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Re-imagining Consent
in the Age of Health Literacy
March 16, 2018
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Welcome
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And…
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Why now?
• 2007 MAPS developed statewide informed
consent policy
• 2010 MAPS work group developed model policy
• Past decade
• Link https://mnpatientsafety.org/informed‐consent
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Learning Objectives:
1. Describe best practices for developing clear,
patient‐friendly informed consent processes.
2. Articulate the basic legal requirements for informed
consent in clinical settings;
3. Define best practices for communicating risk and
safety information to patients with low health
literacy;
4. Incorporate plain‐language principles to create
consent documents that are easy to understand.
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Bridging Gaps
• Current policy and form
• Use
• New learnings
• Need for re‐convening
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the Age of Health Literacy
Professor Chris Trudeau, JD
Associate Professor,
UAMS Center for Health Literacy
& UALR Bowen School of Law
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Which of the following is the best
predictor of an individual’s health status?
a.
b.
c.
d.
e.

Age
Income
Race/ethnicity
Education Level
Literacy Skills

75% of people who reported being in
poor health also tested in the below‐
basic HL category.
Source: Weiss BD. Health Literacy: A Manual for Clinicians. American Medical
Association / American Medical Association Foundation, 2003. p. 7.
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Scary data we all need to know
In one of the largest studies conducted on health literacy,
researchers using patients from two public hospitals found
that:

Source: http://www.ncbi.nlm.nih.gov/pubmed/7474271
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What is risk communication?
(It’s more than just numbers)

Risk communication is
helping people understand
the nature and seriousness
of a certain action
(procedure, test, etc.) so
they can make an informed
decision about how to deal
with the risks involved.
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Key components of risk communication
1. What we communicate.
2. How much patients want to know.
3. When we communicate it.
4. How we communicate it.
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What must be disclosed in a consent
form?
The patient must receive an appropriate
amount of information about:
the procedure itself
the risks and benefits
the costs and side effects
the available alternatives
the consequences of not treating
who is or will be providing the treatment
and any other information (required under State law)
that would reasonably allow the patient to make an
informed decision about whether or not to undertake the
treatment.
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Conditions of Participation for Critical Access
Hospitals (CAH) require:
 Name of patient, and when appropriate, patient’s legal
guardian;
 Name of CAH;
 Name of procedure(s);
 Name of practitioner(s) performing the procedures(s);
 Signature of patient or legal guardian;
 Date and time consent is obtained;
 Statement that procedure was explained to patient or
guardian;
 Signature of professional person witnessing the consent;
 Name/signature of person who explained the procedure
to the patient or guardian.
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CMS’s Conditions of Participation (tag C‐
0320) says this about consent:
“Informed consent requires
that a patient have a full
understanding of that to
which he or she has
consented. An authorization
from a patient who does not
understand what he/she is
consenting to is not
informed consent.”
• Ctr. for Medicare & Medicaid Serv., State
Operations Manual, Appendix W, at C-0320
(2015).
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Risk involves much more than
communicating what is legally required
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How is information
normally
presented in
health settings?
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V.
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Myth: Legal clauses protect our clients against lawsuits.

Fact: Including legalistic clauses does not better
protect against lawsuits. Complex consent forms have
been the basis of legal action by patients & research
subjects even in the absence of physical harm.

AHRQ Toolkit
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The Joint Commission said this nearly 10 years ago…
“Informed consent forms that are
written by lawyers for lawyers do
not increase the knowledge of
those who, with their signature,
are committing to allow the
performance of treatments and
procedures that may be associated
with significant risks. The typical
informed consent form is
unreadable for any level of reader.”
THE JOINT COMM’N, WHAT DID THE DOCTOR SAY? IMPROVING HEALTH LITERACY
TO PROTECT PATIENT SAFETY, p. 34 (2007).
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“[A]ny healthcare provider who directly treats patients may
be considered responsible in one way or another for
educating them and ensuring that they've consented to
treatment.
Even when you're not legally required to obtain consent,
skipping this important process can increase your odds of
being sued, the amount of damages a plaintiff seeks, or
both.” HPSO Risk Advisor 2007.
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The malpractice risk of poor informed consent
4 of the top 10 reasons for malpractice:
o No informed consent
o No informed refusal
o Communication problems
o Weak patient education
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“The Top 10 Reasons Physicians are Sued for Malpractice” ProAssurance Corp

