 
such as food, housing, and transportation.

Northwest Permanente includes ques-
tions about SDOH with other data that 
is entered into each patient’s electronic 
health record upon arrival, “much like you 
input vital signs and other information 
about the patient,” Dacones says. “Having 
the form for this information in the EHR 
in front of you prompts one to collect the 
data in the first place.”

Atrius Health, a group of 36 medical 
practices in Massachusetts, screens for 
nine SDOH every time a child comes in for 
an annual pediatric checkup. The group 
uses a questionnaire, which screens for 
a family’s access to permanent housing, 
employment, ability to pay utilities, and 
access to food, transportation, childcare, 
and mental health resources. 

“This annual check-in sees what’s hap-
pening outside of the clinic that can af-
fect this child’s health for the rest of their 
life,” says Stephen Parodi, MD, chairman 
of the Council for Accountable Physician 
Practices (CAPP) which represents Atrius 
Health and other large physician-led and 
ACO-focused medical groups. 

COMPLETING THE LOOP
Uncovering non-clinical needs that affect 
patients’ health isn’t the final step. When 
a practice finds that patients are hungry 
or lacking secure housing, they have a 
responsibility to take the next step and 
assist in helping find a solution. Various 
practices handle this responsibility in dif-
ferent ways.

Kaiser Permanente has added a spe-
cific staff role to support this work, 
called patient navigators. “Navigators 

MedicalEconomics.com 29    MEDICAL ECONOMICS  ❚  February 25, 2020

ME022520_028-030 CC, SDOH.indd   29 1/31/20   8:13 AM



Social determinantsChronic Conditions

are front-line public health workers and 
non-clinically licensed sta�  who are 
extensions of the clinical care team,” 
Dacones says. “� ey are there to help 
address the social and non-medical 
needs of our members by building trust-
ing relationships with patients, helping 
them to connect with resources in their 
communities, and to activate individual 
patients’ care plans.”

For some patients, navigators provide 
resources and information that patients 
use to get their needs met on their own. 
For those needing more help—such as 
those with a language barrier or without a 
strong support system—a social worker or 
other sta�  member may help them apply 
for housing or other community resources. 

At CareMore, patients who screen pos-
itive for an SDOH question are referred 
to an in-house team of case management 
and community health workers. Working 
alongside clinicians, the case manage-
ment team helps connect patients with 
resources to address their social and med-
ical needs, Mehta says.

And at Arius, the provider reviews 
a patient’s answers from the screen-
ing to understand any potential needs. 
“Physicians then help connect patients 
with the resources to help,” Parodi says. 
“� ey also have case managers and so-
cial workers on sta� , and a care facili-
tator will connect patients with other 
resources in the community.”

HARNESSING TECHNOLOGY 
But even when physician practices screen 
for SDOH, disconnect between their o�  c-
es, other care providers, and various com-
munity and social agencies can prevent 
patients from getting the help they need to 
improve their health outcomes. But some 
practices and regional groups are � nding 
ways to use technology to simplify the 
process and ensure that patients get help 
when needed. 

Kaiser Permanente, for example, is 
launching � rive Local, a new social 
care network that will connect mem-
ber practices and patients to commu-
nity-based social services providers. 
Because the cloud-based network will 
be available to sta�  throughout the sys-
tem, as well as to community agencies, 
it will be easier to refer patients to the 
help they need and follow up to make 
sure they received that help.

“� e goal is to create a more holistic 
connection between the medical and so-
cial sectors to address total health, moving 
beyond screening and one-way referrals to 
a bi-directional, closed loop referral sys-
tem with a robust network of social care 
providers,” Dacones says. “� rive Local 
will empower more sta�  who encounter a 
patient with a social need to get that pa-
tient the information and help they need.” 

In addition to closing the loop on meeting 
social needs that a� ect patient health out-
comes, such tech-based systems can gener-
ate data to help identify where community 
resources are lacking and how SDOH a� ect 
the overall health of communities. Social 
service agencies may also be able to use 
the data to demonstrate their value to their 
communities and help secure funding.

� e bottom line is that when physi-
cian practices are aware of their patients’ 
needs beyond medical care, they’re able to 
provide better care and patients are better 
able to participate in achieving their own 
health goals. 

“� ere’s a lot going on in patients’ lives 
that a� ects their health, and knowing 
important things like access to refriger-
ation changes what medicines I should 
prescribe, or their access to housing will 
a� ect their diabetes care,” Parodi says. “As 
we treat the whole patient, I believe it’s 
the physician’s role to help address these 
wider needs.”  

“The goal is to create a more holistic 
connection between the medical and social 
sectors to address total health, moving 
beyond screening and one-way referrals to 
a bi-directional, closed loop referral system 

with a robust network of social 
care providers.”
—IMELDA DACONES, MD, PRESIDENT AND CEO,  NORTHWEST 
PERMANENTE, P.C.
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