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PA R T  O F  T H E 

Bloggers

Th e topic of social determinants of health is 

receiving much attention lately, particularly 

in academic papers and consumer media. 

Th e question for doctors, however, is how do 

social determinants apply to the everyday 

practice of medicine?

According to the Centers for Disease 

Control and Prevention, social deter-

minants of health are the conditions in 

which people live, learn, work, and play 

that can aff ect a wide range of health 

risks and outcomes. Everything from 

access to healthy food and housing to 

safe neighborhoods and education are 

considered social determinants and, in 

theory, can serve as predictors of—and 

factor into—population health.

In practice, however, social determi-

nants take on a more real-world meaning. 

In a medical setting, they mean asking 

our patients some nontraditional—and 

sometimes diffi  cult—questions. 

Are you getting enough to eat? Do 

you feel safe at home? Do you feel lonely 

or isolated? Th ese are just a few exam-

ples of the queries we should be posing 

to get a complete understanding of our 

patients’ medical history.  

Th e good news is according to a 

survey from Leavitt Partners, more than 

50 percent of physicians believe assisting 

patients with social determinants of 

health matters for wellbeing. Th e bad 

news is this research found the majority 

of physicians do not feel well-positioned 

to help address social determinants. 

In addition, the majority of those 

surveyed do not believe doctors or insur-

ance plans are responsible for providing 

that assistance, even though nearly half 

thought their patients would benefi t 

from this type of assistance. 

We physicians have a lot on our 

plates. But what if there were resources 

available to help patients without adding 

more to an already overworked sched-

ule? By incorporating actions to help 

our patients who need it, we can make 

strides and enhance patient care and 

reduce traditional healthcare needs.

Address social determinants of health with patients

MedicalEconomics.com

“Breaking free from 

the administrative 

and bureaucratic 

headaches of 

regular full-time 

employment with 

a sole employer is 

one way to break 

the cycle and regain 

a bit of control and 

autonomy over your 

schedule.”

— Suneel Dhand, MD, on why 
physician moonlighting doesn’t 
mean major travel burdens

“Th e problem is 

that lectures don’t 

work to motivate 

patients. Why? 

Because the use of 

guilt and threats are 

horrible motivators. 

Th e same goes for 

doctors.”

— Rebekah Bernard, MD, 
on how doctors and patients 
can benefit from motivational 
psychology

Topic Resource Center

VACCINES

  New study addresses cost and 
consequences of poor adult vaccine 
adherence

 CDC releases updated recommendations 
for fl u season

 Researchers hopeful to move stress 
immunization to clinical trialsç

For more, visit  bit.ly/MEC-vaccines.

Slideshow spotlight

12 things doctors should consider before 
a major tech investment
Advice on how physicians can navigate the new tech 

world and decide which systems and devices will bring 

them a good return on their investment.

  To view, visit bit.ly/tech-investment.

MORE ONLINE   To read more, visit  bit.ly/address-social-determinants-of-health.
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enneth Fisher MD is right 
to criticize the data-col-
lecting frenzy that has been 
imposed on physicians: 
“Congress is the largest 

cause of medical errors” (Second Opin-
ion, July 25, 2018 issue). 

Th e next step in our data-tormented 
profession will be the network of health 
information exchange (HIE) which 
will give physicians instant access to 
patients’ health records.

Ideally, this can be very helpful at 
times to doctors.

But over the past 43 years as a prima-
ry care doctor, I cannot remember a 
single instance of a patient being mis-
diagnosed or receiving poor treatment 
because of the lack of an  HIE or EHR. 
HIE doesn’t necessarily translate in to 
better care because physicians can and 
should   communicate with each other 
by telephone any really important data 
that impacts a patient’s health.

Despite their potential for good, 
EHRs have burdened doctors with 
pages and pages—sometimes twenty or 

more—of convoluted hospital discharge 
summaries, stress tests, sleep apnea 
tests, and consultation reports over-
loaded with so much data that fi nding 

the actual diagnosis and treatment and 
information that I need is diffi  cult.

Th e same goes for nursing homes 
and visiting nurse associations reports. 
Th ey all contain more information than 

is needed. It is distracting, time-con-
suming and enervating. 

Th e electronic ability to gather data 
has turned into a fetish. With HIE 
doctors will be tied to their computers. 
Th ey will have very little downtime. 
Already the pace of modern medicine 
has diminished collegiality. Hospital 
meetings are poorly attended. Morale 
among physicians is low and burnout 
is common. Doctors have little time 
for personal pursuits and family time. 
Doctors’ hospital lounges are a thing 
of the past. 

Th e data-collection mania has 
already taken time away from talking 
and examining patients. As Dr. Fisher 
mentioned, it can lead to medical 
errors. And with instantaneous access 
to patients’ records, opportunistic per-
sonal injury lawyers will have a pow-
erful tool to use against doctors. Soon 
they will have computer programs that 
will scour patients’ electronic records 
and ‘red fl ag’ any evidence that could 
be used in malpractice suits. Th is 
will increase the number of frivolous 
lawsuits.

It is important that we commu-
nicate our concerns to our medical 
leaders and our lawmakers. 

Edward Volpintesta, MD

BETHEL, CONN.

K

“Despite their potential 
for good, EHRs have 
burdened doctors with 
… so much data that 
fi nding the actual 
diagnosis and treatment 
and information that 
I need is diffi cult.”

Th e dark side of the 
data-collection frenzy

Medical Economics is searching for 

physicians who want to share their 

perspective on practicing medicine 

with their colleagues. 

Become a Medical Economics blogger

Email us at medec@ubm.com and tell us 

what you would like to write about, and we can 

work to have your thoughts shared on 

MedicalEconomics.com.

MAKE YOUR VOICE HEARD! 
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VITALS
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Debate over healthcare costs 
will dominate midterm elections

A new poll from the 

Kaiser Family Foundation 

shows that voters are 

focusing on the debate over 

healthcare as they consider 

candidates in the run-up to 

the midterm elections 

in November.

The national poll, which 

was conducted in late August 

and released in September, 

shows that the rising cost 

of care is overwhelmingly 

the most pressing issue on 

voters’ minds. 

Here’s a snapshot 

of the data.

The most important 
healthcare issues to voters
“When you say healthcare costs is 
an important issue for 2018 to talk 
about, what healthcare issues are 
you mainly talking about?”

Costs: 27%

Increasing access: 9%

Universal coverage: 8%

Medicare/senior concerns: 7%

Prescription costs: 7%

Why voters think 
healthcare costs rising
Drug companies make too much money: 78%

Too much fraud and waste in the system: 71%

Hospitals charge too much: 71%

Insurance companies make too much money: 70%

New technology is often very expensive: 62%

Doctors charge too much: 49%

Source: Kaiser Family Foundation, Kaiser Health Tracking Poll, September 5, 2018

6 in 10 voters are very concerned 

about the increases in the amount that 

individuals must pay to obtain healthcare

4 in 10 insured adults say there 

have received an unexpected 

medical bills in the last 12 months
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D
espite changes this year to make 
the maintenance of certifi cation 
(MOC) process easier on inter-
nists, the American Board of In-
ternal Medicine (ABIM) still faces 
strong opposition to the program. 
In May, South Carolina became the 
12th state to pass an “anti-mainte-

nance of certifi cation” law. Legislation has 
been introduced in more than a dozen other 
states, according to press reports.

Th e MOC requirements for internists 
have become controversial in recent years. 
Some physicians complained about the 
cost, the time required to study for and 
take the exam, testing questions that didn’t 
apply to their work. On top of that, there 
is heavy pressure to pass and prevent the 

loss of certifi cation, which can mean los-
ing insurance panel participation, hospi-
tal privileges and sometimes employment. 
Physicians have also complained about the 
monopoly that the ABIM and other special-
ty boards have on doctors’ ability to prac-
tice medicine. 

In 2015, some physicians formed the 
National Board of Physicians and Surgeons 
(NBPAS) as an alternative certifi cation for 
physicians to provide to hospitals and in-
surance panels. Some hospitals now accept 
NBPAS certifi cation in addition to ABIM and 
other board certifi cations, but acceptance 
isn’t widespread, and insurance panels cur-
rently do not accept it.

In response to physician complaints about 
the MOC process, as of June internists and 

Physicians’ battle to limit maintenance of certifi cation 
requirements continues despite testing changes

HIGHLIGHTS

  Physicians 

have lobbied state 

legislators as 

volunteers, taking 

time away from their 

practices and going 

up against ABMS and 

ABIM lobbyist, anti-

MOC physicians say.

  ABMS offi cials say 

that recent changes to 

MOC have “received 

very positive feedback” 

from physicians across 

a number of specialties.

by  DEBORAH ABRAMS KAPLAN Contributing author

The MOC fi ght
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Policy

nephrologists were allowed to start taking a 
shorter “knowledge check-in” every two years 
instead of one longer test every 10 years. Th e 
option of the shorter exam will be rolled out 
to other ABIM specialties in 2019 and 2020. 
But these changes don’t appear suffi  cient to 
appease critics and slow the momentum for 
additional anti-MOC legislation.

“Physicians are pushing legislation on 
the state level because they don’t trust the 
ABMS [American Board of Medical Special-
ties] and its fi nancial confl icts of interest,” 
says Paul Mathew, MD, a volunteer board 
member of the NBPAS in Cambridge, Mass. 
“Many feel the only way to declaw the tiger 
is legislative action due to insurance com-
panies and academic institutions having no 
reason to change their pro-MOC policies.” 
Th e ABMS oversees MOC for its 24 boards.

Th e newer option allows for an online 
test with 90 questions in one sitting, taken 
at the physician’s convenience and his or her 
own computer. It’s expected to take two to 
three hours. Physicians may consult UpTo-
Date, a clinical decision support tool, as a 
reference during the exam, unlike the tradi-
tional test where no resources are allowed.

Both exams result in recertifi cation if 
passed. Doctors will still be able to test every 
10 years if they prefer. 

THE MOC PROCESS 
VS THE LEGISLATIVE PROCESS
Physicians interviewed say that anti-MOC 
legislative actions are unrelated to any mod-
ifi cations of the certifi cation process. 

While these doctors argue that they’re 
strongly in favor of continuing education, 
which is already required for state licen-
sure, they say MOC has essentially become 
mandatory. In states where doing so is not 
banned by law, many hospitals require 
board certifi cation for admitting privileges 
or hiring, and insurance companies require 
it for inclusion on panels. 

Th e bills are a way to bring the issue to 
a larger audience. “Continued knowledge is 
always a goal, but you have an exam used 
for outside purposes. We want to make sure 
that doesn’t happen,” says Mishael Azam, 
COO and senior manager of legislative af-
fairs at the Medical Society of New Jersey. 

New Jersey’s anti-MOC bill was intro-

duced in the state Senate in June 2017 but 
died in committee. It forbade board cer-
tifi cation as a condition of licensure, re-
imbursement, employment, or admitting 
privileges at hospitals in the state. “Even if 
not signed into law ever, it’s still an import-
ant tool to continue our conversation with 
the [ABMS] board, just them knowing that 
there’s legislation introduced. Th ey probably 
don’t want to deal with legislation state by 
state,” Azam says.

In March Washington state passed what 

MOC

Taking the fi ght to the states:
Legislative action on MOC

A number of state legislatures—prompted by the efforts of physicians, 

local medical organizations and the National Board of Physicians and 

Surgeons—have proposed bills to limit the reach of maintenance of 

certifi cation. Many have succeeded and become law while others have 

stalled or are still pending.
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Policy

MOC proponents consider a weak bill, as it 
only mandates that certifi cation cannot be a 
condition of state licensure. Th at was a pre-
emptive strike, since MOC isn’t required for 
state licensure in any state, and there are no 
current eff orts to change that, says Paul S. 
Teirstein, MD, founder and president of the 
NBPAS and chief of cardiology for Scripps 
Clinic in La Jolla, Calif.

Th e bill was structured that way based 
partly on “some of the pragmatic concerns 
of what we could get passed through the 
legislature,” and partly on members’ primary 

concern of not having MOC tied to main-
taining licensure, says Denny Maher, MD, JD, 
general counsel and director of legal aff airs 
at the Washington State Medical Associa-
tion in Seattle. While bill passage solves one 
potential problem, says Maher, it does not 
alleviate member concerns about MOC cost 
and relevance. 

Some states, like Washington, begin with 
a “starter bill” to introduce the concept to 
legislators, says Maher. Th en, if passed, leg-

islators might introduce a subsequent bill 
with more teeth. Th is was the case in Ten-
nessee. Th at state’s bill prevents healthcare 
facilities from requiring MOC activities of a 
licensed physician as a condition of employ-
ment or staff  privileges.

Four additional states—Texas, Okla-
homa, Georgia and South Carolina—have 
passed comprehensive legislation, generally 
prohibiting use of MOC as a factor in hos-
pitals privileges, insurance payments, and 
state licensure. 

Washington, Arizona, North Carolina, 
Kentucky, Missouri, Maine, and Maryland 
have passed starter legislation. And oth-
er states have introduced legislation that 
is currently pending or has expired. New 
Hampshire’s House of Representatives 
passed a proposed law this year, which is 
currently awaiting action from the New 
Hampshire Senate. “I think the political ac-
tivity is pretty impressive, that it’s still going 
strong despite the changes the boards have 
made,” says Teirstein. 

It’s a diffi  cult process, Teirstein notes, 
because physicians lobby legislators as vol-
unteers, taking time away from their prac-
tices and going up against what he says are 
highly paid and articulate ABMS and ABIM 
lobbyists. Sometimes specialty societies, 
which sell certifi cation review courses and 
thus have a fi nancial stake, lobby alongside 
the boards as well. Legislators may not un-
derstand the nuances and interests of all 
involved parties, making it more diffi  cult for 
physicians to sway them.  

ABIM did not respond to interview re-
quests. But Tom Granatir, senior vice pres-
ident for policy and external relations 
spokesman for the ABMS, said in an emailed 
statement: “Th ese physicians may continue 
to press for legislation that will prevent the 
need to recertify. We remain committed to 
an independent program of as-
sessment and will continue to 

MOC

14

“Their proposal of testing us 
more frequently is not meaningful.
It’s infuriating to the physicians who 
wouldn’t mind being tested more 

frequently, if it’s a process more 
relevant to our practice, and 
tailored to how we see patients.”

—SCOTT SHAPIRO, MD, CARDIOLOGIST, ABINGTON, PENN.

“I think the political activity is pretty 
impressive, that it’s still going strong despite 
the changes the boards have made.”