11

3/13/2018

Scary data for “legal”
In one of the largest studies conducted on health literacy,
researchers using patients from two public hospitals found
that:

Source: http://www.ncbi.nlm.nih.gov/pubmed/7474271
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Speaking of informed consent…
The typical informed consent document has an
average 10th – 12th grade reading level.
But the average reading
level of adults in the U.S.
Falls between the 6th & 7th
grade, depending on the
study.
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Guess the reading level needed to
understand this…
I consent to the performance of operations and procedures in
addition to or different from those now contemplated, whether
or not arising from presently unforeseen conditions, which the
above‐named doctor or his associates or assistants may
consider necessary or advisable in the course of the operation.
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Creating clear informed
consent processes: Tips
you can really use
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Think about the audience
What do we know
about patients who are
signing an informed
consent form?
Who’s the other audience for
informed consent – who else
uses the form?

https://www.youtube.com/watch?v=R3tJ‐MXqPmk
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What are the barriers to understanding?
Patients getting
healthcare may:
o Be worried, stressed,
concerned
o Have trouble reading and
processing
o Have little to no
experience using
healthcare and health
insurance
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Think about the purpose
o What does the doctor need from an informed consent form?
o What does the patient need?
o What do lawyers need?

Purpose of informed consent for doctors
To help the doctor give a patient the information they need
to make an informed choice about whether to get a medical
procedure or take part in a clinical trial.
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But lawyers don’t often “get” the many purposes
From an email string at a hospital (used with permission and
with redaction of identifying info):
I don’t understand why consent forms go to the
[Patient Ed Group]. This consent form is a document
that is required for legal and regulatory purposes—it’s
not meant to be so much an education document—
rather, it’s there to memorialize any education that
went on. If we want some sort of education
documents, I think it’s appropriate for the [PEG] to be
involved—and think they should be. But a consent is a
legal document that uses particular language because it
has to. I’m not sure how consent forms started going to
the [PEG], but we should revisit that.
32
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Patient‐centered: What do patients want or need
to truly understand consent?
Answer their most pressing questions first, such as:
o How long will the procedure last?
o What will l be expected to do?
o What are the chances this treatment will help me get better?
o What happens if something goes wrong?
o Who do I call if I have more questions?
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Conversation with patient advocate

With this information, design the consent
process – including all interactions and materials
patients will receive.
1. Patient & provider discuss the need for
procedure including risks, benefits, alternatives;
2. Patient then receives educational info and the
consent form;
3. Patient preps for procedure; (no small task)
4. Patient goes to appointment;
5. Patient & provider further discuss consent form,
using teach back. (Before anesthetics)

34
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Next, create the consent form (and any other
educational materials you are producing in house).
Consider your design strategy
 multi‐column format?
 visuals?
 font size & type
 monochrome or color?
 white space
 limited to 2 pages for
content?
 space for office admin
needs?
 signature lines

Consider your content
 procedure description
 risks (numeracy?)
 alternatives
 recovery issues
 other disclosures
 in plain language?
 high‐frequency words?
 no text walls
 short sentences
 teachback?
 Test for reading level?
User test?
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Let’s dive deeper with tips on
creating the document itself
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Build in levels of information

Title
Headings
Subheadings
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“Chunk” related information (before & after)
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Differentiating levels
Use spacing to
o Make clear divisions
between chunks of
information
o Keep headings with the
text they belong to
Put less
space between
heading and text

Put more
space between
sections

39

Use bullet points strategically (before & after)
What is the Tdap vaccine?
It’s a safe shot that protects you
and your baby against tetanus,
diptheria and whooping cough.
Who should get it?
• Pregnant women after their 20th
week of pregnancy
• Anyone who cares for young
babies
Tell your family members about
this shot today.
40
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Clear words
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Myth: Most people are familiar with common medical and
research terms.

Fact: Most people who do not understand common
medical and research terms.
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How do we choose words that make sense for readers?

