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ealth care today exposes con-
Hsumers to a significant amount

of critical information, ranging
from prescription bottle labels to insur-
ance forms and from dietary guides to
procedural consents. The complexity of
the information prevents a significant
number of patients from fully compre-
hending it. Health literacy, as defined
by Healthy People 2010, is

the degree to which individuals have
the capacity to obtain, process, and
understand basic health information
and services needed to make
appropriate health decisions.'®

The 2003 National Assessment of Adult
Literacy by the National Center for
Education Statistics showed that 36% of
adults have basic or below-basic health
literacy.” Basic print literacy may not
guarantee comprehension of presented
health care-related materials, especially
considering the use of health care termi-
nology and that illness, pain, stress, and
fear may alter normal abilities.

There is a critical link between health
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issues, and lack of medical knowledge
and education, which contribute to
patients’ inability to fully comprehend
information given to them regarding
their medical condition and the proce-
dures involved.* Koransky suggested
solutions including using layperson’s
language, slowing down to allow time
for the patient and family members to
understand, and encouraging “repeat
back.” Repeat back (ie, “teach back”) is
the practice of asking the patients to
state in their own words their under-
standing of what they have been told
by the medical professional.

This article describes how one health
system incorporated health literacy into
its surgical consent document and pro-
cess. The goals of the project were to
e educate the staff on health literacy

concepts,

e develop an understanding that
informed consent is a process,

e develop a reader-friendly consent
form for surgery and procedures,

ABSTRACT

THE LANGUAGE COMMONLY used in procedural/
surgical consent forms often exceeds the average
reading level of US patients, and many do not
read the document before signing it.

INCORPORATING READER-FRIENDLY lan-
guage and formatting makes it more likely that
patients will read the document, understand it,
and therefore give informed consent. Adding
“teach back” into the document provides a means
of evaluating patient understanding.

USING READER-FRIENDLY procedural/surgical
consent documents merges the objectives of both
health literacy and informed consent. AORN ] 88
(July 2008) 23-29. © AORN, Inc, 2008.

literacy, patient understanding, and
patient safety. According to Osborne,

Literacy matters in health care be-
cause life-threatening or potentially
harmful mistakes may happen when
people cannot read or understand
written information. >

This link was further emphasized at
a Joint Commission-sponsored confer-
ence, where Koransky identified meth-
ods of defining and ensuring informed
consent.! The barriers to informed con-
sent include language-limited inter-
preters for some languages, cultural
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e increase the number of patients reading the
consent document before signing it, and

e incorporate the use of “teach back” to eval-
uate patient understanding.

ImMPETUS

As part of its 2003 Clinical Performance
Improvement Strategic Plan, lowa Health Sys-
tem incorporated health literacy as a system-
wide quality initiative. lowa Health System
comprises 10 senior hospital affiliates in seven
cities, a rural hospital network, and more than
300 primary care physicians. The hospital affili-
ate described in this article is a three-campus
regional health system in a bi-state location. The
Iowa Health System Health Literacy Collabora-
tive was initiated in 2004 with overarching
health literacy goals targeted toward improving
interpersonal and written communication and
creating a patient-centered environment.

Teams chose to improve consent documents
and processes as part of their goals to improve
patient understanding through the use of plain
language, teach back, and reader-friendly print
materials. The catalyst for choosing consent
documents as one of the first major projects was
the team’s concern that consent forms are com-
plex. Fry Readability Formula® analyses of rep-
resentative lowa Health System affiliate con-
sent forms demonstrated that many were writ-
ten at or above the 17th grade level. Because of
this, it was uncertain whether patients under-
stood the consent form before signing it, which
made it unclear whether the consent given was
informed consent.

Obtaining the patient’s informed consent is
required by the Joint Commission as stated in
Standards RI.2.40, “Informed consent is
obtained,”® and PC.6.30, “The patient receives
education and training specific to the patient’s
abilities as appropriate to the care, treatment,
and services provided by the hospital.”” The
Centers for Medicare & Medicaid Services
require informed consent for hospitals in sev-
eral Conditions of Participation.*”” Revisions to

For more information on health literacy, visit the
National Network of Libraries of Medicine web site at
http://nnlm.gov/outreach/consumer/hlthlit.html.
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interpretive guidelines in 2007 demonstrate
continued emphasis on the importance of
informed consent and patient involvement
with informed decisions:

The patient or the patient’s representative
should receive adequate information, pro-
vided in a manner that the patient or the
patient’s representative can understand, to
assure that the patient can effectively exercise
the right to make informed decisions."®"

The Office of the General Counsel of the
American Medical Association contends that
the essence of informed consent is not having a
patient sign a written form but is a process
involving communication between a patient
and physician that includes verification of a
patient’s understanding and then authoriza-
tion or agreement to undergo a specific med-
ical intervention.” The 2005 White House Con-
ference on Aging proceedings asserted that
patients have the right to understand health
care information necessary to safely care for
themselves and to make choices among health
care alternatives. Congruently, health care
providers have a duty to provide information
in simple, clear, and plain language and to eval-
uate whether patients have understood the
information before ending the conversation."