—PAUL S. TEIRSTEIN, MD, FOUNDER AND PRESIDENT, NBPAS
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Policy

oppose legislation that denies 
hospitals, health systems, insur-

ers, and patients the assurance that their phy-
sician’s knowledge and skills are current and 
up to date, even as the boards work to im-
prove their continuing certifi cation process.”

WHAT INTERNISTS THINK 
OF THE MOC CHANGES
Along with a continued legislative push, 
“Th ere’s still a tremendous amount of mo-
mentum for maintenance of certifi cation 
reform,” says Teirstein. He sees the testing 
changes as a step in the right direction. Oth-

er critics say the ABIM is not addressing their 
underlying test concerns.

“Th eir proposal of testing us more fre-
quently is not meaningful,” says Scott Sha-
piro, MD, a cardiologist in Abington, Penn., 
and past president of the Pennsylvania Med-
ical Society. Th e shorter tests are not sub-
stantively diff erent than the longer test, and 
the questions aren’t directly applicable to 
what the physicians do in practice, says Sha-
piro. “It’s infuriating to the physicians who 
wouldn’t mind being tested more frequently, 
if it’s a process more relevant to our practice, 
and tailored to how we see patients.”  

A concern for rheumatologist Mark 
Lopatin, MD, FACP, based in Willow Grove, 
Penn., is that the changes don’t address 
physicians’ complaints about the exam it-
self. “Th ey have advertised it as open book, 
but physicians will have access to only one 
resource, UpToDate, and it appears that the 
ABIM has not allowed enough time during 
the exam for physicians to use that resource 
the way we do in practice,” says Lopatin.

 Th e test also requires preparation time, 
which will take physicians out of the offi  ce 
every two years. “Th e shorter exam does not 
reduce the amount of time necessary to pre-
pare for it, nor the stress associated with it,” 
he says. 

Th e ABMS contends that physicians are 
happy with the new system. “Changes made 
by the boards in many disciplines have re-

MOC

12

By Deborah Abrams Kaplan

The ABIM isn’t the only board to 
change its maintenance of certifi cation 
(MOC) program under protest from 
its diplomates, with 22 of 24 boards 
introducing shorter and more frequent 
testing options. “The ABMS Boards 
Community has been making substan-
tial changes to improve continuing cer-
tifi cation to lower the costs, increase 
its relevance to practice, increase 
fl exibility for meeting the standards, 

and make the whole process more 
convenient, says Tom Granatir, ABMS 
senior vice president, policy and exter-
nal relations, in an email to Medical 

Economics.

What do physicians in other special-
ties think about the changes?

Rheumatology
Mark Lopatin, MD, a Willow Grove, 
Penn., rheumatologist is grand-
fathered into a lifetime internal 
medicine certifi cation, but must pass 

his rheumatology exam in 2020 to 
remain certifi ed in that specialty. “I 
like what I do. I like seeing patients. I 
like learning things, but I am offended 
by a high stakes recertifi cation exam 
that in my mind provides no value,” 
says Lopatin. “I view it as so onerous 
that I plan to retire rather than take 
it again.”

The American College of Rheu-
matology is looking into changing 
its affi liation from the ABIM to the 
American Board of Allergy and Immu-

WHAT OTHER SPECIALTIES THINK ABOUT MOC CHANGES

“Changes made by the boards in many 
disciplines have received very positive 
feedback from diplomates who believe 
the boards are listening to their concerns 
and making a sincere effort to make 
the program more relevant, valuable, 
convenient, and less costly.”

— TOM GRANATIR, SENIOR VICE PRESIDENT FOR POLICY AND EXTERNAL RELATIONS, ABMS
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Policy

ceived very positive feedback from diplo-
mates who believe the boards are listening 
to their concerns and making a sincere 
eff ort to make the program more relevant, 
valuable, convenient, and less costly,” says 
the ABMS’s Granatir. 

ABMS CONSIDERS ADDITIONAL 
CHANGES 
In January, the ABMS launched an initia-
tive to further review the MOC process and 
plans to release a report in early 2019 with 
recommendations for ABMS boards to use 
in developing future continuing certifi ca-
tion programs. 

Labeled the “Vision for the Future,” the ini-
tiative “off ers an independent and objective 
analysis of ABMS Member Boards’ approach 
to continuing certifi cation today, and how it 
can be optimized for physicians in the future,” 
say co-chairs Christopher Colenda, MD, MPH, 
and William J. Scanlon, Ph.D., in an emailed 
statement to Medical Economics. Th e Vision 
Initiative commission is comprised of 27 
members, including physicians and represen-
tatives of health systems, state medical associ-
ations, and specialty medical societies.

Th e NBPAS’s Mathew spoke at a recent 
Visions Initiative meeting. “I thought it 
would be like Hillary Clinton getting invit-
ed to speak at an RNC [Republican Nation-
al Committee] meeting,” he says, but “the 
ABMS offi  cials hosting the meeting were 

gracious and appreciative of my commen-
taries on the expensive, time-consuming, 
onerous, and unproven nature of MOC.” 
Mathew says he was surprised to see a num-
ber of commission members who were op-
posed to MOC. “I applaud the ABMS for not 
fi lling the room with supporters,” he says.

Given the sustained level of physician re-
sistance to the MOC process, Teirstein sees 
the momentum for both state legislation 
and exam changes continuing. “I think the 
ABIM is getting a very clear message that it’s 
not just going to go away and physicians are 
disgruntled,” he says. 

MOC

“Physicians are pushing legislation on 
the state level because they don’t trust 
the ABMS [American Board of Medical 
Specialties] and its fi nancial confl icts of 

interest. Many feel the only way 
to declaw the tiger is legislative 
action.”

—PAUL MATHEW, MD, VOLUNTEER BOARD MEMBER, NBPAS

nology (ABAI), which has less stringent 
testing, he says. ABAI is moving for-
ward with replacing its 10-year exam 
with learning modules that use recently 
published articles in medical literature 
as the testing content. 

While Lopatin, who is also a 
trustee of the Pennsylvania Medical 
Society, welcomes better educational 
opportunities, “If ABIM wants to truly 
provide a service to physicians, there 
needs to be a paradigm shift where 
their role changes from enforcers to 
educators,” he says.

Family Medicine
The American Board of Family Medi-
cine (ABFM) launched its Continuous 
Knowledge Self-Assessment in 
January 2017. Every three months, 
diplomates must answer 25 questions, 
and passing isn’t mandatory. They’re 
given their results to help them identify 
knowledge gaps, according to the 
ABFM. “The changes are much more 
compatible with my ability to treat 
patients and do what I need to do to 
provide quality care,” says Kennedy U. 
Ganti, MD, FAAFP, a Willingboro, N.J. 
physician board-certifi ed in both family 

and preventative medicine, and second 
vice president of the Medical Society 
of New Jersey. 

He thinks that ABIM is not making 
enough changes, which frustrates 
physicians he has spoken with in 
those specialties. “The changes at 
the ABIM don’t seem to be congruent 
with changes made by other specialty 
boards,” he says, noting feedback 
received by the medical society. “Per-
sonally, I fail to see where high stakes 
exams are needed, especially if you’re 
getting routine updates.” 
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with STEGLATRO

A1C LOWERING
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STATISTICALLY SIGNIFICANT REDUCTIONS IN A1C WHEN ADDED

As an adjunct to diet and exercise
for appropriate adults with type 2 diabetes

a N includes all randomized and treated patients with a baseline measurement of the outcome variable. At week 26, the 

primary A1C end point was missing for 10%, 11%, and 7% of patients, and during the trial, rescue medication was initiated 

by 16%, 1%, and 2% of patients randomized to placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively. Missing 

week 26 measurements were imputed using multiple imputation with a mean equal to the baseline value of the patient. 

Results include measurements collected after initiation of rescue medication. For those patients who did not receive rescue 

medication and had values measured at 26 weeks, the mean changes from baseline for A1C were –0.2%, –0.8%, and 

–0.9% for placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively.

b Intent-to-treat analysis using ANCOVA adjusted for baseline value, prior antihyperglycemic medication, and baseline 

estimated glomerular filtration rate (eGFR).

  BL=baseline; LS=least squares.

Primary end point: A1C change from baseline at week 26

POWERFUL



Study design: 463 adults with type 2 diabetes, inadequately controlled (A1C between 7% and 10.5%) on 
metformin (≥1500 mg/day for ≥8 weeks) and sitagliptin 100 mg once daily participated in a randomized, 
double-blind, multicenter, 26-week, placebo-controlled study to evaluate the effi cacy and safety of STEGLATRO. 
Study subjects were randomized to STEGLATRO 5 mg, STEGLATRO 15 mg, or placebo administered once 
daily in addition to continuation of background metformin and sitagliptin therapy. The primary effi cacy end 
point was the change from baseline in A1C at week 26.

STEGLATRO is indicated as an adjunct to diet and exercise for appropriate adults with type 2 diabetes. 
STEGLATRO is not recommended in patients with type 1 diabetes mellitus or for the treatment of diabetic 
ketoacidosis.

SELECTED SAFETY INFORMATION
Contraindications: STEGLATRO is contraindicated in patients with severe renal impairment, end-stage renal 
disease, or on dialysis, and/or a history of a serious hypersensitivity reaction to ertuglifl ozin. 

Hypotension: STEGLATRO causes intravascular volume contraction. Symptomatic hypotension may occur after 
initiating STEGLATRO, particularly in patients with impaired renal function (estimated glomerular fi ltration rate 
[eGFR] less than 60 mL/min/1.73 m2), elderly patients (≥65 years), patients with low systolic blood pressure, 
or patients on diuretics. Before initiating STEGLATRO, volume status should be assessed and corrected if 
indicated. Monitor for signs and symptoms after initiating therapy. 

Ketoacidosis: Ketoacidosis, a serious life-threatening condition requiring urgent hospitalization, has been 
reported in patients with type 1 and type 2 diabetes receiving sodium glucose co-transporter 2 (SGLT2) 
inhibitors, including STEGLATRO. Some cases were fatal. Assess patients with signs and symptoms of metabolic 
acidosis for ketoacidosis, regardless of blood glucose level. If ketoacidosis is suspected, STEGLATRO should 
be discontinued, patients should be evaluated, and prompt treatment should be instituted. Before initiating 
STEGLATRO, consider risk factors for ketoacidosis, including pancreatic insulin defi ciency from any cause, 
caloric restriction, and alcohol abuse. In patients treated with STEGLATRO, consider monitoring for ketoacidosis 
and temporarily discontinuing STEGLATRO in clinical situations known to predispose to ketoacidosis
(eg, prolonged fasting due to acute illness or surgery).

Additional Selected Safety Information on next page.  

TO METFORMIN AND SITAGLIPTIN a,b



SELECTED SAFETY INFORMATION (continued)
Acute Kidney Injury and Impairment in Renal Function: STEGLATRO causes intravascular volume contraction 
and can cause renal impairment. There have been postmarketing reports of acute kidney injury, some requiring 
hospitalization and dialysis, in patients receiving SGLT2 inhibitors. Before initiating STEGLATRO, consider factors 
that may predispose patients to acute kidney injury. Consider temporarily discontinuing STEGLATRO in any setting 
of reduced oral intake or fl uid losses; monitor patients for signs and symptoms of acute kidney injury. If acute kidney 
injury occurs, discontinue STEGLATRO promptly and institute treatment.

STEGLATRO increases serum creatinine and decreases eGFR. Patients with moderate renal impairment (eGFR 30 
to less than 60 mL/min/1.73 m2) may be more susceptible to these changes. Renal function abnormalities can 
occur after initiating STEGLATRO. Renal function should be evaluated prior to initiating STEGLATRO and periodically 
thereafter. Use of STEGLATRO is not recommended when eGFR is persistently between 30 and less than 
60 mL/min/1.73 m2 and is contraindicated in patients with an eGFR less than 30 mL/min/1.73 m2.

Urosepsis and Pyelonephritis: There have been postmarketing reports of serious urinary tract infections, including 
urosepsis and pyelonephritis, requiring hospitalization in patients receiving SGLT2 inhibitors. Cases of pyelonephritis 
also have been reported in patients treated with STEGLATRO in clinical trials. Treatment with SGLT2 inhibitors 
increases the risk for urinary tract infections. Evaluate patients for signs and symptoms of urinary tract infections and 
treat promptly, if indicated.

Lower Limb Amputations: An increased risk for lower limb amputation has been observed in clinical studies with 
another SGLT2 inhibitor. Across seven Phase 3 clinical trials with STEGLATRO, nontraumatic lower limb amputations 
were reported in 1 (0.1%) patient in the comparator group, 3 (0.2%) patients in the STEGLATRO 5-mg group, and 
8 (0.5%) patients in the STEGLATRO 15-mg group. A causal association between STEGLATRO and lower limb 
amputation has not been defi nitively established. Before initiating STEGLATRO, consider factors that may predispose 
patients to the need for amputations. Monitor patients and discontinue STEGLATRO if complications occur. Counsel 
patients about the importance of routine preventative foot care.

Hypoglycemia With Concomitant Use With Insulin and Insulin Secretagogues: Insulin and insulin secretagogues 
(eg, sulfonylurea) are known to cause hypoglycemia. STEGLATRO may increase the risk of hypoglycemia when 
used in combination with insulin and/or an insulin secretagogue. Therefore, a lower dose of insulin or insulin 
secretagogue may be required to minimize the risk of hypoglycemia when used in combination with STEGLATRO.

Genital Mycotic Infections: STEGLATRO increases the risk of genital mycotic infections. Patients who have a history 
of genital mycotic infections or who are uncircumcised are more likely to develop genital mycotic infections. Monitor 
and treat appropriately.

Increases in Low-Density Lipoprotein Cholesterol (LDL-C): Dose-related increases in LDL-C can occur with 
STEGLATRO. Monitor and treat as appropriate.

Macrovascular Outcomes: There have been no clinical studies establishing conclusive evidence of macrovascular 
risk reduction with STEGLATRO.

The most common adverse reactions associated with STEGLATRO (≥5%) were female genital mycotic infections.

Please read the adjacent Brief Summary of the Prescribing Information.

Copyright © 2018 Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.
All rights reserved. DIAB-1251861-0003 06/18

STEGLATRO is indicated as an adjunct to diet and exercise to improve glycemic 
control in adults with type 2 diabetes mellitus. STEGLATRO is not recommended 
in patients with type 1 diabetes mellitus or for the treatment of diabetic ketoacidosis.

