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Introduction

About This Guide

This guide is a companion to the AHRQ training modules: Making Informed Consent 
an Informed Choice: Training for Health Care Leaders (Leaders Module) and Making 
Informed Consent an Informed Choice: Training for Health Care Professionals 
(HCP Module). It provides guidance for implementing the training modules using 
a quality improvement (QI) approach. This guide offers ideas and suggestions 
for overcoming challenges in getting staff to take the modules and for putting the 
recommended improvement strategies into practice smoothly. The guidance is based 
on the implementation experiences of four hospitals that participated in a pilot test of 
these training modules, and on the experiences of other hospitals implementing quality 
improvements. Start by viewing the training modules. Viewing these modules will mark 
the beginning of your effort to improve informed consent.  

About The Training Modules

The Leaders Module addresses improvements that can be made on the hospital level. 
The HCP Module addresses strategies that clinical teams can use to help patients 
make informed choices.  Both modules cover the principles of informed consent, 
including patients’ rights, legal and patient safety implications, and patients’ capacity 
for decisionmaking. Each module can be taken for free continuing education credits on 
The Joint Commission’s learning management system (LMS) for hospitals accredited 
by The Joint Commission.1  Hospitals can also host the modules on their own learning 
management systems2.  PDFs of module screenshots and audio scripts are available at: 
https://www.ahrq.gov/professionals/systems/hospital/informedchoice/index.html 

1To enroll to take the modules for continuing education credit on The Joint Commission’s learning management 
system, go to www.jointcommission.org/informed_consent_process_training.aspx.

2To request the modules to run on your own learning management system, or a PowerPoint file containing 
screenshots and the audio scripts of the modules, email healthliteracy@ahrq.hhs.gov.
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	 Pilot hospitals reported that the modules were very helpful in  
gaining consensus around the need to improve informed consent  
policies and practices. Reactions to the modules included:

■�Q We’re not doing this well.

■�Q This is great information.

■�Q We have a lot to change.

■�Q This happens all the time.

■�Q We have to fix this now.

Organization of the Guide

This guide begins by explaining why improving informed consent is important. It then 
describes how to get started and briefly discusses how you might determine whether your 
hospital is ready to engage in informed consent improvement. The guide is then divided 
into two sections that correspond to the two training modules: 

■�Q Implementing the Leaders Module—this section takes you through the process of 
launching and implementing strategies from the Leaders Module, from creating a 
vision to measuring implementation.

■�Q
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Why Improve Informed Consent?

Patients and health care teams alike benefit when a patient’s consent to treatment is 
fully informed as the result of a clear, comprehensive, and engaging communication 
process. Unfortunately, there are many problems with the informed consent process in 
hospitals today. Both clinicians and patients often treat informed consent as a formality—
an obstacle on the way to care. As a result, many patients do not understand basic 
information about the benefits, harms, and risks of their proposed treatment, including the 
possibility of poor outcomes, even after signing a consent form. Some patients also may 
not understand their rights, including that they can say “no” to any treatment. 

A high-quality process of informed consent has many advantages. Here are some 
messages you might use to communicate why your hospital would want to make it a 
priority to improve informed consent.

■�Q It’s a patient safety issue.
♦�xIt is a medical error if patients are given care they would not have chosen if they had 
understood what it entailed and what their options were.

■�Q It’s a liability issue.
♦�xFailure to obtain informed consent can be considered negligence, battery, or malpractice 
by a court of law.

♦�xProblems with informed consent are among the top 10 reasons for medical malpractice 
suits. When patients and their families understand the benefits, harms, and risks of 
treatment in advance, they can better cope with any poor outcomes that may happen as a 
result of treatment and may be less likely to sue.

■�Q It’s a patient-centered care issue.
♦�xPatient-centered care requires an informed consent process that is respectful of patients’ 
right to choose.

♦�xWhen patients make informed choices, it strengthens the therapeutic relationship, and can 
improve followup and aftercare.

■�Q It’s a financial issue.
♦�xImproving informed consent could increase Hospital CAHPS® scores and payments 
based on them. 

♦�xImproving informed consent can reduce payouts when settling malpractice claims.



5

	 Why Improve Informed Consent in Your Hospital? 

� � � Your patients often do not understand what they have  
	      consented to even after signing the form.

		  � Your patients are not making informed choices.

		  � You are at risk of malpractice lawsuits related to informed  
	      consent.

		  � Your hospital had a Joint Commission accreditation finding  
	      related to informed consent. 

		  � Your hospital’s periodic audits revealed incomplete  
	      documentation. 

		  � Your hospital’s policy is imprecise. 

		  � Your hospital’s consent forms are long and confusing. 

