
Scenario A: 
An otherwise healthy 38-year-old 

male had been diagnosed with high
cholesterol. His primary care
physician prescribed a statin and
increased the dose when the
patient’s condition was slow to
respond. Increasingly, over a two-
year period, the patient began to
complain of muscle pain but his
physician told him he was out of
shape and recommended exercise.
The matter came to a head when the
patient, experiencing significant pain
over a holiday weekend, went to the
ED where blood tests revealed he
was in liver failure. 

Following hospitalization and a
lengthy recuperation, the patient
sued his doctor. Expert witnesses

for the plaintiff criticized the
prescribing physician’s failure to
monitor his patient’s liver enzymes
and to be more responsive to the
patient’s complaints of muscle pain.
Although current standard of care is
in flux, during the time this patient
had been treated, it was considered
advisable for statin-using patients 
to receive blood level tests at least
once per year. This patient had
never been advised that he needed
a test. No expert could be identified
who would state that the patient’s
care had been adequate. Based on
criticisms of failure to monitor care,
and acknowledging the likelihood
that the patient would eventually
need a liver transplant, a settlement
offer was reached. 

Scenario B: 
A 28-year-old female had a history

of migraine headaches. She
received only partial relief from the
medications she had been taking,
and her primary care physician
referred her to a neurologist who
offered her a tricyclic antidepressant
that was being used off-label for
migraine sufferers. The patient did
well on the medication, and her

headaches lessened in frequency,
duration and intensity. 

Nineteen months later, the patient
became pregnant. The patient
scheduled an appointment to see
her OB; at that time she was
approximately 11 weeks pregnant.
Reviewing her list of medications,
the OB warned her to stop taking
the drug and explained that it might
injure the fetus. Two days later the
patient miscarried. 

She sued the neurologist. During a
deposition, she admitted that she
had not read the package insert but
she also asserted that she would
certainly have remembered if the
prescribing doctor had warned her
against taking the drug if she were
thinking about getting pregnant. The
plaintiff won her lawsuit but did not
receive a large amount due to the
jury’s perception of her contributory
negligence—meaning that the jury
believed the patient shared some of
the responsibility for the
miscarriage. 

Subsequently, the state medical
board reviewed the case and
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censured the neurologist for failure
to provide adequate “patient
education” documentation in the
patient’s record and for failure to
notify the patient’s primary care
provider of the results of the original
consult, e.g., the prescription for the
antidepressant. A limitation was
placed on the neurologist’s license
until he had completed remedial
training specific to obtaining and
documenting informed consent. 

In both of the above cases,
plaintiffs’ attorneys, expert
witnesses, and (in Scenario B) state
medical board representatives
referred to data and information that
had been readily available from the
FDA and which, if acted upon by
either of the defendant physicians,
might have prevented their patients’
injuries.

In addition, when prescribing any
medication for a woman of
childbearing age, the patient should
be warned of lack of safety if
pregnancy should occur. 

What is the FDA’s role? 
Some physicians and other

healthcare professionals mistakenly
believe the FDA dictates a standard
of care for the prescription of
healthcare drugs and medications.
This isn’t so. The FDA’s primary role
is to protect the public health and,
through its various agencies, has
responsibilities that include:  
• Promotion of food safety.
• Assurance that tobacco

products comply with federal
regulations.

• Oversight of the safety and
labeling of prescription and over-
the-counter (OTC) drugs as well
as vaccines, iopharmaceuticals,
medical devices, sperm
donation, assisted reproduction,
and products used for blood
transfusions.

• Monitoring of cosmetic products
and dietary supplements to
ensure their safety and proper
labeling.

• Protection of the public from
injury due to electromagnetic
radiation emitting devices
(EREDs).

• Regulation of drugs and
products used in veterinary
medicine.

• Facilitation of the availability of
new products or services that
have potential to improve public
health.i

In addition to its historical
oversight of the development and
approval of new products, the FDA
was given additional responsibilities
in 2007 when passage of the FDA
Amendments Act (FDAAA) assigned
comprehensive new duties to the

FDA’s to-do list, including:
• Oversight of required label

changes implemented to
address serious safety issues.

• Introduction of required clinical
studies and trials deemed
necessary to evaluate serious
safety risks.

• Management of drug-related
risks via required Risk Evaluation
and Mitigation Strategies.

These additional responsibilities
allow the FDA to continue to monitor
risks in products that have already
received approval and have been
released in the marketplace. Each
area of FDA oversight has some
degree of influence on the practice
of medicine. 