SteglatroHCP.com
Choose STEGLATRO™ (ertuglifl ozin) for 

appropriate adults with type 2 diabetes



Brief Summary of the Prescribing Information

STEGLATRO™ (ertugliflozin) 5 mg, 15 mg tablets

INDICATIONS AND USAGE

STEGLATRO™ is indicated as an adjunct to diet and exercise to improve glycemic control in adults 
with type 2 diabetes mellitus.

Limitations of Use

• STEGLATRO is not recommended in patients with type 1 diabetes mellitus or for the treatment 
of diabetic ketoacidosis.

DOSAGE AND ADMINISTRATION

Recommended Dosage. The recommended starting dose of STEGLATRO is 5 mg once daily,
taken in the morning, with or without food. In patients tolerating STEGLATRO 5 mg once daily, the 
dose may be increased to a maximum recommended dose of 15 mg once daily if additional glycemic 
control is needed. In patients with volume depletion, correct this condition prior to initiation of 
STEGLATRO [see Warnings and Precautions]. 

Patients with Renal Impairment. Assess renal function prior to initiation of STEGLATRO 
and periodically thereafter [see Warnings and Precautions]. Use of STEGLATRO is contraindicated 
in patients with an eGFR less than 30 mL/minute/1.73 m2 [see Contraindications]. Initiation of 
STEGLATRO is not recommended in patients with an eGFR of 30 mL/minute/1.73 m2 to less than 
60 mL/minute/1.73 m2 [see Warnings and Precautions and Use in Specific Populations]. Continued 
use of STEGLATRO is not recommended when eGFR is persistently between 30 and less than
60 mL/minute/1.73 m2. No dose adjustment is needed in patients with mild renal impairment.

CONTRAINDICATIONS

• Severe renal impairment, end-stage renal disease (ESRD), or dialysis [see Warnings and 

Precautions and Use in Specific Populations].

• History of a serious hypersensitivity reaction to STEGLATRO.

WARNINGS AND PRECAUTIONS

Hypotension. STEGLATRO causes intravascular volume contraction. Therefore, symptomatic 
hypotension may occur after initiating STEGLATRO [see Adverse Reactions] particularly in
patients with impaired renal function (eGFR less than 60 mL/min/1.73 m2) [see Use in Specific 

Populations], elderly patients (≥65 years), in patients with low systolic blood pressure, and in 
patients on diuretics. Before initiating STEGLATRO, volume status should be assessed and corrected if 
indicated. Monitor for signs and symptoms of hypotension after initiating therapy.

Ketoacidosis. Reports of ketoacidosis, a serious life-threatening condition requiring urgent 
hospitalization, have been identified in clinical trials and postmarketing surveillance in patients with 
type 1 and type 2 diabetes mellitus receiving sodium glucose co-transporter-2 (SGLT2) inhibitors 
and cases have been reported in STEGLATRO-treated patients in clinical trials. Across the clinical 
program, ketoacidosis was identified in 3 of 3,409 (0.1%) of STEGLATRO-treated patients and 0% 
of comparator-treated patients. Fatal cases of ketoacidosis have been reported in patients taking
SGLT2 inhibitors. STEGLATRO is not indicated for the treatment of patients with type 1 diabetes 
mellitus [see Indications and Usage].

Patients treated with STEGLATRO who present with signs and symptoms consistent with severe 
metabolic acidosis should be assessed for ketoacidosis regardless of presenting blood glucose levels, 
as ketoacidosis associated with STEGLATRO may be present even if blood glucose levels are less 
than 250 mg/dL. If ketoacidosis is suspected, STEGLATRO should be discontinued, patient should be 
evaluated, and prompt treatment should be instituted. Treatment of ketoacidosis may require insulin, 
fluid and carbohydrate replacement. 

In many of the reported cases, and particularly in patients with type 1 diabetes, the presence of 
ketoacidosis was not immediately recognized and institution of treatment was delayed because 
presenting blood glucose levels were below those typically expected for diabetic ketoacidosis (often 
less than 250 mg/dL). Signs and symptoms at presentation were consistent with dehydration and 
severe metabolic acidosis and included nausea, vomiting, abdominal pain, generalized malaise, and 
shortness of breath. In some but not all cases, factors predisposing to ketoacidosis such as insulin 
dose reduction, acute febrile illness, reduced caloric intake due to illness or surgery, pancreatic 
disorders suggesting insulin deficiency (e.g., type 1 diabetes, history of pancreatitis or pancreatic 
surgery), and alcohol abuse were identified.

Before initiating STEGLATRO, consider factors in the patient history that may predispose to 
ketoacidosis, including pancreatic insulin deficiency from any cause, caloric restriction, and alcohol 
abuse. In patients treated with STEGLATRO consider monitoring for ketoacidosis and temporarily 
discontinuing STEGLATRO in clinical situations known to predispose to ketoacidosis (e.g., prolonged 
fasting due to acute illness or surgery).

Acute Kidney Injury and Impairment in Renal Function. STEGLATRO causes intravascular 
volume contraction and can cause renal impairment [see Adverse Reactions]. There have been 
postmarketing reports of acute kidney injury some requiring hospitalization and dialysis in patients 
receiving SGLT2 inhibitors.

Before initiating STEGLATRO, consider factors that may predispose patients to acute kidney injury 
including hypovolemia, chronic renal insufficiency, congestive heart failure and concomitant 
medications (diuretics, ACE inhibitors, ARBs, NSAIDs). Consider temporarily discontinuing STEGLATRO 
in any setting of reduced oral intake (such as acute illness or fasting) or fluid losses (such as 
gastrointestinal illness or excessive heat exposure); monitor patients for signs and symptoms of 
acute kidney injury. If acute kidney injury occurs, discontinue STEGLATRO promptly and institute 
treatment.

STEGLATRO increases serum creatinine and decreases eGFR. Patients with moderate renal impairment 
(eGFR 30 to less than 60 mL/min/1.73 m2) may be more susceptible to these changes. Renal 
function abnormalities can occur after initiating STEGLATRO [see Adverse Reactions]. Renal function 
should be evaluated prior to initiating STEGLATRO and periodically thereafter. Use of STEGLATRO 
is not recommended when eGFR is persistently between 30 and less than 60 mL/min/1.73 m2 
and is contraindicated in patients with an eGFR less than 30 mL/min/1.73 m2 [see Dosage and 

Administration, Contraindications, and Use in Specific Populations].

Urosepsis and Pyelonephritis. There have been postmarketing reports of serious urinary tract 
infections, including urosepsis and pyelonephritis, requiring hospitalization in patients receiving 
SGLT2 inhibitors. Cases of pyelonephritis also have been reported in STEGLATRO-treated patients in 
clinical trials. Treatment with SGLT2 inhibitors increases the risk for urinary tract infections. Evaluate 
patients for signs and symptoms of urinary tract infections and treat promptly, if indicated [see 

Adverse Reactions].

Lower Limb Amputation. An increased risk for lower limb amputation (primarily of the toe) has 
been observed in clinical studies with another SGLT2 inhibitor. Across seven Phase 3 clinical trials 
in the STEGLATRO development program, non-traumatic lower limb amputations were reported in 
1 (0.1%) patient in the comparator group, 3 (0.2%) patients in the STEGLATRO 5 mg group, and 
8 (0.5%) patients in the STEGLATRO 15 mg group. A causal association between STEGLATRO and 
lower limb amputation has not been definitively established.

Before initiating STEGLATRO, consider factors in the patient history that may predispose them to the 
need for amputations, such as a history of prior amputation, peripheral vascular disease, neuropathy 
and diabetic foot ulcers. Counsel patients about the importance of routine preventative foot care. 
Monitor patients receiving STEGLATRO for signs and symptoms of infection (including osteomyelitis), 
new pain or tenderness, sores or ulcers involving the lower limbs, and discontinue STEGLATRO if 
these complications occur.

Hypoglycemia with Concomitant Use with Insulin and Insulin Secretagogues. 
Insulin and insulin secretagogues (e.g., sulfonylurea) are known to cause hypoglycemia. STEGLATRO 
may increase the risk of hypoglycemia when used in combination with insulin and/or an insulin 
secretagogue [see Adverse Reactions]. Therefore, a lower dose of insulin or insulin secretagogue 
may be required to minimize the risk of hypoglycemia when used in combination with STEGLATRO.

Genital Mycotic Infections. STEGLATRO increases the risk of genital mycotic infections. Patients 
who have a history of genital mycotic infections or who are uncircumcised are more likely to develop 
genital mycotic infections [see Adverse Reactions]. Monitor and treat appropriately.

Increases in Low-Density Lipoprotein Cholesterol (LDL-C). Dose-related increases in 
LDL-C can occur with STEGLATRO [see Adverse Reactions]. Monitor and treat as appropriate.

Macrovascular Outcomes. There have been no clinical studies establishing conclusive evidence 
of macrovascular risk reduction with STEGLATRO.

ADVERSE REACTIONS

Clinical Trials Experience. Because clinical trials are conducted under widely varying conditions, 
adverse reaction rates observed in the clinical trials of a drug cannot be directly compared to rates in 
the clinical trials of another drug and may not reflect the rates observed in practice.

Pool of Placebo-Controlled Trials Evaluating STEGLATRO 5 and 15 mg. The data in Table 1 are derived 
from a pool of three 26-week, placebo-controlled trials. STEGLATRO was used as monotherapy in 
one trial and as add-on therapy in two trials. These data reflect exposure of 1,029 patients to 
STEGLATRO with a mean exposure duration of approximately 25 weeks. Patients received STEGLATRO 
5 mg (N=519), STEGLATRO 15 mg (N=510), or placebo (N=515) once daily. The mean age of 
the population was 57 years and 2% were older than 75 years of age. Fifty-three percent (53%) 
of the population was male and 73% were Caucasian, 15% were Asian, and 7% were Black or 
African American. At baseline the population had diabetes for an average of 7.5 years, had a mean 
HbA1c of 8.1%, and 19.4% had established microvascular complications of diabetes. Baseline renal 
function (mean eGFR 88.9 mL/min/1.73 m2) was normal or mildly impaired in 97% of patients 
and moderately impaired in 3% of patients.



Table 1 shows common adverse reactions associated with the use of STEGLATRO™ (ertugliflozin). 
These adverse reactions were not present at baseline, occurred more commonly on STEGLATRO 
than on placebo, and occurred in at least 2% of patients treated with either STEGLATRO 5 mg or 
STEGLATRO 15 mg.

Table 1: Adverse Reactions Reported in ≥2% of Patients with Type 2 Diabetes 
Mellitus Treated with STEGLATRO* and Greater than Placebo in Pooled Placebo-
Controlled Clinical Studies of STEGLATRO Monotherapy or Combination Therapy

* The three placebo controlled studies included one monotherapy trial and two add-on combination trials with metformin or with 

metformin and sitagliptin.
†  Includes: genital candidiasis, genital infection fungal, vaginal infection, vulvitis, vulvovaginal candidiasis, vulvovaginal mycotic 

infection, and vulvovaginitis. Percentages calculated with the number of female patients in each group as denominator: placebo 

(N=235), STEGLATRO 5 mg (N=252), STEGLATRO 15 mg (N=245).
‡ Includes: balanitis candida, balanoposthitis, genital infection, and genital infection fungal. Percentages calculated with the 

number of male patients in each group as denominator: placebo (N=280), STEGLATRO 5 mg (N=267),

STEGLATRO 15 mg (N=265).
§ Includes: cystitis, dysuria, streptococcal urinary tract infection, urethritis, urinary tract infection.
¶ Includes: vulvovaginal pruritus and pruritus genital. Percentages calculated with the number of female patients in each group as 

denominator: placebo (N=235), ertuglifl ozin 5 mg (N=252), ertuglifl ozin 15 mg (N=245).
# Includes: pollakiuria, micturition urgency, polyuria, urine output increased, and nocturia.
Þ Includes: thirst, dry mouth, polydipsia, and dry throat.

Volume Depletion. STEGLATRO causes an osmotic diuresis, which may lead to intravascular volume 
contraction and adverse reactions related to volume depletion, particularly in patients with impaired 
renal function (eGFR less than 60 mL/min/1.73 m2). In patients with moderate renal impairment, 
adverse reactions related to volume depletion (e.g., dehydration, dizziness postural, presyncope, 
syncope, hypotension, and orthostatic hypotension) were reported in 0%, 4.4%, and 1.9% of 
patients treated with placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively. STEGLATRO 
may also increase the risk of hypotension in other patients at risk for volume contraction [see Use in 

Specific Populations]. 

Ketoacidosis. Across the clinical program, ketoacidosis was identified in 3 of 3,409 (0.1%) 
ertugliflozin-treated patients and 0.0% of comparator-treated patients [see Warnings and 

Precautions].

Impairment in Renal Function. Treatment with STEGLATRO was associated with increases in serum 
creatinine and decreases in eGFR (see Table 2). Patients with moderate renal impairment at baseline 
had larger mean changes. In a study in patients with moderate renal impairment, these abnormal 
laboratory findings were observed to reverse after treatment discontinuation [see Use in Specific 

Populations].

Table 2: Changes from Baseline in Serum Creatinine and eGFR in the Pool of Three 
26-Week Placebo-Controlled Studies, and a 26-Week Moderate Renal Impairment 
Study in Patients with Type 2 Diabetes Mellitus

Renal-related adverse reactions (e.g., acute kidney injury, renal impairment, acute prerenal 
failure) may occur in patients treated with STEGLATRO, particularly in patients with moderate renal 
impairment where the incidence of renal-related adverse reactions was 0.6%, 2.5%, and 1.3% in 
patients treated with placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively.

Lower Limb Amputation. Across seven Phase 3 clinical trials in which STEGLATRO was studied as 
monotherapy and in combination with other antihyperglycemic agents, non-traumatic lower limb 
amputations occurred in 1 of 1,450 (0.1%) in the non-STEGLATRO group, 3 of 1,716 (0.2%) in the 
STEGLATRO 5 mg group, and 8 of 1,693 (0.5%) in the STEGLATRO 15 mg group.

Hypoglycemia. The incidence of hypoglycemia by study is shown in Table 3.

Table 3: Incidence of Overall* and Severe† Hypoglycemia in Placebo-Controlled 
Clinical Studies in Patients with Type 2 Diabetes Mellitus

* Overall hypoglycemic events: plasma or capillary glucose of less than or equal to 70 mg/dL.
†  Severe hypoglycemic events: required assistance, lost consciousness, or experienced a seizure regardless of blood glucose.

