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Why Your Informed Consent
Form Isn’t Cutting It
Do any of these examples sound like your practice?
•

•

•

Scenario 1: Your electronic medical
records (EMR) system prompts the
patient to sign your informed consent
before their first visit.
Scenario 2: A staff member obtains
a signature on your informed consent
forms when interviewing the patient
about their health history.
Scenario 3: A drug manufacturer
provides a template form that you use
to obtain patient signatures for
informed consent.

Many physicians’ routines resemble one
of these scenarios for obtaining a
patient’s informed consent. However,
such approaches may not meet legal
standards and could invite trouble if the

patient’s results are less than perfect. So
why are bad informed consent habits so
common?
Physicians and practice managers are
busy. Thus, informed consent can
become sidelined as a check-the-box
task when it’s intended to be an
interactive process.
Using your EMR system’s intake forms or
relying on a manufacturer’s template
might seem like a streamlined approach
to compliance, and you’ve probably
witnessed patients signing informed
consent documents with little provider
interaction since your earliest days in
medicine. When “everybody’s doing it,”

it feels more like standard practice and
less like a bad habit.
Failing to Receive Sufficient
Informed Consent is a Big Deal
To ensure that patients have the
information to make informed medical
decisions, the law requires you to
engage with them about the risks or
benefits of your recommended
treatment plan. Moreover, you must give
them an opportunity to ask questions.
There can be significant penalties for
failing to obtain sufficient informed
consent. Many states deem it a form of
malpractice. Without your patient’s
properly obtained informed consent,
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you might find it difficult to prove to the
court that you weren’t negligent and
that your conduct was reasonable.
Informed consent-related concerns can
also trigger professional discipline,
patient complaints and massive
insurance clawbacks.
How to Obtain Proper Informed
Consent
Informed consent is a conversation
between the provider and patient
regarding that particular patient’s plan
of care. To obtain true informed consent,
you should discuss the treatment details
at length, including three essential
elements:
1. Potential benefits of the proposed
treatment;
2. Potential risks of the proposed
treatment; and
3. Alternatives to the proposed
treatment (including doing nothing).
The benefits and risks will necessarily
depend upon your patient’s health
and social history. Remember,
this conversation should be
patient-centered, leaving ample
time and space for questions.
Only after this conversation should you
ask a patient to sign a document. If you
detect hesitancy or apprehension,
consider giving the patient a copy of the
completed form detailing the risks,
benefits and alternatives with some
additional educational resources. Then
offer a follow-up appointment. Of
course, a time-sensitive condition
demands that you also discuss the risks
of delaying treatment further.

opportunity for the patient to ask
questions. In short, the typical scenarios
fail on multiple fronts.
Poor Health Literacy and Informed
Consent
Health literacy is the degree to which a
person has the capacity to obtain,
process and understand basic health
information needed to make
appropriate health decisions.
Unfortunately, some estimate that about
36% of American adults have low health
literacy. The elderly and those with lower
education levels are most likely to
struggle with these topics.
During an informed consent
conversation, you should look for signs
that the patient understands the
treatment plan. If the patient seems
confused, offer further explanation until
you’re satisfied that the patient grasps
their options. Your informed consent
conversation also offers an opportunity
to educate patients about their broader
health.
Conclusion
While medical practices almost
universally go through the motions of
obtaining informed consent, many fall
short of the legal requirements. It’s easy
to point to a signature as evidence that
a patient gave informed consent.
However, in a lawsuit, the courts will
examine the process by which you
obtained that signature.
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To minimize liability, start with informed
consent forms that mirror the legal
requirements in your state. A health care
attorney can educate you on legally
sufficient informed consent procedures
and help you integrate them into your
daily practice.
This article is made for educational purposes and
is not intended to be specific legal advice to any
particular person. It does not create an attorneyclient relationship between our firm and the
reader. It should not be used as a substitute for
competent legal advice from a licensed attorney
in your jurisdiction. l

This discussion is both legally and
ethically mandated. However, it also
provides a valuable opportunity to build
trust and leave a good impression,
especially with new patients.
So how do the typical informed consent
scenarios miss the mark? First, many
informed consent-gathering procedures
don’t include discussing the specific care
plan with the patient. Second, templates
rarely address the particular treatment’s
risks, benefits and alternatives. Third, if
the patient signs consent forms before
meeting the physician, there’s no
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