Cubic containment system
Misapplication elimination device
Follicle redistribution mechanism
Vermin de‐infestation apparatus
Horizontal tranquility terminal
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Find the jargon
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Replace jargon with words that are more familiar
Longer or obscure word

Familiar or common word

1. Risk

Chances

2. Complications

Health problems that may happen later

3. Frequency

How often

4. Sedated

Given medicine to make you calm or sleepy

5. Clinical assessment

Physical exam, health exam

6. Physician

Doctor

7. Participate

Be part of, take part in, join

8. Inflammation

Swelling
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Define key terms
Key term

Definition

Colonoscopy

A test where doctors thread a thin tube with a small
camera through your rectum to look at your large intestine

Consent

Agree to have, agree to be part of

Polypectomy

A test where doctors remove one or more polyps (pieces
of tissue) from your large intestine

Oxygen monitor

A device that measures the level of oxygen in your blood

Biopsy

A test where doctors take a piece of your tissue to look at
under a microscope

Benefits

Ways a procedure or medicine might help you

46
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Design
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Use clear headings

o Use question format
o Speak in the voice of
the reader – first
person (I, me)
o Ask questions that the
reader would ask
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Myth: A small font and long paragraphs keep the
documents short.

Fact: Length is only a minor factor in designing clear, health‐
literate documents. Also, documents that use large fonts,
short lines, lots of white space, bulleted lists, and headings
to break the text into manageable pieces are easier to read
than short, dense documents.

AHRQ Toolkit
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White space and spacing

50
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LC2

Make text easy to read

ALL CAPS

All bold

o Use at least 12‐point font size (13‐ or 14‐point size for
older readers)
o No underlining
o NO ALL CAPS
o Limit italics and bold
51

Bonus tips: Clearly conveying
numbers

52
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Slide 51
LC2

Chris - I can add slides about numeracy if you haven't already covered it in with the risk info in the first
section.
Lisa Cary, 10/5/2016
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Our numeracy skills are tested daily
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Pop Quiz on Numeracy
1. A person taking Drug A has a 1% chance of having
an allergic reaction. If 1,000 people take Drug A, how
many would you expect to have an allergic reaction?
Answer: ___ persons out of 1000
1. A person taking Drug B has a 1 in 1,000 chance of
an allergic reaction. What percent of people taking
Drug B will have an allergic reaction?
Answer: ___%
3. Imagine that I flip a coin 1,000 times. What is your
best guess about how many times the coin would
come up heads in 1,000 flips?
Answer: ___ times of 1000
54
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Pop Quiz on Numeracy ‐ Answers
1. A person taking Drug A has a 1% chance of having an
allergic reaction. If 1,000 people take Drug A, how many
would you expect to have an allergic reaction?
Answer: 10 persons/1000 (30% missed this)
1. A person taking Drug B has a 1 in 1,000 chance of an
allergic reaction. What percent of people taking Drug B
will have an allergic reaction?
Answer: 0.1% (75% missed this)
3. Imagine that I flip a coin 1,000 times. What is your best
guess about how many times the coin would come up
heads in 1,000 flips?
Answer: 500/1000 (24% missed this)
55

Source: Schwartz,Woloshin, Black, and Welch (2000)

Tips for using numbers with patients

Order is important!
 Start with the most
important
information
 Group figures
logically –
categorically, by
date, etc.

Less is more!
 Further explain
complex topics
 Numbers for
one idea at a
time

 Underscore the
gist of each
piece

56
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Rounding and denominators
 Round numbers are easier to understand,
compare, and recall
 Keep denominators consistent
Instead of this…

Use this…

78.64%

79%, or about 80%

1 in 10 vs. 1 in 5

1 in 10 vs. 2 in 10
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Framing is important
 Framing allows us to
subtly influence
decisionmaking.
 TIP: Provide both
positive and negative
frames to eliminate
subconscious bias.
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Absolute
v relative
Have you heard?
Drinking
three risk
cups of coffee
a day doubles your chance of having a heart
attack.
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Absolute v relative risk
Absolute Risk

Relative Risk

“If you don’t take this
medication, you won’t have
any side effects, but your
risk of having a stroke will
increase from 5% to 10%.

“By not taking this
medication, you won’t have
any side effects, but your risk
of having a stroke will
double.”

Key tip: Avoid relative risk statistics.
Period.
60
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Icon arrays, pie charts, and graphs
Icon arrays help
personalize/humanize
numbers.
 See: http://www.iconarray.com/

But this can take up a
lot of space for large
numbers (i.e. 1 in
1000)
Pie charts & graphs
can work well – but
they must be simple
an intuitive.
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But they should be easy to decipher
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Now for a complete redesigned
consent form for a colonoscopy
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What
questions do
you have?
s

67
Bailey E. 86511132566. [Creative Commons]. Startup Stock Photos. http://startupstockphotos.com/post/86511132566/download
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Questions and Wrap up
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THANK YOU!
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