Number (%) of Patients

Placebo 
N = 515

STEGLATRO
5 mg

N = 519

STEGLATRO
15 mg 

N = 510

Female genital mycotic infections† 3.0% 9.1% 12.2%

Male genital mycotic infections‡ 0.4% 3.7% 4.2%

Urinary tract infections§ 3.9% 4.0% 4.1%

Headache 2.3% 3.5% 2.9%

Vaginal pruritus¶ 0.4% 2.8% 2.4%

Increased urination# 1.0% 2.7% 2.4%

Nasopharyngitis 2.3% 2.5% 2.0%

Back pain 2.3% 1.7% 2.5%

Weight decreased 1.0% 1.2% 2.4%

ThirstÞ 0.6% 2.7% 1.4%

Pool of 26-Week Placebo-Controlled 
Studies

Placebo 
N=515

STEGLATRO
5 mg

N=519

STEGLATRO
15 mg 
N=510

Baseline Mean
Creatinine (mg/dL) 0.83 0.82 0.82

eGFR (mL/min/1.73 m2) 89.5 88.2 89.0

Week 6 Change
Creatinine (mg/dL) 0.00 0.03 0.03

eGFR (mL/min/1.73 m2) -0.3 -2.7 -3.1

Week 26 Change
Creatinine (mg/dL) -0.01 0.00 0.01

eGFR (mL/min/1.73 m2) 0.7 0.5 -0.6

Moderate Renal Impairment Study

Placebo 
N=154

STEGLATRO
5 mg

N=158

STEGLATRO
15 mg 
N=155

Baseline
Creatinine (mg/dL) 1.39 1.38 1.37

eGFR (mL/min/1.73 m2) 46.0 46.8 46.9

Week 6 Change
Creatinine (mg/dL) -0.02 0.11 0.12

eGFR (mL/min/1.73 m2) 0.6 -3.2 -4.1

Week 26 Change
Creatinine (mg/dL) 0.02 0.08 0.10

eGFR (mL/min/1.73 m2) 0.0 -2.7 -2.6

Monotherapy (26 weeks) Placebo 
(N = 153)

STEGLATRO
5 mg

(N = 156)

STEGLATRO
15 mg 

(N = 152)

Overall [N (%)] 1 (0.7) 4 (2.6) 4 (2.6)

Severe [N (%)] 0 (0.0) 0 (0.0) 2 (1.3)

Add-on Combination Therapy 
with Metformin (26 weeks)

Placebo 
(N = 209)

STEGLATRO
5 mg

(N = 207)

STEGLATRO
15 mg 

(N = 205)

Overall [N (%)] 9 (4.3) 15 (7.2) 16 (7.8)

Severe [N (%)] 1 (0.5) 1 (0.5) 0 (0.0)

Add-on Combination 
Therapy with Metformin and 
Sitagliptin (26 weeks)

Placebo 
(N = 153)

STEGLATRO
5 mg

(N = 156)

STEGLATRO
15 mg 

(N = 153)

Overall [N (%)] 5 (3.3) 7 (4.5) 3 (2.0)

Severe [N (%)] 1 (0.7) 1 (0.6) 0 (0.0)

In Combination with 
Insulin and/or an Insulin 
Secretagogue in Patients with 
Moderate Renal Impairment 

Placebo 
(N = 133)

STEGLATRO
5 mg

(N = 148)

STEGLATRO
15 mg 

(N = 143)

Overall [N (%)] 48 (36.1) 53 (35.8) 39 (27.3)

Severe [N (%)] 3 (2.3) 5 (3.4) 3 (2.1)



Genital Mycotic Infections. In the pool of three placebo-controlled clinical trials, the incidence 
of female genital mycotic infections (e.g., genital candidiasis, genital infection fungal, vaginal 
infection, vulvitis, vulvovaginal candidiasis, vulvovaginal mycotic infection, vulvovaginitis) occurred 
in 3%, 9.1%, and 12.2% of females treated with placebo, STEGLATRO™ (ertugliflozin) 5 mg, and 
STEGLATRO 15 mg, respectively (see Table 1). In females, discontinuation due to genital mycotic 
infections occurred in 0% and 0.6% of patients treated with placebo and STEGLATRO, respectively.

In the same pool, male genital mycotic infections (e.g., balanitis candida, balanoposthitis, genital 
infection, genital infection fungal) occurred in 0.4%, 3.7%, and 4.2% of males treated with 
placebo, STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively (see Table 1). Male genital mycotic 
infections occurred more commonly in uncircumcised males. In males, discontinuations due to 
genital mycotic infections occurred in 0% and 0.2% of patients treated with placebo and STEGLATRO, 
respectively. Phimosis was reported in 8 of 1729 (0.5%) male ertugliflozin-treated patients, of 
which four required circumcision.

Laboratory Tests. 

Increases in Low-Density Lipoprotein Cholesterol (LDL-C). In the pool of three placebo-controlled 
trials, dose-related increases in LDL-C were observed in patients treated with STEGLATRO. Mean 
percent changes from baseline to Week 26 in LDL-C relative to placebo were 2.6% and 5.4% with 
STEGLATRO 5 mg and STEGLATRO 15 mg, respectively. The range of mean baseline LDL-C was 96.6 
to 97.7 mg/dL across treatment groups [see Warnings and Precautions]. 

Increases in Hemoglobin. In the pool of three placebo-controlled trials, mean changes (percent 
changes) from baseline to Week 26 in hemoglobin were -0.21 g/dL (-1.4%) with placebo,
0.46 g/dL (3.5%) with STEGLATRO 5 mg, and 0.48 g/dL (3.5%) with STEGLATRO 15 mg.
The range of mean baseline hemoglobin was 13.90 to 14.00 g/dL across treatment groups. At the 
end of treatment, 0.0%, 0.2%, and 0.4% of patients treated with placebo, STEGLATRO 5 mg, and 
STEGLATRO 15 mg, respectively, had a hemoglobin increase greater than 2 g/dL and above the 
upper limit of normal.

Increases in Serum Phosphate. In the pool of three placebo-controlled trials, mean changes
(percent changes) from baseline in serum phosphate were 0.04 mg/dL (1.9%) with placebo,
0.21 mg/dL (6.8%) with STEGLATRO 5 mg, and 0.26 mg/dL (8.5%) with STEGLATRO 15 mg. The 
range of mean baseline serum phosphate was 3.53 to 3.54 mg/dL across treatment groups. In 
a clinical trial of patients with moderate renal impairment, mean changes (percent changes) from 
baseline at Week 26 in serum phosphate were -0.01 mg/dL (0.8%) with placebo, 0.29 mg/dL 
(9.7%) with STEGLATRO 5 mg, and 0.24 mg/dL (7.8%) with STEGLATRO 15 mg.

DRUG INTERACTIONS

Concomitant Use with Insulin and Insulin Secretagogues. STEGLATRO may increase the 
risk of hypoglycemia when used in combination with insulin and/or an insulin secretagogue [see 

Adverse Reactions]. Therefore, a lower dose of insulin or insulin secretagogue may be required to 
minimize the risk of hypoglycemia when used in combination with STEGLATRO [see Warnings and 

Precautions].

Positive Urine Glucose Test. Monitoring glycemic control with urine glucose tests is not 
recommended in patients taking SGLT2 inhibitors as SGLT2 inhibitors increase urinary glucose 
excretion and will lead to positive urine glucose tests. Use alternative methods to monitor glycemic 
control.

Interference with 1,5-anhydroglucitol (1,5-AG) Assay. Monitoring glycemic control with 
1,5-AG assay is not recommended as measurements of 1,5-AG are unreliable in assessing glycemic 
control in patients taking SGLT2 inhibitors. Use alternative methods to monitor glycemic control.

USE IN SPECIFIC POPULATIONS

Pregnancy. 

Risk Summary. Based on animal data showing adverse renal effects, STEGLATRO is not recommended 
during the second and third trimesters of pregnancy. The limited available data with STEGLATRO in 
pregnant women are not sufficient to determine a drug-associated risk of adverse developmental 
outcomes. There are risks to the mother and fetus associated with poorly controlled diabetes in 
pregnancy (see Clinical Considerations).

In animal studies, adverse renal changes were observed in rats when ertugliflozin was administered 
during a period of renal development corresponding to the late second and third trimesters of
human pregnancy. Doses approximately 13 times the maximum clinical dose caused renal pelvic and 
tubule dilatations and renal mineralization that were not fully reversible. There was no evidence of 
fetal harm in rats or rabbits at exposures of ertugliflozin approximately 300 times higher than the 
maximal clinical dose of 15 mg/day when administered during organogenesis (see Data).

The estimated background risk of major birth defects is 6-10% in women with pre-gestational 
diabetes with a HbA1c >7 and has been reported to be as high as 20-25% in women with
HbA1c >10. The estimated background risk of miscarriage for the indicated population is unknown. 
In the U.S. general population, the estimated background risk of major birth defects and miscarriage 
in clinically recognized pregnancies is 2-4% and 15-20%, respectively.

Clinical Considerations.

Disease-Associated Maternal and/or Embryo/Fetal Risk. Poorly-controlled diabetes in pregnancy 
increases the maternal risk for diabetic ketoacidosis, pre-eclampsia, spontaneous abortions, preterm 
delivery, stillbirth, and delivery complications. Poorly controlled diabetes increases the fetal risk for 
major birth defects, stillbirth, and macrosomia related morbidity.

Data.

Animal Data. When ertugliflozin was orally administered to juvenile rats from PND 21 to PND 90, 
increased kidney weight, renal tubule and renal pelvis dilatation, and renal mineralization occurred 
at doses greater than or equal to 5 mg/kg (13-fold human exposures, based on AUC). These effects 
occurred with drug exposure during periods of renal development in rats that correspond to the late 
second and third trimester of human renal development, and did not fully reverse within a 1-month 
recovery period. 

In embryo-fetal development studies, ertugliflozin (50, 100 and 250 mg/kg/day) was 
administered orally to rats on gestation days 6 to 17 and to rabbits on gestation days 7 to 19. 
Ertugliflozin did not adversely affect developmental outcomes in rats and rabbits at maternal 
exposures that were approximately 300 times the human exposure at the maximum clinical dose 
of 15 mg/day, based on AUC. A maternally toxic dose (250 mg/kg/day) in rats (707 times 
the clinical dose), was associated with reduced fetal viability, and a higher incidence of a visceral 
malformation (membranous ventricular septal defect). In the pre- and post-natal development
study in pregnant rats, ertugliflozin was administered to the dams from gestation day 6 through 
lactation day 21 (weaning). Decreased post-natal growth (weight gain) was observed at maternal 
doses ≥100 mg/kg/day (greater than or equal to 331 times the human exposure at the maximum 
clinical dose of 15 mg/day, based on AUC).

Lactation. 

Risk Summary. There is no information regarding the presence of STEGLATRO in human milk, the 
effects on the breastfed infant, or the effects on milk production. Ertugliflozin is present in the milk 
of lactating rats (see Data). Since human kidney maturation occurs in utero and during the first 
2 years of life when lactational exposure may occur, there may be risk to the developing human 
kidney. Because of the potential for serious adverse reactions in a breastfed infant, advise women 
that the use of STEGLATRO is not recommended while breastfeeding.

Data.

Animal Data. The lacteal excretion of radiolabeled ertugliflozin in lactating rats was evaluated 
10 to 12 days after parturition. Ertugliflozin derived radioactivity exposure in milk and plasma 
were similar, with a milk/plasma ratio of 1.07, based on AUC. Juvenile rats directly exposed 
to STEGLATRO during a developmental period corresponding to human kidney maturation were 
associated with a risk to the developing kidney (persistent increased organ weight, renal 
mineralization, and renal pelvic and tubular dilatations).

Pediatric Use. Safety and effectiveness of STEGLATRO in pediatric patients under 18 years of age 
have not been established.

Geriatric Use. No dosage adjustment of STEGLATRO is recommended based on age. Across the 
clinical program, a total of 876 (25.7%) patients treated with STEGLATRO were 65 years and older, 
and 152 (4.5%) patients treated with STEGLATRO were 75 years and older. Patients 65 years and 
older had a higher incidence of adverse reactions related to volume depletion compared to younger 
patients; events were reported in 1.1%, 2.2%, and 2.6% of patients treated with comparator, 
STEGLATRO 5 mg, and STEGLATRO 15 mg, respectively [see Warnings and Precautions and Adverse 

Reactions]. STEGLATRO is expected to have diminished efficacy in elderly patients with renal 
impairment [see Use in Specific Populations]. 

Renal Impairment. The safety and efficacy of STEGLATRO have not been established in patients 
with type 2 diabetes mellitus and moderate renal impairment. Compared to placebo-treated patients, 
patients with moderate renal impairment treated with STEGLATRO did not have improvement in 
glycemic control, and had increased risks for renal impairment, renal-related adverse reactions and 
volume depletion adverse reactions [see Dosage and Administration, Warnings and Precautions and 

Adverse Reactions]. Therefore, STEGLATRO is not recommended in this population. STEGLATRO is 
contraindicated in patients with severe renal impairment, ESRD, or receiving dialysis. STEGLATRO 
is not expected to be effective in these patient populations [see Contraindications]. No dosage 
adjustment or increased monitoring is needed in patients with mild renal impairment.

Hepatic Impairment. No dosage adjustment of STEGLATRO is necessary in patients with mild 
or moderate hepatic impairment. Ertugliflozin has not been studied in patients with severe hepatic 
impairment and is not recommended for use in this patient population. 

OVERDOSAGE

In the event of an overdose with STEGLATRO, contact the Poison Control Center. Employ the 
usual supportive measures as dictated by the patient’s clinical status. Removal of ertugliflozin by 
hemodialysis has not been studied.

For more detailed information, please read the Prescribing Information. 

uspi-mk8835-t-1712r000
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Copyright © 2018 Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.
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Providers can bill code 

96160 when they perform 

a health risk assessment 

with a patient or caregiver/

guardian in order to assess 

the risk of conditions such 

as mental disorders. They 

can also report 96160 

when administering a 

patient-focused health risk 

assessment. Providers 

should report 96161 for a 

caregiver-focused health 

risk assessment, such 

as depression inventory, 

for the benefi t of the 

patient. 

who may report evaluation 

and management (E/M) 

services. These codes can 

only be reported for an 

established patient and are 

not billable if the call results 

in the patient coming in for 

a face-to-face service within 

the next 24 hours (or next 

available urgent visit). These 

calls are also not billable 

if they refer to an E/M 

service performed within 

the last seven days. The 

codes are selected from 

code range 99441 to 99443 

and are based on the time 

spent: 5-10 minutes, 11-20 

minutes, or 21-30 minutes, 

respectively.