But the FDA does not “dictate”
how physicians should prescribe 
for or treat their patients. This is 
an important distinction, according
to James M. Tracy, D.O., an Omaha-
based allergist who is also a member
of the Pulmonary Allergy Drug
Advisory Committee (PADAC),
serving as a “special governmental
employee for the FDA.” Although a
member of PADAC, Dr. Tracy is not a
“spokesperson” for the FDA and, in
his role as a medical specialist, he
wants to emphasize that the “FDA
doesn’t ‘regulate’ the practice of
medicine.” “Physicians are free to
practice medicine to the best of their
ability,” he says. When it comes to
drugs, “the FDA wants to
demonstrate that drugs are, first,
effective, and then safe.” Given the
global reach of the supply chain, this
oversight may include ingredients or
materials that have been grown,
processed, or manufactured
anywhere in the world.  

With his combined medical
expertise and his knowledge of FDA
processes, Dr. Tracy worries that
sometimes physicians may
misunderstand the FDA’s role and
resent what some perceive as
intrusion into the doctor/patient
relationship. Ultimately, he says,
prescribing decisions “fall on the
shoulders of the physician.” There
are three ways, for example, in which
information regarding medications
can be easily provided to physicians.
First, he says, doctors pay attention
to how each medication affects their
patients. Second, FDA warning data
is shared with pharmacies who then
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call a prescribing physician if a
prescription triggers concerns
related to the FDA warning. And,
third, manufacturers will also send
out letters, either on their own, or as
required by the FDA, to give
physicians a “cautionary notice.” 

It should also be noted that
physicians’ concerns may trigger
FDA follow-up action relative to the
safety of already-approved drugs.
Perhaps the best known example
occurred when an increasing number
of physicians reported poor
outcomes that ultimately contributed 
to the removal of Vioxx from the
marketplace. Critics contend that
this pain medication was responsible
for the deaths of nearly 60,000
people in the U.S.ii iii

So, it’s not enough for physicians
to be receptive to information from
other sources. They should also
notice when a medication seems 
not to be having the intended
effect—and, based on their level of
concern, they should take action. By
communicating with other providers,
by escalating their concerns within
their professional associations, 
by pressing manufacturers for
reliable data, and by sharing their
experiences with the FDA,
physicians have prevented countless
patient injuries, and helped improve
the quality of prescription drugs. 

Gray Area: Off-Label 
Prescribing

“I’m sure I used an off-label drug
today,” says Fred W. Frick, M.D., an
Indianapolis-based physician who
limits his practice to the treatment of
diabetic patients. Dr. Frick is board
certified both in internal medicine
and addiction medicine. On a daily
basis, he treats patients with a
debilitating disease, many of whom
also have a variety of co-morbid
conditions. It can be very
challenging to stay tuned to the

waves of information that flow into
the medical practice. 

As Dr. Tracy noted in a
presentation to the Iowa Chapter 
of the Health Information and
Management Systems Society
(HIMSS), physicians are often
pressured by the fact that: 
Advances in science are (both) 
a reality and a challenge.
• (Currently, there is) no well-

established universal definition
of acceptable ratio of risk and
benefit for therapeutic products.

• FDA needs to obtain outside
input to ensure maximal public
good, e.g. advisory
committees.iv

For Dr. Frick, the FDA takes some
of the sting out of these challenges:
“In my world, the FDA is beneficial
because it provides warning signals
in interactions between medications,
both prescription or OTC.” 

“Most physicians use a number 
of drugs off label. They may have
indications that are not approved by
FDA. Many of these (uses) are most
appropriate.” Some of these drugs
have been in use for a long time, he
says, many of them “have been used
for 20 or 30 years, and we (doctors)
have used them for the conditions
for which they were originally
approved and sometimes also for
off-label uses. In some instances,
these exceptions are now so
common that information concerning
their (off-label) use is published in
formal guidelines. And I personally
have had the experience of hearing
their (off-label) use mentioned at
national lectures I’ve attended.” 

Both physicians agree that 
off-label prescribing may require 
that doctors think differently about
explaining the risks and benefits of
the proposed medication to their
patients. Dr. Tracy notes that the
doctor needs to take into account

the possible difference it might make
to the patient to know a drug has
been prescribed off label. “When a
drug comes onto the market, it 
may have been in development for
as many as 15 years. FDA now
monitors post-release data. There’s
certainly a place for due diligence
here and the doctor’s responsibility
falls within the discussion (with the
patient).” By thinking about the
potential risks to the patient, Dr.
Tracy says, “it is the doctor’s
responsibility to decide whether 
or not to tell the patient ‘You might
get an ulcer.’ Ultimately, balance is
the key.” 

Dr. Frick points out that “There 
are a number of drugs that we
commonly use for the pain of
diabetic neuropathy that are not 
FDA approved. Gabapentin, which
was originally approved as an 
anti-epilepsy medicine, is frequently
prescribed for neuropathic pain but 
isn’t approved for this purpose.”v

“Another common example is 
the ‘ancient’ antidepressant
amitriptyline, which has proven very
appropriate in treating migraine,
even though it’s not approved for
migraine and quite possibly never
will be approved.vi And, I believe that
it is even referenced in the American
College of Neurology guidelines.”