PROJECT DEVELOPMENT

Each affiliate had a health literacy team that
participated in learning sessions and monthly
conference calls to confer on a variety of health
literacy interventions. The affiliate team cited
here was multidisciplinary, including members
who served in clinical education, risk manage-
ment medical education, and adult learners
and new readers in a local community college
extension program.

Laying a foundation for understanding
health literacy at the staff level was an impor-
tant first step. Each affiliate team developed an
education plan for staff, focusing on the Iowa
Health Literacy Collaborative goals. At this affil-
iate, the approach to staff education included
e viewing the Institute of Medicine video

Health Literacy: A Prescription to End

Confusion;"
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e completing a computer-based learning
module defining health literacy concerns
and means of improving communication;

e adding material on health literacy to a
learning module on patient rights for new
employee orientation and annual all-staff
required education; and

e designing a health literacy program and
presenting the program to physicians.
Involving new readers on the teams was an

important component of the lowa Health Sys-

tem Collaborative. These were team members
who identified themselves as having “poor or
underdeveloped reading skills” and were tak-
ing steps to improve their literacy levels. A col-
laborative partnership between the New Read-
ers of lowa, as well as community adult learn-
ing programs, was instrumental in evaluating
the readability of patient-education and con-
sent materials.

DeveELOPMENT OF THE CONSENT DOCUMENT

An Institute of Medicine Committee on
Health Literacy report found that the readabil-
ity of informed consent documents exceeds
the average reading levels of the majority of
adults in the United States.” Most adults
admit to not reading consent forms for rea-
sons including that
e the form is too long,

e the format is crowded or intimidating,

e the font size is too small, and

e unexplained medical and legal terms are
used.™

An evaluation of surgical consent forms at lowa

Health System affiliates found documents that

mirrored this description (Figure 1).

Beginning with the procedural/surgical
consent document, an iterative process was
used to develop a plain language consent. The
consent was developed in collaboration with
health literacy teams, risk managers, health
care providers, members of the lowa Health
System Law Department, and new readers
who reviewed many drafts to assist in clarify-
ing terms and content as well as improving
the design.

In accordance with the principles of reader-
friendly print materials, criteria for the new
form were as follows:
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limit to one page, one- or two-sided;

simple words;

short sentences;

minimal medical terms;

12- to 14-point serif fonts;

generous white space;

numbering and bullets;

clear headings;

key use of bold text; and

1.5 line spacing.’

Key features of the new consent form were

sections for the medical description of the pro-

cedure and for the description of the proce-

dure in the patient’s own words, to allow an

opportunity for teach back (Figure 2).
Affiliates agreed upon a near final draft con-

sent document and a survey tool for pilot test-

ing before the full affiliate implementation. Pilot

testing was conducted in an ambulatory sur-

gery facility on one of the affiliate’s three cam-

puses. The education and focus for pilot testing

was on informed consent as a process. The role

of the nurse was emphasized in the teach-back

process to evaluate patient understanding.

I, , hereby authorize Dr. and/or

such assistants as may be selected by him/her and
Hospital, its staff, employees or designees,

to treat the condition or conditions which appear indi-

cated by the diagnostic studies already performed.

Figure 1 ® Sample section from the original consent
document.

I, (patient’s name) agree for Dr.
along with any assistants the doctor may choose, to do
this surgery or procedure on me:

Name of surgery or name of procedure in medical
words including left, right or level
(Doctor or health care worker fills this out)

of surgery or name of procedure in my own words
(What the patient or family says back to the doctor or
health care worker — quote patient or family)

Figure 2 e Sample section from the new consent document.

AORN JOURNAL « 25



JULY 2008, VOL 88, NO 1

An expected outcome of the pilot test was
an increase in the number of patients who read
the consent form before signing it. A second-
ary, and more critical, expected outcome was
documenting patient knowledge regarding the
anticipated procedure, thus supporting in-
formed consent.