2  99058: Services 
provided on an 
emergency basis

What can you do when 

your providers already 

have a packed schedule 

and a patient walks in 

demanding to be seen? 

What if a scheduled nurse 

visit is more serious 

than anticipated, and the 

provider is called to step 

in and spend a great deal 

of time with that patient? 

When a patient is seen on 

an emergency basis in the 

offi ce—and it disrupts other 

scheduled offi ce services—

you may be able to report 

add-on code 99058 for 

additional reimbursement.

3  96160: Health risk 
assessment

A:
Physicians 

and practice 

administrators 

are always looking for how 

to maximize profi ts. As a 

coding/billing consultant, 

chart auditor, and educa-

tor, I’m often asked about 

ways to improve coding. 

Here are three codes that 

I fi nd are often misun-

derstood, underused, or 

unknown. 

Practices that know 

about these codes—and 

how to use them—may 

be able to earn additional 

reimbursement.

1  Telephone services 
(99441-99443)
Doctors’ offi ces are 

busy places, and it isn’t 

unusual for patients to call 

in asking to speak with 

the doctor. CPT offers 

codes to report telephone 

services provided by a 

physician or other qualifi ed 

health care professional 

Three billing codes physicians 
should start using more

Mike Enos, CPC, CPMA, CPC-I, CEMC, is a partner at 
Enos Medical Coding, based in Warwick, Rhode Island. He 
has more than 10 years of experience in medical coding, 
billing compliance, and revenue cycle management. Send 
your coding and billing questions to medec@ubm.com.

What are some overlooked 

codes that are available to 

use for services physicians 

are already providing 

regularly that may be 

overlooked? 

99441

Telephone evaluation and management service provided 
by a physician to an established patient, parent, or 
guardian not originating from a related E/M service 
provided within the previous 7 days nor leading to an 
E/M service or procedure within the next 24 hours or 
soonest available appointment; 5-10 minutes of medical 
discussion

99442 Same as 99441, but 11-20 minutes of medical discussion.

99443 Same as 99441, but 21-30 minutes of medical discussion

Telephone service CPT code descriptions
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I
t is a common business strategy for 
medical practices to use lines of credit 
from a bank or other fi nancial institu-
tion. With this business tool, medical 
practices reap many benefi ts, including 
the ability to bridge unexpected short-
falls in cash fl ow.

Which is exactly how Jeff rey Kagan, 
MD, an internist practicing in Newington, 
Conn., and a member of the Medical Eco-

nomics editorial advisory board, has used 
his practice’s line of credit. “Every once in a 
while, things get a little behind, so we draw 
on a line of credit and then we pay it off ,” he 
says. 

A good example of this is when an insur-
ance company that paid in 30 to 45 days sud-
denly—and without notice—began paying 
in 60 to 90 days, Kagan says.

Slow or delayed reimbursement is the 
most common likely scenario practices 
need a line of credit for, but there are many 
other uses, he notes. Some of those are hav-
ing to hire a temporary replacement for an 
employee out on medical leave; needing 
to replace a broken piece of equipment; or 
a natural disaster that closes the practice 
temporarily.

“It’s nice to have a line of credit to fall 
back on once in a while,” he says. “It takes a 
lot of stress off  if you have a pile of bills to 
pay.”

A business line of credit allows borrowers 
to draw money from a predetermined cred-
it limit as the money is needed, says Matt 

Jones, director of business lending at the 
National Institutes of Health Federal Credit 
Union (NIHFCU) in Rockville, Md. 

Borrowers pay interest only on the 
amount of money they actually need at a 
given time and are only required to pay the 
monthly interest payment, says Jones.

With a line of credit, the fi nancial institu-
tion doesn’t apply the monthly payments to 
both the principal and the interest; borrow-
ers must put in the money to pay both. So 
unless borrowers make an eff ort to pay off  
the principal, it is still owed, even if they pay 
the interest for years, Jones says.

Many owners of medical practices have 
and use a business credit card to meet 
some of the practice’s short-term fi nancial 
needs. A business credit card typically has 
an interest rate of between 10 percent and 
27 percent, whereas a business line of credit 
usually is in the 5 percent range. Addition-
ally, lines of credit can be in the six digits or 
higher—far more than is available with a 
business credit card, he says.

GETTING A SAFETY NET
Obtaining a line of credit generally is a pretty 
straightforward procedure, says James Ed-
wards, a managing director in the medical 
specialty group of SunTrust Private Wealth 
Management in Atlanta, Ga. 

Th e application process usually takes 
about two weeks. Potential borrowers 
meet with a  representative of a 
fi nancial institution and discuss 

by  STEPHANIE BOUCHARD Contributing author

Lines of credit 

for medical practices

HIGHLIGHT

  Applicants need 

to provide their 

fi nancials—typically 

about three years’ 

worth. The bank will 

review those and 

analyze the practice’s 

accounts receivables.
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Living on a sailboat 

while still practicing 

medicine didn’t 

seem like a realistic 

goal, but then Dr. 

Robin Mangione 

was introduced to 

locum tenens. It not 

only made practicing 

medicine while sailing a 

possibility, but it suited 

it perfectly. 

“I was always afraid that medicine was going to 

keep us from doing this,” she says, “but quite the 

opposite: it has actually been the thing that has 

made it possible. It’s allowed us to travel and do and 

see things and meet people that I wouldn’t have the 

opportunity to do prior.”

The origins of a lifelong dream

Dr. Mangione and her husband began sailing in 

1999, and what started as “cool way to spend time 

together and travel” evolved into a full-blown 

romance with the sailing life.

“My husband read Maiden Voyage 

by Tania Aebi who, between the 

ages of 19 – 21, completed a solo 

circumnavigation of the globe, 

and after reading it he fell in love 

with the idea of sailing. So we 

bought a sailboat and taught 

ourselves to sail,” she 

shares.

“Locum tenens has 

allowed this dream 

to be a reality,” 

she says. 

“It’s allowed us to do this while we’re young and 

healthy, since sailing is physically demanding.”

Sailing has provided them seemingly 
endless opportunities for exploration

Because of their mobility, they’ve been able to see 

parts of the world that just wouldn’t have been 

possible if they lived permanently in their home in 

Arkansas. The amount of locum tenens assignments 

has made seeing the different parts of the country 

a lot easier, and Dr. Mangione is able to pick and 

choose where and how long her assignment will 

be; she also uses this autonomy to decide how long 

between assignments she’d like to take off.

Assignments of three to four months is the perfect 

amount of time for exploration, but Dr. Mangione 

says she also likes to choose assignments of a week 

or weekend, since right now she’s decided not to 

work full time.

“We’ve stayed in the Keys for three months, we’ve 

stayed in Titusville, Florida, for a winter,” she says. “I 

took an assignment near Baltimore, in the Annapolis 

area for about four or five months, and we were in 

Maryland so that we could be near DC. So, we travel 

in between those places, but we’ll usually stay in a 

marina, pick an area we’re going to hang out for a 

while, and really explore that area.”

Dr. Mangione says that without the flexibility of 

locum tenens, she and her husband wouldn’t be 

able to fully appreciate the local area and culture of 

each assignment’s location – or follow their dream of 

nautical living.

advertisement

Using locum tenens to sail the seas

Learn more about Dr. Mangione and locum tenens at

locumstory.com



Money

the practice’s needs. Appli-
cants need to provide their 

fi nancials—typically about three years’ 
worth. Th e bank will review those and an-

alyze the practice’s accounts receivables 
to determine possible cashfl ow gaps.

For establishing a new practice, the 
bank will want to review the physician’s 
business plan as well as revenue and ex-
pense projections for the next two to three 
years, Edwards says. Th e personal fi nan-
cial statement of the physician (or physi-
cians, if a group practice) is also required.

Th e amount of the credit line is based 
on a ratio that factors in the needs and 
size of the practice and the accounts re-
ceivables if the practice is already estab-
lished. Th e typical term of a line of credit 
is about a year, but that can vary and can 
be renewed annually, he says. Th e interest 
rate is tied to the U.S. prime interest rate 
or London Interbank Off ered Rate.

Medical practices shouldn’t hesitate to 
apply for a line of credit because having 
one should be standard operating pro-
cedure, Edwards says. “It’s quick access 
to funds and eliminates business disrup-
tions that could be caused by not having 
access.”

IT’S ALL ABOUT BEING PREPARED
Typically, a line of credit costs medical 
practices nothing until they’re used, al-
though some fi nancial institutions require 
a small annual fee, says NIHFCU’s Jones. 
Th erefore, because there are no or mini-
mal costs to having a line of credit, he says 
it makes good business sense for medical 
practices to have one.

“It’s healthy for a business to have an 
approved line of credit of some sort that 
they can access quickly to navigate short-
term liquidity issues,” he says. “I would 
relate it again to personal life where most 
people have that credit card that they 
have stashed off  to the side just in case 
they need it.” 

26

Lines of credit

“It’s nice to have a line of credit to fall back on 
once in a while. It takes a lot of stress off if you 
have a pile of bills to pay.”

— JEFFREY KAGAN, MD, INTERNIST, NEWINGTON, CONN
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Common scenarios for a line-of-credit use

A line of credit lets medical practices manage cashfl ow by providing 

 liquidity when it is needed. Lines of credit are commonly used when: 

]  There is slow or delayed reimbursement from payers.

]  Patients have trouble with paying their deductible resulting in delayed 

or partial payment, or they can’t pay any of it.

]  A new practice is starting up or an existing practice is expanding 

]  Staff is being added or replaced or a temporary employee is needed to 

cover a staff absence, such as maternity leave. 

]  Practices want to take advantage of economies of scale; for instance, 

by being able to buy fi ve boxes of gloves at a discounted rate of 20 

percent rather than buying one or two boxes at full price.

]  Small equipment purchases that don’t rise to the level of an equipment 

loan are needed.

]  Unexpected property maintenance arises, such as an air conditioner 

needs replacing.

]  Technology upgrades, such as when a new version of needed software 

is released and the old version is no longer supported.

]  A failure to meet MIPS and MACRA regulations results in a decrease in 

reimbursement from Medicare. 

]  Computer glitches result in bills not being sent.

]  A weather-related disaster affect the practice.

]  Short-term disability results in loss of income not covered by insurance.
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F
or Ana Maria Lopez, MD, MPH, 
FACP, the new president of the 
American College of Physicians, 
looking toward the future of medi-
cine means fi rst looking to her own 
past.

As the child of two pathologists, 
Lopez remembers sitting around 

the dinner table while discussions of the 
day’s tissue slide discovery was the main 
topic. She also remembers matter-of-factly 
announcing a “syncopal episode” as a six-
year-old to her teachers on the playground 
one day when a classmate passed out.

“I remember thinking, back to age three 
or four, that I wanted to go into medicine 
but somehow knowing that I was going to be 
a diff erent type of doctor [than my parents], 
because I was going to talk to patients,” Lo-
pez says. “I really remember wanting to be 
there for people.”

She attended Bryn Mawr College in Penn-
sylvania, worked in a women’s health clinic, 
which she continued doing after graduation, 
and in 1988, earned her medical degree at 
the Sydney Kimmel College of Medicine of 
Th omas Jeff erson University.

She moved to Arizona for her residency, 
later serving as medical director of the Uni-
versity of Arizona’s telemedicine program. 
In 2004, she was named one of the “Best 

Doctors in Tucson” by a local publication—a 
list she’d continue to appear on for years to 
come.

Lopez recently returned to Th omas Jef-
ferson University as vice chair of medical 
oncology. Th is happened to coincide with 
another Philadelphia-based honor, serving 
as the 2018-2019 president of the American 
College of Physicians for a one-year term.

As only the seventh female physician to 
hold the distinction in the organization’s 
103-year history (most presidents serve only 
one-year terms), Lopez is well aware of the 
signifi cance of her new role. And if she need-
ed any reminding, her offi  ce at the ACP’s 
headquarters features an eight-foot card-
board cutout of Elizabeth Blackwell, MD, 
the fi rst woman to gain her medical degree 
in the United States, that sits right next to 
her desk. 

Medical Economics recently visited Lopez 
for a wide-ranging question-and-answer 
session. An excerpt of that interview follows.

Q:
MEC: How do you view the state of 

women in medicine today?

Ana Maria Lopez: It’s true that we’ve come 
a long way, and that’s incredibly positive. 
When I refl ect back on the women who pre-

The new ACP president discusses gender equality in 

medicine and why collaboration is needed to fi x healthcare

Internist Ana Maria Lopez: 

Opportunities for action

by  MEDICAL ECONOMICS STAFF
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ceded us, I think of my mother who was one 
of three women medical students in a class 
of about 200. Th ose were pioneers, and they 
paved the way. So I have incredible gratitude 
to the women that came ahead [of me]. 

But there still are a lot of issues. Th ere’s 
pay equity, [which is a] big issue. Th ere are 
family leave policies. Here we are in 2018, 
and that’s still an issue. It’s pretty signifi -
cant. And then there’s leadership develop-
ment, career development, mentorship, all 
of those areas … where making an impact 
in any of those areas is not a benefi t only for 
women, it’s a benefi t for everybody. 

Sometimes we have this [thought pro-
cess] that if women get paid more, somebody 
is going to have to be paid less. It’s not that 
sort of thing. You raise the level for women; 
you raise the level for everyone. So pay equity 
is critically important, and we are in a society 
where that’s how value is measured. 

We have family leave [as an issue], and 
we’re not talking just for women, and we’re 
not talking just about being pregnant, but 
adoption, and caring for elders. We really 
want to be a community where it’s acknowl-
edged that people have personal lives, and 
they have needs and demands in those lives, 
and they can take time to take care of those 
needs. 

Th en there’s leadership development, 
faculty development, and career develop-
ment; [these are] so important for every-
one. Th is is what allows young people to 
really be the best that they can be. And it 
also gives a responsibility to all of us who 
have benefi tted from those opportuni-

ties to help people who are earlier in the 
 process. 

I always remember people that have been 
meaningful in my life. Th ere was a radiolo-
gy professor and I was always in awe of him 
because he would look at fi lms and what he 
could see was incredible. And I would always 
say, ‘it’s just amazing how much he knows.’ 
And then one time he said, ‘we’re all on a 
learning curve, we’re just at diff erent points.’ 
And so that spoke to me.  …It’s incumbent 
on me to share what I know. 

Th ere’s a long way to go and there’s a long 
way to go that will not be alienating to our 
male peers because it will improve life for 
everyone.

Q:
MEC: What is the ACP doing or what 

do you feel like you can do in this 

position to promote some of the issues that 

you mentioned?