Continued on page 4

I s sue  1  •  2015 3



For Dr. Frick, the decision to
discuss off-list prescribing with a
patient depends on the dosage and
the toxicity level of the particular drug.
“If a drug has very low toxicity and it’s
unlikely to do harm, no, I might not go
into it. For example, I usually don’t
have that conversation with a patient
when I’m using gabapentin for
diabetic pain because it’s a very 
non-toxic drug.”

“But some drugs do have significant
toxicity and in those instances it
would be wise to have an informed
conversation with the patient—to 
help him really assess the risks and
benefits. In instances of possible
higher toxicity I would probably
document in the chart that I had a
discussion with the patient, and we
talked about the ‘risks and benefits.’
For some drugs, I might go into more
detail. An example might be a drug
called allopurinol that I commonly
prescribe to treat gout. It’s generally a
benign drug but in rare situations it
can cause a life-threatening reaction.
I’ve never seen this, but in 1:10,000
cases the risk can be dangerous. 
So, I’d educate the patient how to
look out for those side effects.”

Gray Area: Black Box 
Warnings 

Black box warnings should
generate the same sort of thoughtful
review. Are there any indications that
this specific patient may be at risk? If
so, Dr. Tracy suggests, it’s important
that the doctor should gauge the risk
versus the benefit. 

“In the asthma world, there’s been 
a controversy over the use of long-
acting bronchodilators such as
salmeterol and famoterol. The FDA
identified safety concerns with this
class of drugs, questioning whether
their use may be associated with
asthma-related deaths. Additional
studies focused on these safety
concerns relative to patients taking
long-acting bronchodilators. 

How do you and your staff stay on
top of the ever-changing information
related to medication management?
Ask yourself the following questions:

1. Do we have a policy? 
Our practice has a written policy
that specifies our commitment to
patient safety – including
medication management.  

2. Do we have specific medication
management procedures? 

Some examples:
a.  Our master calendar

establishes the timing for drug
inventories, including samples.

b.  Administrative oversight of our
drug management plan is built
into our master calendar, e.g.,
periodic review and revision 
(as needed) of medication
management training provided
to all new staff. 

c.  Periodically, our practice
provides staff updates and
reminders related to our
medication management      
plan. Examples might include
case studies, group discussion
of drug management in our 

practice. Case studies, incident
review, and group discussions
whose objectives are to help
ensure that all staff members
are on the same page when it
comes to medication safety. 

3. Does our practice utilize specific
processes that ensure
compliance with our procedures?
Some examples: 

a.  Job descriptions specify
accountabilities for prescription
refill, patient education,
communication of information
related to drug warnings,
incident reports, etc.?

b.  When it comes to informed
consent for prescription
medications, our clinicians use
a template approach that
ensures consistency, e.g.,
patient education and
documentation. 

c.  We routinely utilize a variety of
resources to help our staff stay
informed about changes in
standards for medication safety. 

A few examples might include:
•  Regularly scheduled review

of FDA resources.

•  Ongoing networking with
health system/hospital/
pharmacy consultants, etc.
for the most current
information about drug
safety, including OTC
products.

•  Access to medical
specialists, pharmacy
experts, pharmaceutical
company resources,
respected journals—a variety
of sources, any of which can
provide reliable information
and resources. 

•  We periodically audit patient
records for compliance with
our medication safety
protocols. The results of
these audits are shared for
the purpose of education 
and patient safety. 

•  Our commitment to
medication safety doesn’t
waiver. Failure to comply will
trigger disciplinary action—
regardless of the credentials
or title of the offender. 

Medication Management Plan; For Staff Discussion and Review
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An FDA advisory committee met and,
after a thorough review, expressed
the opinion that these drugs, in
combination with a corticosteroid,
could be used, but with caution. 
To address some still unresolved
concerns, a “Black Box Warning”
was issued. So, doctors shouldn’t
ignore the black box. It’s important
that each of us understands the
issues so we can optimize the risk
benefit profile for our patients—and
this includes telling our patients of
these concerns. For example, I might
ask my patient, “How are you doing
with it? If you have problems, I want
you to stop taking it and contact me
right away.” 

Dr. Frick takes the approach that
FDA information, including warnings,
is “very helpful. Our practice
participates in a system-wide EHR,
and when we receive a warning, our
pharmacy does a very good job of
notifying us. There’s more material
for physicians to learn now but the 
ability to access information today is 
like night to day. All of this stuff is
instantly available. So if I want to
learn about a drug, I ought to be able
to find information about it in 30
seconds. Our professional
organizations, like the American
College of Physicians, and others, 
do a wonderful job of providing
continuing education. When I
started, if you had a question, you
had to head to a medical library and
it could easily take an hour just to
answer one question.”