Initially, an affiliate hospital team member
met with the vice president of medical affairs to
share the objectives of the program. With
administrative support, two team members met
with an ophthalmologist who had expressed
interest in promoting health literacy. Discussion
of the proposed consent document and pilot
process resulted in this physician’s agreement
to pilot the new procedural/surgical consent
document. Team members met with nursing
staff members on the ambulatory surgery unit
to introduce them to the new consent form and
pilot process. Emphasis was placed on the
importance and documentation of teach back
and the use of the survey tool.

REesuLTs
Baseline data were collected by ambulatory
surgery nursing staff members using the sur-
vey tool for 41 patients, ages 26 to 80 years,
who underwent varying procedures and were
given the original consent form. During a sub-
sequent seven-week period, the new consent
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form was given to 35 patients ages 34 to 87
years scheduled for eye surgery (ie, Campus
#1). Data were collected from these patients
using the same survey process. The new con-
sent form was then pilot tested on a second
campus ambulatory surgery unit (ie, Campus
#2) with a group of 53 patients ages one month
to 91 years scheduled for varying procedures.
Their responses were monitored through the
same survey process (Table 1).

When comparing use of the original and
new consent forms, significant differences
were seen in nurses’ responses to the first
question: “Did the patient/family read the
consent?” For the original consent, 25% of
patients read the form. During the pilot pro-
grams with the new consent, 77% and 91%
from Campus #1 and Campus #2, respectively,
read the consent. Survey comments provided
by nursing staff members indicated that
because of poor vision preoperatively, 57% of
the patients in the first pilot group asked the
nurse to read the consent form to them. Be-
cause Campus # 1 was composed of patients
undergoing eye surgery, the poor vision may
have played a part in the results; therefore, it is
believed that the results from the Campus # 2
pilot represent a truer comparison to the origi-
nal consent group (Table 2).

The second item, “Patient just asked where

TasLE 1
Demographic Information

Original Campus #1 Campus #2

consent pilot pilot
Number of patients

41 35 58
Age range
26-80+ years 34-87 years 1 month-91 years

Gender
Male 44% 35% 46%
Female 56% 65% 54%
Race
Caucasian 34% 88% 85%
Hispanic 5% 6% 4%
Black 0% 6% 2%
Indian 0% 0% 2%
Not indicated 61% 0% 7%
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TABLE 2
Survey Tool Questions and Answers

Original Campus Campus
consent #1 pilot #2 pilot

Patient data Yes No Yes No Yes No

Did the patient/family 25% 75% 77% 23% 91% 9%

read the consent?

Patient just asked where 66% 34% 14% 86% 10% 90%

to sign and did not read.

Patient could easily describe 88% 12% 89% 11% 100%

procedure in own words.

Patient signed consent. 100% 100% 100%
Original Campus Campus
consent #1 pilot #2 pilot

Nurse response data

1 Dissatisfied Not applicable (NA) 0% 0%

2 Less satisfied NA 3% 0%

3 Satisfied NA 79% 4%

4 Very satisfied NA 11% 2%

5 Most satisfied NA 7% 94%

to sign and did not read the consent,” also
showed significant differences between the
original and new consent groups. Using the
original consent, 66% of respondents indicated
that neither the patient nor the family members
tried to read the consent but asked where to
sign. In the pilot cases, this percentage was
reduced to 14% and 10% for Campus #1 and
Campus #2, respectively.

In this survey, significantly more patients
read the “reader-friendly” consent than the
original complex consent. This supports the
findings from the literature that most patients
do not read the consent due to literacy issues
with the document.”

No significant difference was found between
the use of the original and new consent forms
when patients were asked to describe the pro-
cedure in their own words. A response demon-
strating knowledge of the procedure was given
88% of the time with the original consent com-
pared to 89% and 100% with the new consent in
the Campus #1 and #2 pilot tests, respectively.

Documentation of the patient’s knowledge
through the use of teach back was not an aspect
of the original consent form but was added as
part of the new consent form. It is important to
note that this strategy indicated a need for

additional clarification in groups using both
the original and the new consent forms: 12% of
the patients using the original consent form
and 11% of the patients in Campus # 1 using
the new consent form had difficulty explaining
their procedure in their own words.

The majority of nursing staff members re-
ported being satisfied with the reader-friendly
consent form—79% in Campus #1 reported
being “satisfied” and 94% in Campus #2 re-
ported being “most satisfied.” This was an
important finding, since the addition of a teach-
back strategy was expected to require more of a
nurse’s time and potentially create dissatisfac-
tion. Furthermore, there was no indication that
nursing time was increased through use of the
new consent form, and it did provide documen-
tation of the patient’s understanding of his or
her procedure, which was missing from the
original process. Some patients and their fami-
lies expressed appreciation for the reader-
friendly format of the consent.