Lopez: Opportunities for action

“Everybody wants to do a good job. 
There’s not a sense that I don’t want to 
do the right thing, but how we measure 
is so important. Are we measuring the 
right thing, and are we measuring what 
really impacts patient care?”

Ana Maria Lopez, MD, FACP
] Born in Bolivia; moved to U.S. at 16

]  Earned MD at Jefferson Medical College in Philadelphia

]  Residency in internal medicine at University of Arizona Health Sciences Center in Tucson

]  Former instructor of social behavioral sciences and preparation for clinical medicine at University of Arizona

]  Former research assistant professor of medicine at Arizona Cancer Center at University of Arizona

]  Former medical director of telemedicine program and women’s health initiatives at University of Arizona

]  Former associate vice president for health equity and inclusion at University of Utah Health Sciences Center; director of cancer 

health equity at Huntsman Cancer Institute for University of Utah 

]  Current vice chair of medical oncology at the Sidney Kimmel Cancer Center at Thomas Jefferson University in Philadelphia
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Lopez: We need data. For my fi rst job, I met 
with my division chief; my division chief said 
‘welcome, you’re a new research assistant 
professor and here’s your salary’ and I just 
said ‘thank you.’ I didn’t know the market 
or what any of that is. Having data available 
and having it published can make such a dif-
ference. 

For academic medicine, for example, the 
Association of American Medical Colleges 

has a book and you go in there by special-
ty, by rank, by part of the country, it will say, 
here’s kind of what you should expect. Just to 
have that available is a great fi rst step. 

At my former institution, there was a 
clear eff ort to have data, for example, by 
rank. Here’s where people tend to be as assis-
tant professor, here’s where people tend to 
be as associate, and so on. And, if someone 
was being paid way high or way low there 
would be a fl ag. 

So, there are folks that are looking. Maybe 
you just hired an assistant professor who is 
a man for this amount and now you’re hir-
ing an assistant professor who is a woman 
at a much lower or much higher amount, 
how come? And ask for a rationale, to un-
derstand why that is. Having data allow for 
those sorts of questions to be raised, and 
then it’s not just, ‘it’s just how it is.’

Q:
MEC: What does it mean to you to be 

in this position of leadership at ACP, 

both as a physician and as a woman?

Lopez: What I love about the ACP is the com-
ing together of diff erent perspectives to talk 
deeply about a topic, to respect diff erences, 
and to learn from each other, so you actually 
end up in a new place than where you start-

ed from, a place from where we can move 
forward. 

Th at is incredibly powerful and that, to 
me, is really what medicine is about, the ca-
pacity to always learn and move actionable 
knowledge forward. Th ere’s also the respon-
sibility of being a role model. I remember a 
student saying to me once that she’d heard 
me give a talk, and that made her think, 
maybe I could do that. In being a role mod-
el, we have to remember, you don’t always 
know when you’re serving that role.

Q:
MEC: What do you think are the 

biggest challenges facing internal 

medicine physicians today?

Lopez: Probably the area that holds the great-
est risk is the high level of burnout. When 
you think that for physicians, it is basically 
the equivalent of a whole medical school 
class that commits suicide each year, that’s 
pretty striking. Th inking about the factors 
that may contribute, perhaps sense of loss of 
control, being pulled in too many directions, 
and too much burden, we can think about 
the opportunity for action.  

Th e American College of Physicians has 
resources that can help around wellness, 
can help around administrative burden, can 
foster resilience, and help create medical 
organizational structures that actually help 
clinicians be well.

Q:
MEC: How do you personally make the 

time and make sure you maintain 

balance? How do you avoid burn-out and 

getting professionally frustrated?

Lopez: Time is the most valuable thing that 
we have. It’s the most valuable gift. Even 
with my children, one of the things we talk 
about is, I don’t need another [thing]; I need 
time together. I really take that to heart, any 
time that I’m with someone to really try to 
be as present as possible and to be as fo-
cused as possible. 

I fi nd that not feeling the pressure of what 
else I could be doing, not trying to think, ‘oh, 
I could be doing such and such’ is helpful. I’m 
a very visual person, so I used to have this vi-
sion that I’d be doing whatever I 
was doing, but I had this parallel 

Lopez: Opportunities for action
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“There can be a variable sense of 
frustration just around where medicine 
is right now. My response to that is: 
We have to be a part of the solution.”
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mind that was ticking off  what I 
could be doing and what I need-

ed to do later. Now, I’m more present, and 
that gives me more time and more energy. 

Making that shift was really important 
for me as far as patient care. Whatever time 
I have with the patient, I value. I know we 
can feel the stress and strain of time during 
a visit, whatever amount of time, it may well 
not be enough. 

It was a mentor of mine who said to me, 
‘when you are in a hurry, make haste slow-
ly.’ So, walk into the [exam] room, and it is 

a kind of sacred space, 
drop in, be present, and 
there’s time.

Q:
MEC: What are 

your thoughts 

regarding the changes 

in terms of healthcare 

delivery since the 

election?

Lopez: Th ere is a sense 
that folks [in Washing-
ton, D.C.] are listening. 
How that will translate 
into policy, we’ll see. 
And there can be ram-
ifi cations that may be 
unintended. Th ere’s a 
lot to look at. Th ere’s 
been a lot of conver-
sation around perfor-
mance measures.

I’m convinced, as I 
travel and meet inter-
nists across the U.S. 
and internationally, ev-
erybody wants to do a 
good job. Th ere’s not a 

sense that I don’t want to do the right thing, 
but how we measure is so important. Are we 
measuring the right thing, and are we mea-
suring what really impacts patient care? 

Th inking about performance measures 
and working with our colleagues that are 
working in that space is very, very import-
ant. Th e House Ways and Means Committee 
has had a couple of roundtables all around 
red tape, and ACP has been very fortunate to 
have been able to participate in those. 

Th ere are some rules that are out for 

comment now, and we ask for members’ 
input. And ACP will be providing feedback. 
Again, something that I very much value 
about the American College of Physicians 
is that there’s communication in both di-
rections, including hearing closely from 
members. Th e ACP has a center that focus-
es on patients, hearing from patients, hear-
ing from caregivers, hearing from families, 
and keeping the patient at the center. 

As the ACP provides comments on policy 
topics, that’s the perspective we bring to the 
table.

Q:
MEC: Do you feel like the nation’s 

internists still rely on and trust the 

ACP to represent them?

Lopez: In going to chapter meetings and go-
ing to diff erent forums and meeting people, 
there’s so much kinship to the college. And 
there’s so much that people really fi nd of val-
ue which is very, very heartening. 

And at the same time, there’s this tre-
mendous opportunity to listen and to un-
derstand because there really are region-
al diff erences. Th ere are lots of diff erent 
types of practices and even within the 
type of practice there may be regional dif-
ferences.

Th ere needs to be a lot of communica-
tion. One of the things that I may hear is, 
‘oh I wish the College were doing something 
here.’ And we may be. We just haven’t com-
municated it well enough to let people know 
about it. It’s great to hear the tremendous 
kinship that people have for the American 
College of Physicians, and to listen, learn, 
and fi nd ways to share better.

Q:
MEC: What about those who aren’t 

ACP members?

Lopez: Th ere can be a variable sense of frus-
tration just around where medicine is right 
now. My response to that is: We have to be a 
part of the solution. Th e ACP is part of the 
solution. Join us. 

Th e practice of medicine is diff erent than 
it was 10, 20, certainly 50 years ago. Going 
back is not a viable solution. We have to 
come together for the benefi t of our pa-
tients, People need care today. 

Lopez: Opportunities for action

“Sometimes we 
have this [thought 

process] that if 
women get paid more, 

somebody is going 
to have to be paid 

less. It’s not that sort 
of thing. You raise 

the level for women; 
you raise the level 

for everyone. So pay 
equity is critically 

important.”
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Anti-kickback
Originally passed in 1972, 

the Anti-Kickback Statute 

(AKS) is one of the pre-

eminent federal fraud and 

abuse statutes because of 

its impact on healthcare 

providers, pharmaceuti-

cal, and medical device 

relationships.

Fundamentally, the 

AKS is a criminal statute 

that prohibits transactions 

intended to induce or 

reward referrals for items 

or services reimbursed by 

the government payers. 

Like most laws, there are 

“safe harbors:” categories 

of conduct that, if met, 

do not necessarily render 

the activity illegal. On July 

29, 1991, the Offi ce of the 

Inspector General issued 

the fi rst in a series of reg-

ulations implementing the 

safe harbors.

In 1996, the AKS was 

further amended through 

HIPAA, which made three 

changes to the AKS:

 ❚ extending the statute 

to apply to services 

covered by the 

“federal health care 

programs,”

 ❚ adding a new safe 

harbor concerning 

certain risk-sharing 

arrangement, and

Don’t risk a violation of the False Claims Act
Why physicians need to ensure their HIPAA and Anti-Kickback Statue compliance 

is in place before engaging with pharmaceutical and medical device representatives.

Rachel V. Rose, JD, MBA, advises clients on 

compliance and transactions in healthcare, 

cybersecurity, corporate and securities law, while 

representing plaintiffs in False Claims Act and 

Dodd-Frank whistleblower cases. Send your legal 

questions to medec@ubm.com.

indirectly receive “remu-

neration from or on behalf 

of the recipient of the pro-

tected health information in 

exchange for the protected 

health information.” Both 

statutes provide for both 

civil and criminal penalties.

Physicians beware
Pharmaceutical and med-

ical device companies are 

disregarding patient privacy 

protections and paying (di-

rectly or indirectly) to gain 

access to medical records 

in order to increase sales, 

a clear violation of both 

HIPAA and the AKS. 

Physicians should be 

conscience of accepting 

meals, speaking engage-

ments and services, 

and granting access to 

pharmaceutical representa-

tives. If they fail to disclose 

everything to the patient 

and gain their consent, 

that could form the basis 

of a false claim, particularly 

when submitting a claim 

for payment or a prescrip-

tion that is paid for by a 

government payer. 

Physicians should as-

sess their HIPAA and AKS 

compliance to reduce their 

risk and make certain there 

is not the potential for a 

False Claims Act case. 

 ❚ enhancing 

communication 

between the OIG 

public.

In 2010, the Affordable Care 

Act (ACA) became law and 

made a number of changes 

to the AKS, including 

“expanding” its intent 

standard and specifying 

that violations of the AKS 

may trigger liability under 

the False Claims Act.

HIPAA
When most people think 

of HIPAA, they think of 

the privacy and security of 

protected health infor-

mation, establishing the 

requirement for a National 

Provider Identifi er, and 

the portability of health 

insurance.

However, recent False 

Claims Act cases further 

highlight the nexus be-

tween the AKS and HIPAA. 

The AKS makes it unlawful 

for a person to offer any 

remuneration (directly or 

indirectly) in return for a 

referral, or purchasing or 

recommending or arranging 

for the purchase of covered 

items or services that are 

paid for by any federal 

healthcare program. 

Analogous to the AKS, it 

is prohibitive to directly or 

“Physicians should be conscience 
of accepting meals, speaking 
engagements and services, and 
granting access to pharmaceutical 
representatives.”
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I
nternal medicine and other primary 
care practices that want to stay inde-
pendent are joining together in a vari-
ety of practice models and corporate 
structures they hope will give them a 
better chance of survival.

Th e shift to value-based care, con-
solidation among healthcare providers 
and an emphasis on fi nding effi  cien-

cies are making it diffi  cult for smaller prac-
tices to succeed alone. So they’re turning to 
organizations that help practices transition 
to value-based care by providing the ad-
ministrative support, tools and negotiating 
leverage that comes with size.

“I think (independent) practices are look-
ing for a way to survive. Th ere are a lot of 
practices that would like to try to make it on 
their own and they want to fi nd the model 
that lets them do that,” says Kenneth Hertz, 
FACMPE, principal consultant with Medical 
Group Management Association (MGMA).

Th ough the organizations have common 
goals, there are diff erences among them and 
practices should do their homework to fi nd 
the best fi t, says Hertz. For example, many 
practices join Accountable Care Organiza-
tions (ACOs), which are groups of healthcare 
providers, potentially including doctors, 
hospitals, public and private health plans, 
and others, who come together to provide 

coordinated care to Medicare patients. But 
there are multiple types of ACOs, each with 
its own features, to choose from. 

And there are other options as well, such 
as independent practice associations (IPAs), 
clinically integrated networks (CINs) and 
divisional mergers. “Th e key to it is knowing 
what you want and what you want for your 
patients,” Hertz says. You’ve got to think it 
through very well and you’ve got to ask a lot 
of questions. You can’t ask too many ques-
tions.”

Six options are highlighted below:

1
 ACOS LED BY PRIVATE FIRMS

Jonathan Lilly, MD, an internist in 
Dunbar, W. Va., knew his practice would 
need help negotiating value-based care if it 
wanted to remain independent.

Th at’s why Dunbar Medical Associ-
ates, which has seven physicians and fi ve 
non-physician practitioners in two offi  ces, 
has contracted since 2016 with Aledade, a 
Maryland-based company that forms ACOs 
with independent practices. Dunbar is in an 
Aledade-led ACO with 16 other practices.  

Aledade uses the practices’ data to track 
patient care and identify where practices 
can provide better service. Among other 
things, it identifi es high-risk patients, fl ags 
emergency department visits, tracks im-

by  JAMES F. SWEENEY Contributing author

Six model physicians can explore to create economies 

of scale while preserving some career autonomy

How physicians can join 
forces to remain independent

HIGHLIGHTS

  An IPA is a network 

of physicians formed 

to share services, 

improve care, 

reduce overhead and 

negotiate with other 

entities, including 

payers.

  Hire an expert in 

healthcare law to help 

evaluate contracts and 

other team-up options.
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munizations and wellness visits, manages 
specialist referrals, and alerts the practice to 
cases in which chronic care management is 
needed, says Lilly.

“Th ey help us to identify (patients) who 
are more fragile and who need additional at-
tention,” he says.

Aledade, which works with 275 practic-
es in 18 states, uses its proprietary popula-
tion health and workfl ow tools to analyze 
practice and ACO data and recommend the 
correct action for them to take, says Vice 
President of Provider Networks Dan Bowles, 
MBA, MPP. “Having the data is good, but 
you need to know what to do with the data. 
You’ve got to mine the data in an effi  cient 
way, ” he says.

Aledade takes a share of practice reim-
bursements earned through the Medicare 
Shared Savings Program (MSSP).

Dunbar earned shared savings reim-
bursement for 2016, the fi rst year it worked 
with Aledade, and expects to earn it for 2017 
as well, says Lilly. (Th e reimbursements for 
2017 have not been announced yet). 