In line with ease of access, Dr.
Frick says that “FDA resources are
also easy to use.” Doctors can use
their health system pharmacies to
great advantage, as well. “I find that
mine is nearly limitless.” Much of 
this information is available from
unbiased sources he says and warns
that “it’s not a good idea to rely on
the advice of someone who has a
vested interest in the product.” 

Becoming Familiar with 
FDA Resources

Health systems, pharmacies,
hospitals, ambulatory care centers,
and larger medical practices typically
have staff directly assigned to
monitoring FDA information.
However, doctors can individually
subscribe to FDA drug newsletters
and obtain information on 
numerous health-related topics on
the various FDA sites. It is worthwhile
to explore the following as part of the
practice’s commitment to medication
safety:  

Adverse Drug Reactions*
• Adverse drug reactions occur in 

10-20 percent of hospitalizations
• Of these, nearly 20 percent of

reactions are severe
http://merckmanuals.com/
professionals/c

FDA Updates on Medication Safety
and Errors
www.fda.gov/drugs/drugsafety/medi
cationerrors/default.htm

FDA Compliance Warnings 
Focused on drug warnings and
enforcement activities and
compliance
www.fda.gov/drugs/guidancecompli
ance and other compliance
information.
• Drug recalls
• Drug shortages
• Drug safety communications

• Medical abbreviations (toolkit)
• Medication errors
• Sound-alike drugs

www.fda.gov/drugs/drugsafety/
medication

FDA Warning Letters and 
Regulatory Actions
www.circare.org/FOIA/irbspinv1.htm

FDA Watch List: Database Search
www.accessdata.fda.gov/scripts/
cder/data

How to Read a Package Insert*
www.thewellproject.org/en_us/
Treatment

Institute for Safe Medication
Practices*
Medication safety tools and
resources, including:
• Drug- and technology-related

updates and warnings
• Toolkits related to drug names,

confusion and errors, methods 
for preventing errors, etc.

• Root cause analysis, including
FMEA (Failure Modes Effects
Analysis) and others

• ISMP Positions, Viewpoints, 
and Guidelines

• Patient Safety articles, research, 
and policy discussions

• Textbook errata corrections
• Numerous other resources

Nursing 2014 Handbook 
ISBN: 978-1-4511-8635-2 Also,
offers a weekly drug update app. 
https://itunes.apple.com/us/app/
2014-nursing

Patient Safety Measure Tools 
& Resources*
AHRQ inventory of tools, resources,
conferences, and workshops all
focused on helping providers
improve patient safety
www.ahrq/gov/professionals/
quality-p

PDR (Physicians’ Desk Reference) 
Online version is free for US medical
professionals: www.pdr.net

*Excellent resources for employee 
education 

Continued on back 
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Its official.  We’ve been working
on a new, fresh and re-designed
website for the past few months.
We are very excited that it is finally
here!

Aside from an updated look, the
new PSIC website is designed
responsively, which means it’s a
website that has been constructed
so that all of its content, images
and structure of the site remains the
same on any device (smartphone,
tablet, laptop or desktop computer).
For example, when you access a
site on your desktop computer, you
are getting the full view of the site.
But when you visit a site from your 

smartphone or tablet, the 
site will retract to fit the
smaller screen.

In addition, we’ve added a
Learning Center section that
includes a blog so that we
may bring you better/fresher
content, update you on 
new and exciting things
happening in the physician
market, and share with you
things we’re up to here at
PSIC. 

We think you’ll like the new
look, and we’re sure you’ll
like the improved navigation
and fresher information.

Introducing our New Website: www.PSICinsurance.com/physicians! 

Conclusion
Medicine is an ever-changing art,

and the prescribing of medications
may be its most rapidly evolving
element. Doctors can’t be perfect in
their prescriptive duties but they can
pay attention and consider the
individual patient when making
important medication decisions. 
“We need to provide adequate 
documentation along the way,”
concludes Dr. Tracy. “It’s important. If
we’re honest, and review our records,

we can learn. (All of us) at one point or
another will think, ‘I wish I’d said (thus
and so) to this patient’.” Adequate
documentation, as Dr. Tracy calls it, is
critically important to sound patient
care. It also serves as one of the most
effective tools in a physician’s risk
management arsenal. 

i What Does FDA Do?
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Systems
Society): Iowa Chapter. January 29, 2014. 
http://iowahimss.org/index.html

v Lindsay, T. J., Rodgers, B. C., Savath, V., et
al. Treating Diabetic Peripheral Neuropathic
Pain. 2010. Jul15;82(2):151-158.
www.aafp.org/afp/2010/0715/p.151.

vi Silberstein, S.D., Holland, S., Freitag, F., et
al. vidence-Based Guideline Update: 
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Other complementary Treatments for
Episodic Migraine Treatment in Adults.
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