Data support the anticipated results, that
there would be an increase in the number of
patients and family members who read the
reader-friendly consent compared to the origi-
nal consent. Since nurse satisfaction was not
measured for the original consent, the high
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satisfaction rate of the new consent has no
comparison.

As a last step, the document was presented
to the entire medical staff in both states. Accept-
ance was unanimous, and the reader-friendly
procedural/surgical consent form was adopt-
ed for use by this affiliate.

SPANISH VERSION

In the counties served by this affiliate,
between 4.6% and 10.2% of the population is
Hispanic, according to 2000 census figures."”
For this reason, the original consent form was
available in Spanish.

For the Spanish consent pilot trial, one ques-
tion was added to the original survey tool ask-
ing nursing staff members for their satisfaction
level using the consent with an interpreter.
This form was pilot tested on the same ambu-
latory surgery units as the English version and
the project sample comprised four Spanish-
speaking patients.

Three of the nurses rated the form at a 3 (ie,
satisfied), and one rated it at a 5 (ie, most satis-
fied). Three of the patients reported having no
questions; one question was referred to the sur-
geon. Two patients had translators from an
agency; two had family members as their trans-
lators. The small sample size of this investiga-
tion is recognized as a limitation of these results;
nonetheless, the Spanish version of the reader-
friendly consent was implemented.

MODIFICATIONS

One issue that arose during the pilot pro-
gram was the discovery of an oversight in the
previous consent processes. Formerly, the Uni-
versal Protocol documentation form was on
the reverse side of the original consent docu-
ment. This contained the “time out” checklist.
To ensure continued documentation of time
out, this checklist was reattached to the new
consent as a separate document.

The new consent form was intended to be
used for any surgical procedure on any campus.
One department, however, often performs pro-
cedures with long, descriptive names. For con-
venience, staff members in that nursing unit
requested that the document include a checklist
of procedures at the top of the page. With re-
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spect to the principles of reader-friendly print
materials, a checklist of multiple procedures
on a single consent was considered to be a bar-
rier to informed consent and, therefore, a safe-
ty concern. The compromise solution was to
have the most frequently performed proce-
dures preprinted, each on a separate consent
document. The consent content remained uni-
form and maintained the opportunity to include
the teach-back process. An additional line was
added to accommodate lengthy medical de-
scriptions of procedures.

IMPLICATIONS FOR NURSING

Overall, this project successfully employed a
collaboration of one health care system and hos-
pital representatives to embrace health literacy
concepts by revising procedural/surgical con-
sent documents. The resulting pilot projects
have contributed to the body of evidence-
based practice and to the development of best
practices in the area of health literacy.

Communication between health care provi-
ders and patients can be improved by using
evidence-based, health-literacy concepts. This is
a fertile field for additional study. There also is
continued need to document the effect of teach
back as a convincing method for verifying
patient understanding. Use of the new consent
documents provided nursing staff members
with a clear opportunity to assess patients” com-
prehension of their procedures.

The new consent documents help nursing
staff members confirm patient understanding
by providing an easy-to-read format and by
requiring the patient to articulate procedural
plans through the use of teach back. Implica-
tions for nursing include the verification and
documentation of patient understanding and
simplification of the consent completion proc-
ess with regard to time and effort.

ConcLusIoN

Each step toward improving health literacy is
a step toward improving patient knowledge and
understanding of factors involving personal
health care. This is ultimately linked to improv-
ing patient safety and honoring patient rights.

Through the use of health literacy principles,
the consent document can become a tool to
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encourage and evaluate informed consent.
Increasing readability of the document en-
courages patients to read what they are sign-
ing. Most importantly, the teach-back portion
provides an assessment tool for measuring
patients” understanding of their procedures.
Communication with medical and nursing
staff is paramount in implementing a new
consent document. Increasing staff member
awareness of the concepts of health literacy is
the starting point. — rmm —