Lilly says his practice plans to stay in the 
ACO because it’s not sure it could remain 
independent without that assistance. “Any-
one who is going to do [value-based care] on 
their own is taking on a lot,” Lilly says.         

2
 HOSPITAL-LED ACOS

Some independent practices that 
want to avoid being bought by large health-
care systems are instead joining ACOs led by 
those same systems.

Many healthcare networks, such as Dea-
coness Health System in Evansville, Ind., 
are forming ACOs that off er primary care 
practices tools and resources to help them 
realize the benefi ts of value-based care. Th e 

Deaconess system includes fi ve regional 
healthcare facilities and more than 160 pri-
mary care providers in Indiana, Illinois, and 
Kentucky. 

“Th e practices understand the pressures 
they’re up against and they know they have 
to seek some outside help,” says Fredrick 
Wallisch, MD, who owned his own practice 
before joining Deaconess where he recruited 
members for the healthcare system ACOs.

Now working for Evolent Health, a con-
sulting fi rm that works with Deaconess 
and other organizations on the transition 
to value-based care, Wallisch says hospi-
tal-led ACOs off er easy integration with and 
access to a healthcare system, in addition 
to the usual service sharing, back offi  ce, 
population management, and data services 
support. In addition, many practices were 
already affi  liated with Deaconess before 
joining the ACO, which gives them a level of 
familiarity, he says.

Th e Deaconess ACO is attractive to many 
practices, Wallisch says, because, as a CMS 
Next Generation ACO, its members are ex-
empt from reporting requirements under 
the Merit-based Incentive Payment System 
and are eligible for greater fi nancial incen-
tives.

 

3
 CLINICALLY INTEGRATED 
NETWORKS

CINs can give internal primary care practic-
es the advantages of practicing integrated 
medicine within a large network of provid-
ers, but without becoming employees of a 
healthcare system.

A CIN is a collection of healthcare pro-
viders, such as physicians and hospitals, 
that work together to improve care and re-
duce costs. Th ey generally share record sys-

Staying independent

“I think (independent) practices are looking for a way to survive. 
There are a lot of practices that would like to try to make 
it on their own and they want to fi nd the model that lets 
them do that.”

—KENNETH HERTZ, FACMPE, PRINCIPAL CONSULTANT, MGMA
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tems, track data and rely on evidence-based 
care. CINs were created by the Federal Trade 
Commission (FTC) to serve the commer-
cial or self-insured market while ACOs treat 
Medicare patients.

Th e FTC requires a CIN to include: clin-
ical practice guidelines to improve perfor-
mance, fi nancial incentives for achieving 
goals, physician leadership and commit-
ment, and development of infrastructure 
and technology. CINs can jointly negotiate 
contractual fees if the primary purpose of 
the negotiation is to improve care. CINs can 
support ACOs or patient-centered medical 
homes as part of the network by acting as a 
mechanism for sharing infrastructure and 
development costs.

Independent practices can reap substan-
tial benefi ts from CIN membership, says 
Gene Good, JD, CPA, chief executive offi  cer 
of DoctorsManagement, a Knoxville, Tenn.-
based practice consulting fi rm. He cites 
the potential for higher negotiated rates 
with private payers, help with care quality 
reporting, and a harmonious relationship 
with local hospitals that belong to the CIN. 
“Because you are willing to follow their clin-
ical protocols, the hospital will be less likely 
to compete by buying another private prac-
tice,” Good says.

Practices that join CINs should retain an 
escape clause if physicians are unhappy with 
the results, including the right to opt out of 
the negotiated rates and to do quality care 
reporting on their own, if necessary, he says, 
adding that practices must guard against 
any infringement on their judgement.       

“Make sure there are no onerous restric-
tions on your clinical protocols, including re-
strictions on patient treatment or physician 
referral options for your patients,” Good says, .

4
 INDEPENDENT PRACTICE 
ASSOCIATIONS

An IPA is a business entity owned by a net-
work of independent physicians formed to 
share services, improve care, reduce over-
head and negotiate with other healthcare 
organizations, such as insurers, HMOs, 
ACOs and hospitals regarding payments. 
Th ough originally formed to focus on fee-
for-service rates, they are transitioning to 
negotiating value-based contracts.

IPAs typically charge a membership fee, 
which varies according to size and services 
provided.

Th ere is no limit to the number of prac-
tices that can belong to an IPA, though they 
usually are located in the same area. Th e 
larger the association, the greater its nego-
tiating clout.

A collection of independent practices in 
Vermont formed IPA HealthFirst. after two 
previous tries as ACOs failed to produce the 
hoped-for savings, says Chief Medical Offi  -
cer Paul Reiss, MD.

Banding together is necessary in Ver-
mont because the state is particularly 
challenging for independent practic-
es, says Reiss. It’s small (pop. 623,000), 
consistently ranks among the healthi-
est states and is dominated by a single 
healthcare system, the University of Ver-
mont Health Network, which gives it the 
upper hand when negotiating with small 
practices.

Th e IPA, which includes about 150 physi-
cians and non-physician practitioners in 74 
practices, off ers members group purchas-
ing, negotiated premiums on malpractice 
insurance, network-wide contracting with 
payers, a medical school loan repayment 
program, and more, says Reiss.

Practice managers and physicians regu-
larly share ways to economize and become 
more effi  cient, he says.

“It’s a diffi  cult situation, no doubt, but the 
IPA defi nitely helps us hang onto our inde-
pendence,” he says.

5
 DIVISIONAL MERGERS

In a divisional merger, two or more 
practices form a single corporate entity that, 
due to its larger size, can have greater clout 
in negotiating with private payers, health-
care systems, vendors, and others, Glaser 
says. It diff ers from an IPA in that it requires 
the practices to become a single legal entity 
with centralized decision-making, consoli-
dated billing with accounting and fi nancials 
and other services. 

Divisional mergers are an increasingly 
popular option for internal medicine and 
other primary care practices that want to 
become larger without surrendering their 
individual autonomy, says David Glaser, JD, 
a healthcare attorney with Fredrikson & By-
ron in Minneapolis.

A divisional merger can make ancillary 
services more effi  cient—and profi table—
because of the larger combined patient 
base. Also, practices in a divisional merger 

Staying independent

“Because you 
are willing 
to follow 
[the clinical 
integrated 
network’s] 
protocols, the 
hospital will 
be less likely 
to compete 
by buying 
another 
private 
practice.”

—GENE GOOD, JD, CPA, 

CHIEF EXECUTIVE OFFICER, 

DOCTORSMANAGEMENT, 

KNOXVILLE, TENN.
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can add complementary ancillary services, 
as well as share such things as EHRs, IT, and 
other back offi  ce support, Glaser says.

Th ough the combined entity is gov-
erned by a supervisory board with direc-
tors from each member, each practice 
retains a great deal of fi nancial and oper-
ational independence, Glaser says. For ex-
ample, member practices do not need to 
be in the same building or even the same 
city and revenue fl ows are kept largely 
separate. Of course, being farther apart 
can make it more diffi  cult to coordinate 
and share services.

Th e divisional merger must be struc-
tured carefully to avoid Stark law viola-
tions, Glaser says. Also, a divisional merg-
er between two small practices might not 
deliver the desired leverage in negotia-
tions. And, like in many marriages, fric-
tions can arise between partners. None-
theless, it can work, Glaser says: “Doctors 
are an independent lot and, structured 
correctly, the divisional merger lets them 
stay that way.”

6
 INSURER-LED ACOS

Given the many points of friction be-
tween independent physicians and private 
payers, it might be surprising that practic-
es are joining ACOs led by insurance com-

panies. But several health plans, including 
some of the largest in the country, such as 
Aetna and UnitedHealthcare, have formed 
ACOs. Th ey emphasize that they have the 
patient data and resources to evaluate pa-
tient outcomes. 

Brown & Toland Physicians, a San Fran-
cisco-based IPA, says it’s achieved shared 
savings working with a variety of insurer-led 
ACOs. Th e network of 2,100 Bay Area physi-
cians, most of them in small practices, cares 
for more than 335,000 HMO and PPO pa-
tients, says John Long, MD, vice president of 
external relations.

Th e ACOs have been successful in help-
ing member practices stay independent 
largely by cutting costs and earning shared 
savings by demonstrating improvement in 
the various value-based care programs, 
Long says. Th e private insurers’ expertise 
in identifying lower-cost treatment op-
tions has been helpful in that regard, he 
says.  

Brown & Toland President Joel Klom-
pus, MD, says physicians should not be 
wary of insurer-led ACOs because the IPA 
has largely been able to resolve confl icts in 
favor of the doctors while providing them 
with additional revenue needed to stay in-
dependent. 

7
 TAKING ACTION

Hertz recommends hiring legal 
counsel expert in healthcare law to help 
evaluate the options, as well the contracts, 
incorporation papers, and other legal 
documents. Above all, he says, a practice 
should know the details of any new affi  l-
iation and how it will aff ect the practice: 
“Know what you have to gain and what 
you have to lose.”

Th ere is no simple formula that will de-
termine for a practice which structure is 
best, Hertz says. Each practice must decide 
its own best course, based on its circum-
stances, available options, possible partner 
organizations, and the desires of its physi-
cians.

And while the array of choices and the 
pressure to choose the right one can be in-
timidating, experts agree that the worst 
thing a struggling independent practice can 
do is nothing at all.

“Be willing to try something,” says Good. 
“If you think you can hide your head in the 
sand, you won’t survive.” 

Staying independent

“Anyone who 
is going to do 
[value-based 
care] on their 
own is taking 

on a lot.”

—JONATHAN LILLY, MD, 

INTERNIST, DUNBAR, W. VA.,

IPA vs ACO: What’s the difference?

]  An Independent Physicians 
Associations is a business 
model for the purpose of 
negotiating reimbursement, 
forming contracts with larger 
scale and thus more favorable 
terms and other such matters.

]  An Accountable Care 
Organizations (ACO) is a 
network of providers—it can be 
owned by physicians, a hospital, 
a health system or a payer—
focused on coordinating care 
between providers with the goal 
of improving patient outcomes 
and keeping costs low. Physicians 
in an ACOs typically have some 
manner of risk-sharing built into 
their compensation, in which 
they can receive bonuses—and 
sometimes payment reductions—
depending on patient outcomes 
and cost utilizations.

]  IPAs can belong to ACOs
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I
t’s become a well-accepted mantra 
among physicians to “prescribe gener-
ics whenever possible” as a means to 
keep out-of-pocket costs down for pa-
tients. But when a brand-name medica-
tion is the only or best option to treat a 
condition, manufacturer coupons and 
discount cards can sometimes help pa-

tients save money at the pharmacy.
Physicians generally do not receive much 

information about how such direct-to-con-
sumer (DTC) advertised savings programs 
work, and should be mindful of their numer-
ous caveats and limitations.

Th e fi rst challenge is keeping up with 
the rapid growth of such programs. “New-
er, more expensive drugs will almost always 
have some sort of patient assistance pro-
gram,” says Ana María López, MD, MPH, 
FACP, president-elect of the American Col-
lege of Physicians. “I think a lot of people are 
probably aware that these are out there. But 
there are so many plans and it’s very vari-
able; it’s hard for a physician or offi  ce to keep 
track of it all.”

Several years ago, coupons and discount 
cards began replacing the drug samples 
pharma reps used to off er physician offi  c-
es—and quickly. Th e Physician Payments 
Sunshine Act of 2010 increased scrutiny of 
fi nancial relationships between clinicians 

and pharmaceutical manufacturers. Ac-
cording to health data fi rm IMS Health, cou-
pons were available for just 86 indications in 
2009, and shot up to 395 indications by 2012.

Today, discount repository internetdrug-
coupons.com (see sidebar) claims to off er 
discounts on more than 50,000 medications 
nationwide.

RULES AND RESTRICTIONS
Federal anti-kickback statute prohibits 
these discounts, which are funded by man-
ufacturer subsidies, from being used with 
drug coverage provided through Medicaid 
or Medicare Part D.

However, patients with government in-
surance may use the coupons for drugs that 
are not covered by their formularies, notes 
Edward Kaplan, a senior vice president for 
Segal Consulting, which provides benefi ts, 
compensation, and human resources advice 
to employers. “It’s rare—and applies mostly 
to specialty drugs,” he says.

Most often, patients acquire drug cou-
pons by downloading them after hearing 
about them through DTC advertising, says 
Lopez. For example, a TV commercial for 
Nexium (esomeprazone), used to treat 
heartburn, concludes with a message that if 
consumers have trouble paying for the med-
ication, AstraZeneca “may be able to help.”

by  DEBRA A. SHUTE Contributing author

Prescription drug prices are rising, but there are ways 

physicians can help patients fi nd cheaper prices

Understand pharma 

discount coupons

HIGHLIGHT

  Physician offi ces 

should warn patients 

that there’s no 

guarantee a pharmacy 

will accept a given 

coupon or that the 

savings will continue 

long-term.
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CLARIFY BENEFITS, 
UNDERSTAND HURDLES
Th ere are also circumstances in which a pa-
tient will request a prescription to match a 
coupon they’ve obtained, says George G. 
Ellis, Jr. MD, FACP, chief medical adviser for 
Medical Economics.

“We run into this diffi  culty constantly 
because pharma is advertising directly to 
consumers,” he says. Ellis declines to write a 
prescription under these circumstances.

Similarly, time limitations on discounts 
generally are not mentioned in TV advertis-
ing. “You have to be careful because these 
copay assistance programs are not guaran-
teed forever,” says Kaplan. “Th e manufactur-
er can discontinue them at any time.”

Patients can then fi nd themselves having 
to pay the full copay out of pocket. And even 
if a cheaper alternative exists, patients may 
be reluctant to stop taking a brand to which 
they’ve become loyal, Kaplan explains.

Th erefore, physician offi  ces should warn 
patients that there’s no guarantee a phar-
macy will accept a given coupon or that 
the savings will continue long-term. “We 
used to have some coupons [in the offi  ce] 
for specifi c drugs, but even those applied 
to a very narrow group of people,” Lopez 
says. “You have to be careful you know who 
is receiving them so that they won’t end up 
disappointed.”

If a patient requests a medication that 
is appropriate and recommended for his or 
her condition, Ellis may be willing to give it 
a try, he says, but insurer red tape may still 
complicate matters.

“Take a drug like Farxiga (dapaglifl ozin) 
[used to treat Type 2 diabetes]. Th ey want to 

see you fi rst tried metformin and possibly 
something else before you step it up to Farx-
iga,” he says. “We’re being forced through 
step therapy, and between pharma and the 
insurance industry, we are squeezed really 
badly.”

WORKING WITH REPS 
AND VENDORS
Key resources for understanding the ins 
and outs of manufacturer discounts are the 
pharmaceutical representatives themselves, 
although physician interaction with reps 
has diminished in recent years. Drug man-
ufacturer websites often spell out additional 
guidance for prescribers.

“I don’t do lunches anymore or go to din-
ner meetings,” says Ellis. “If a rep comes in 
and asks to talk to me for a few minutes, 
I’ll give them two minutes. I won’t see more 
than four or fi ve reps per day, and all I care 
about hearing is what’s new and what they 
can off er to help my patients.”

During these brief encounters, reps often 
explain and provide coupons to distribute 
to patients. Ellis will then ask the rep to give 
the coupons to staff  at the front desk, who 
will hold them and document that inven-
tory. “We have a logbook so the staff  know 
that if a branded drug is being prescribed, 
they know what coupons are up front that 
patients could use.”

For practices that have the capability, one 
or two employees could become the experts 
to talk with patients about prescription-sav-
ings opportunities, says Lopez. “Or it might 
be as simple as suggesting to a patient to go 
online and see whether the manufacturer 
off ers a savings plan.” 

Drug discounts

“All I care about hearing [when I talk to 
drug reps] is what’s new and what 
they can offer to help my patients.”

—GEORGE G. ELLIS, JR. MD, FACP, CHIEF MEDICAL ADVISER, MEDICAL ECONOMICS.
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RX SAVINGS 
RESOURCES

The number of 
pharmaceutical discounts 
and coupons can be 
overwhelming. The 
following resources 
can help physicians and 
patients fi nd savings on 
particular medications:

Partnership for 
Prescription Assistance 
(PPA)
www.pparx.org 
The PPA is a single point of 

access to more than 475 public 

and private programs, including 

about 200 programs offered by 

biopharmaceutical companies. 

Patients and/or caregivers can 

go to the site and enter their 

information to be matched with 

a patient assistance program. 

Internet Drug coupons.
com
www.internetdrug
coupons.com
This site is a free repository of 

coupons and discounts, which 

users can search by condition 

or drug name.

RxAssist
rxassist.org
The site offers a free database 

of patient assistance programs, 

as well as practical tools, 

news, and articles for patients 

and healthcare professionals.

LegitScript
www.legitscript.com
This company helps discount 

issuers ensure regulatory 

compliance and offers a search 

engine for confi rming a savings 

program’s legitimacy.



T
he electronic health record (EHR) 
system was envisioned to be a pa-
tient-centric modality to increase 
access to patient health informa-
tion across concrete boundaries 
in a secure manner. It increased 
the conscientious patient’s access 
to personal health information 

through secure patient portals. It enabled 
providers to have remote access to patient 
data. 

Despite the technological revolution, 
it has left providers and patients equally 
dissatisfi ed. Patients now share their face 
time with providers with a documentation 
screen. Providers are caught in a cloud-
based web between EHR documentation, 
electronic pre-certifi cations, prescription 
faxes and endless static across telephone 
lines with automated callers.

Th e Health Information Technology for 
Economic and Clinical Health (HITECH) 
Act, enacted as part of the American Re-
covery and Reinvestment Act of 2009, was 
signed into law Feb. 17, 2009. Th e technolo-
gy revolution in patient health information 
has also brought the formidable challenges 
of data security, transfer and ownership.

Healthcare is at a very interesting junc-
ture that we are calling “mining is the new 
medicine.” A medical mining consult for 

a patient is in the foreseeable future. Th is 
is given the conglomeration of all patient 
data points and its interpretation, which 
requires the recognition of infi nite patterns. 
Th e pattern recognitions then require fur-
ther interpretation in the context of current 
guidelines and risk-to-benefi t ratios. Th e 
operational success with medical mining 
rests in the ability to sift through all relevant 
patient data, which might be at the current 
time securely resting across multiple health-
care systems and non-affi  liated Institutions 
as individual data silos. 

A BRIEF HISTORY
Th e 2015 Edition Health IT Certifi cation for 
EHR technology must be met under the MA-
CRA proposed rule. JASON, founded in 1960 
provides independent consulting services to 
the U. S. government on defense science and 
technology. It is a scientifi c advisory group 
that made recommendations to embark 
on Stage 3 of Meaningful Use, focused on a 
functional interoperable EHR system. 

Th e JASON report and subsequent brief-
ings, reviewed the shortcomings with two 
of the world’s largest EHR systems, the Vet-
erans Administration Vista and the DOD 
system using the Armed Forces Health Lon-
gitudinal Technology Application (AHLTA). 
Several private commercial EHR systems 

by NITA K. THINGALAYA, MD, and ARUNKUMAR N. BADI MD, PHD Contributing authors

Physician input is critical in achieving systems that can 

interact and provide a complete data picture of our patients

EHR interoperability: 

The new medical ‘mine’

HIGHLIGHT

  Despite the initial 

dissatisfaction 

between the patients 

and the providers with 

shared screen time, 

there is an impetus to 

unify record across 

EHR systems.
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have also thrived in the past decade. Th e JA-
SON study process involved an expert panel 
from the academic, industry, and govern-
ment sectors. 

In addition to interoperability, the report 
identifi ed setbacks in the health infrastruc-
ture. JASON has emphasized the impor-
tance of standardization and data security 
between the shared data systems and data 
ownership.

JASON briefi ngs have several recom-
mendations, including unbiased third-party 
certifi cations through organized “code-a-
thons.” 

Th e buzzword in health IT is “interop-
erability.” We have progressed from an era 
of EHR implementation and adoption to 
open data exchange between providers in 
healthcare and patients. Despite the initial 
dissatisfaction between the patients and the 
providers with shared screen time, there is 
an impetus to unify record across systems 
and make the patient in charge of sharing 
relevant health data with providers. 

EMERGING STANDARDS
An Application Programming Interface 
(API) is a protocol allowing data sharing 
between software applications. Th is inter-
face bridges two applications, allowing data 
fl ow regardless of the original inception or 
design. Th e API task force has systematically 
investigated security concerns and the po-
tential risks. Data breach associated with 
HIPAA approved APIs versus the non-HIPAA 
regulated fi tness trackers. An API that has 
gained notice by the Centers for Medicare & 
Medicaid Services (CMS) is Fast Healthcare 
Interoperability Resources (FHIR). 

Grahame Grieve is the architect-devel-
oper of FHIR (pronounced “fi re.”) It remains 
a draft standard and application program-
ming interface and is currently in FHIR 
Release 3 (STU) - FHIR v3.0.1. Health Level 
Seven International (HL7) is a nonprofi t, 
ANSI-accredited standard-developing orga-
nization that has an oversight on FHIR. Th e 
FHIR platform is currently being tested by 
diff erent organizations. 

Th e next crucial and sensitive operation 
to be tackled is data security. Currently the 
applications OAuth 2.0 and OpenID are 
being used for security and authorization. 
CMS and ONC have requested public feed-
back as part of the proposed rule for MAC-
RA implementation and Health IT certifi ca-

tion respectively for the FHIR v3.0.1.

INTEROPERABILITY TRENDS
Th e Argonaut Project, launched by HL7 
in 2014, is a privately funded initiative to 
further interoperability standards. Th e Ar-
gonaut sponsors consist of vendors and 
healthcare provider sites: Accenture, athen-
ahealth, Cerner, Epic, McKesson, Meditech, 
Surescripts, Th e Advisory Board Compa-
ny, Beth Israel Deaconess, Intermountain, 
Mayo Clinic, Partners HealthCare and Bos-
ton Children’s Hospital. 

A previous version of FHIR was used by 
Regenstrief Institute to test data transfer-
ability between the Epic EHR and the open, 
epic API. Th e Indiana Network for Patient 
Care (INPC) was able to authenticate proof 
of work and data integration. Th e MIT 
Media Lab has used the Ethereum block-
chain Application platform to generate a 
“MedRec” prototype equipped with smart 
contracts. MedRec team has been indus-
triously exploring options to integrate the 
interoperability with systems like Epic and 
Cerner. 

THE FUTURE
Future developments should allow interpre-
tation of healthcare data from a vast distri-
bution ledger, to decipher patient relevant 
clinical insights. 

Such a development can be expected 
from blockchain technologies. Th is will en-
able cost eff ective evidence based medicine 
practices across nonaffi  liated healthcare 
systems. As patient-related data is entered 
into this unifi ed EHR and as transactions 
occur from multiple sources of origin, the 
question would be, what is the clinical rel-
evance? Each transaction, with its unique 
numeric code, creates a distinctive node in 
the audit trail. 

Some important questions remain, in-
cluding, “can a patient also enter a transac-
tion?” Physicians are important stakehold-
ers in the clinical data by their deductive 
reasoning with clinical decision making. 
Another question: Who will own the data 
when the data resides in multiple interoper-
able EHRs: the physician, the patient, or the 
hospitals? 

Physician input will go a long way in mak-
ing interoperability a success. As responsi-
ble physicians, can we accept and excel with 
the new wave of “the medical mine”? 

Interoperability

Nita K. Thingalaya, MD, 

is an internal medicine 

hospitalist with over 15 

years’ experience as 

a practicing physician. 
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director in healthcare 

utilization with 

experience in clinical 

research and informatics. 
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present.

Arunkumar N. Badi, 

MD, PhD, is a practicing 

ENT and sleep medicine 

specialist (dual board 

certification) and also 

an adjunct professor 

at University of Texas 

Dallas Department Of 

Electrical and Computer 

Engineering.

“Who will 

own the data 

when the 

data resides 

in multiple 

interoperable 
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patient, or the 

hospitals?”
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en to 20 minutes. Th at’s the 
length of time the average 
primary care physician 
spends during a consult 
with older patients with 

multiple chronic conditions, according 
to a 2017 study in medical journal BMJ 

Open. Often it’s even less, given time 
constraints and competing priorities.

For most physicians, the most re-
warding part of the job is the relation-
ships we cultivate with our patients. 
And these relationships are especially 
true for the three in four Americans 65 
years and older who have two or more 
chronic health conditions. By devel-
oping strong relationships with our 
patients, we’re not only able to treat 
their immediate conditions, but also 
address any accompanying social and 
emotional issues that could infl uence 
health outcomes. 

But 10 minutes isn’t enough time to 
do all that we want to do and have all 
the conversations that we want to have 
with our patients. How do we address 
this gap in care so our sickest patients 
get the care they need? 

Quest Diagnostics recently commis-
sioned a survey to fi nd out how prima-
ry care physicians and Medicare-age 
patients view managing their multiple 
chronic health conditions. About 66 
percent of primary care physicians say 
they don’t have the time and/or band-
width to worry about patients’ social 
issues, and 44 percent of patients don’t 
tell their doctor about those issues. 

And only 3 percent said a consult one 
to two times a year was suffi  cient to 
deliver care for these patients. 

Th e responses underscore gaps in 
care related to behavioral health issues, 
and the solitary journey many patients 
feel they are on when it comes to their 
health. Th e survey found that patients 
tell their doctor about their diff erent 
medical conditions, they do not tell 
them about other issues they are facing 
such as loneliness, fi nancial issues, 
and/or transportation issues. One-
third of patients say sometimes they 
feel like no one understands what they 
are going through. 

One can argue that there’s a discon-
nect between patients and their PCPs, 
but there doesn’t have to be.

CMS began to reimburse for chronic 
care management (CCM) services in 

January 2015 as a means of supporting 
patients in between physician visits. 
CCM services are non-face-to-face 
services provided to Medicare bene-
fi ciaries who have multiple chronic 
conditions. CCM services may provide 
24-hour access to qualifi ed providers 
for patients who could benefi t from 
assistance on meeting care plans, 
scheduling doctor visits, medication 
management, and escalating emergen-
cy issues. Services reimbursed under 
these new rules include electronic 
and phone consultations with trained 
professionals. 

Th e Quest survey found that most 
PCPs (84 percent) said a CCM service 
could help them deliver care to chronic 
care patients. Yet about half did 
not know CMS reimburses for such 
services. CMS estimates 70 percent 
of Medicare benefi ciaries—roughly 
35 million people—have two or more 
chronic conditions and would be eligi-
ble for the care services.

As the population ages, services 
that help support patients between the 
traditional physician consult will be 
essential to eff ective care. CCM can be 
part of the solution. With better sup-
port, patients may experience better 
care and outcomes as major health 
issues are identifi ed early and averted. 
And helping patients lead longer, more 
productive lives is time well spent. 

Jeffrey Dlott, MD, is the medical director of 

Quest Chronic Care Management.

Physicians need more time 
with chronic care patients

“As the population 
ages, services 
that help support 
patients between the 
traditional physician 
consult will be 
essential to effective 
care.”

BY JEFFREY DLOTT, MD
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OUR ADVISERS HAVE A QUESTION FOR OUR ADVISERS? MEDEC@UBM.COM

The board members that contribute expertise and analysis to help shape content of Medical Economics.

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

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

“Listen to your patients to truly understand them.”

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

“Take a good vacation every year (not that I do).”

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

“Take time to go boating.”

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

“You’re already helping me by just being here.”

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

“Attitude makes all the difference.”

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

“Spend more time with your family.”

Best thing said / advice given by a patient

“I feel like you’re my sister, not my doctor.”

mailto:medec@ubm.com


MedicalEconomics.com48 MEDICAL ECONOMICS  ❚  OCTOBER 10, 2018

MARKETPLACE

P R O D U C T S  &  S E R V I C E S

M E D I C A L  E Q U I P M E N T

 

Contact me today to place your ad.
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Reach your target audience. 
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Mark J. Nelson MD 

FACC, MPH

E-mail: 
mjnelsonmd7@gmail.com

Advertising in Medical 

Economics has 
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of our program and 

business by putting me 

in contact with Health 

Care Professionals 

around the country 

who are the creators 

and innovators in their 

field. It has allowed 

me to help both my 

colleagues and their 

patients.
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By Jon Carter, cartertoons.com

COMING 
NEXT ISSUE

“That’s not the policy towards drugs. That’s the insurance 

company’s philosophy on claims.”

EXCLUSIVE EHR REPORT
Physicians tell us how electronic health record systems are working today, 

with a focus on the ways they take data sharing into their own hands when 

software fails.

ALSO INSIDE:

] Doctors who don’t use EHRs

] A young physician’s perspective on EHRs

] Will Google transform electronic records?

] Exclusive data on EHR performance
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