REFERENCES
1. Institute of Medicine of the National Academies.
Health Literacy: A Prescription to End Confusion. Wash-
ington, DC: The National Academies Press; 2004:32.
2. Health literacy; highlights of findings. IES Nation-
al Center of Education Statistics. http://nces.ed
.gov/naal/health_results.asp#overall. Accessed
May 6, 2008.
3. Osborne H. Health Literacy from A to Z: Practical
Ways to Communicate Your Health Message. Sudbury,
MA: Jones and Bartlett Publishers, Inc; 2005:8.
4. Koransky I. Informed consent for patients with
limited health literacy: moving from the conceptual
to the actual. Paper presented at: The Foundation
for Patient Safety, Empowerment, and Quality
Health Care: Reading, Writing, and Arrhythmias;
June 2006; Rosemont, IL.
5. Testing for readability. In: Scientific and Technical
Information: Simply Put. 2nd ed. Atlanta, GA: Office
of Communication, Centers for Disease Control and
Prevention; 1999:23-28. http:/ /www.cdc.gov/od/oc
/simpput.pdf. Accessed May 6, 2008.
6. R1.2.40. In: Comprehensive Accreditation Manual for
Hospitals: The Official Handbook. Oakbrook Terrace,
IL: JCR Publications; 2007:RI-2.
7. PC.6.30. In: Comprehensive Accreditation Manual for
Hospitals: The Official Handbook. Oakbrook Terrace,
IL: JCR Publications; 2007:PC-4.
8. Centers for Medicare & Medicaid Services. Con-
dition of participation: patients’ rights. 42 CFR
§482.13(b)(2). http:/ /edocket.access.gpo.gov/cfr
_2002/octqtr/pdf/42cfrd82.13.pdf. Accessed May
14, 2008.
9. Centers for Medicare & Medicaid Services, HHS.
Condition of participation: medical record services.
42 CFR §482.24(c)(2)(v). http:/ /edocket.access.gpo
.gov/cfr_2002/octqtr/pdf/42cfrd82.24.pdf. Accessed
May 14, 2008.
10. Centers for Medicare & Medicaid Services,
HHS. Condition of participation: surgical services.
42 CFR §482.51(b)(2). http:/ /edocket.access.gpo.gov
/cfr_2002/octqtr /pdf/42cfr482.51.pdf. Accessed
May 14, 2008.
11. Centers for Medicare & Medicaid Services. Revi-
sions to the hospital interpretive guidelines for

JULY 2008, VOL 88, NO 1

informed consent. Tag A-0049, Attachment 1 [Memo-
randum]. http:/ /www.cms.hhs.gov /SurveyCertifi
cationGenInfo/downloads/SCLetter07-17.pdf. April
13, 2007. Accessed May 14, 2008.

12. Informed consent. American Medical Association,
Office of the General Counsel. http://www.ama-
assn.org/ama/pub/category/4608.html. Accessed
May 8, 2008.

13. 2005 White House Conference on Aging, Mini-
Conference on Health Literacy and Health Dispari-
ties; July 2005; Chicago, IL. http:/ /www.ama-assn
.org/amal/pub/upload/mm/433/mini_conf .pdf.
Accessed May 8, 2008.

14. Academy for Educational Development. Health
Literacy—A Prescription to End Confusion [videotape].
Washington, DC: National Academies and Institute
of Medicine; 2004.

15. Health literacy: a prescription to end confusion.
Institute of Medicine of the National Academies.
http:/ /www.nap.edu/catalog.php?record_id=10883
#toc. April 8, 2004. Accessed May 8, 2008.

16. Paasche-Orlow MK. The challenges of informed
consent for low-literate populations. In: Schwartzberg
J, VanGeest ], Wang C, eds. Understanding Health Lit-
eracy: Implications for Medicine and Public Health.
Chicago, IL: American Medical Association Press;
2005:126.

17. Scott County QuickFacts. US Census Bureau.
http:/ /quickfacts.census.gov/qfd /states/19/19163
html. January 7, 2008. Accessed on May 8, 2008.
18. Rock Island County QuickFacts. US Census
Bureau. http:/ /quickfacts.census.gov/qfd/states
/17 /17161.html. January 2, 2008. Accessed May

8, 2008.

Editor’s note: The Universal Protocol is a regis-
tered trademark of the Joint Commission, Oakbrook
Terrace, IL.

Acknowledgements: The authors acknowledge the
contributions of the lowa Health System Health
Literacy Team and New Readers of lowa.

Bonne Lorenzen, RN, MSN, is a staff
development coordinator at Trinity Region-
al Health System, Rock Island, IL.

Constance E. Melby, RN, MS, CNOR, is an
OR clinical educator at Trinity Regional
Health System, Rock Island, IL.

Barb Earles, RN, MHA, CPHRM, is the
director of risk management at lowa Health
System, Des Moines, IA.

AORN JOURNAL « 29



	Using Principles of Health Literacy to Enhance the Informed Consent Process
	IMPETUS
	PROJECT DEVELOPMENT
	DEVELOPMENT OF THE CONSENT DOCUMENT
	RESULTS
	SPANISH VERSION
	MODIFICATIONS
	IMPLICATIONS FOR NURSING
	CONCLUSION
	REFERENCES