		  � Qualified interpreter services are not always available  
	      or used with patients with limited English proficiency. 
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Getting Started

An initiative to make informed consent an informed choice can be launched in a variety 
of ways. You may be wondering who should take which module when, whether your 
hospital is equipped to make improvements to informed consent at the present time, 
or whether you can make some rapid improvements without launching a full blown QI 
initiative. The sections in this chapter can help you begin.

Where to Begin?

Has your hospital already decided to improve informed consent? If your hospital has 
already committed to informed consent improvement, we recommend that the leadership 
of your hospital take the Leaders Module; designate one or more change leads to direct 
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Determining Readiness

Improving informed consent is similar to other hospital QI efforts. QI efforts often 
are derailed because organizations were not ready for them. Organizational readiness 
for change can be defined as “the extent to which organizational members are 
psychologically and behaviorally prepared to implement” a new evidence-based practice 
or intervention(s).2 Readiness can be understood as 1) motivation—the willingness and 
commitment of the hospital to implement improvements to informed consent, and 2) 
capability—the staff’s perceived ability to institute change or, alternatively, the degree to 
which individual staff feel they can be effective in implementing the informed consent 
strategies.3,4 

In the adjacent box we provide a readiness assessment checklist to help you start thinking 
about whether an informed consent QI initiative is likely to succeed at this time at your 
hospital. Some of the checklist items were used to assess readiness when selecting 
hospitals for the pilot test of the training modules. Other items were drawn from a guide 
for deciding about whether to adopt innovations.5 (Note: this readiness checklist has not 
been formally validated.)

 Checklist to Assess Hospital Readiness

� Does your hospital have a strong rationale for improving informed consent? 

� Does improving informed consent further your hospital’s goals? 

� Is improving informed consent with these training modules compatible with  
  your hospital’s mission, values, and culture?

� What are the potential costs, benefits, and risks of improving informed  
  consent—and of not improving informed consent? 

� Will hospital leadership support the training and improvements?

� Are there other competing initiatives or changes that will interfere?

� How will staff and other stakeholders react to this change? 

� Will your hospital be able to reinforce and/or reward progress?

� Does your hospital have experience with quality improvement and change  
  management?

� Does your hospital have the necessary infrastructure to monitor  
  improvements?
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Hospital readiness is not a constant. A hospital might not be ready at a given time—for 
example, because a new electronic health record system is being rolled out—but may 
then be ready a year later. 

You can also work to make your hospital ready for informed consent QI. For example, 
leadership support is critical to virtually any QI undertaking. Effective approaches 
to secure and retain leadership support include aligning the change effort with 
organizational goals, and keeping leadership involved and informed throughout 
implementation.6 Resources in the Leader’s module, such as the Championing Change 
presentation and the Practical Guide to Improving Informed Consent,7 provide guidance 
in getting leadership buy in.

Quick Starts

If your hospital is not yet ready for a comprehensive QI initiative to shift from informed 
consent to informed choice, you can still make progress. Review the two Quick Start 
alternatives below and get started.

Quick Start for Hospital-Level Improvement 

■�Q Take the Leaders Module.

■�Q Choose one area for improvement.

■�Q Assemble a work group to develop an improvement plan.

■�Q Test and refine an improvement, for example: 
♦�xClarify an ambiguity in your informed consent policy.

♦�xImprove an informed consent form for one test, treatment, or procedure.

♦�xAssess decision aids used by one department and replace low-quality ones.

♦�xArrange for telephone and/or video interpreters for languages not spoken by in-house 
interpreters and bilingual staff.

♦�xRequire informed consent documentation prior to scheduling surgical procedures. 

Quick Start for Unit-Level Improvement

■�Q Take the HCP Module.

■�Q Choose one area for improvement.

■�Q Assemble a work group to develop an improvement plan.

■�Q Test and refine an improvement,  for example: 
♦�xCoach clinicians to use plain language.
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♦�xIncorporate teach-back into the informed consent discussion.

♦�xEnsure all staff know when and how to call for interpreter services and where equipment 
for telephone and video interpretation is kept.

♦�xCreate an inventory and sign-out sheet for educational and decision aids.

♦�xInstitute a check that all patients have been offered options and understand they have the 
choice to refuse treatment. 

Once you’ve completed a Quick Start improvement, try to leverage your 
accomplishments. You can:

■�Q Expand on or spread your initial improvement, 

■�Q Choose another area for improvement, or

■�Q Re-assess your hospital’s readiness to embark on a QI initiative to improve informed 
consent.
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One way of lending authority and respect to the change lead is to have executive sponsors 
of the initiative. Executive sponsors communicate to hospital staff the importance of 
the initiative and meet regularly with the change lead to get progress reports. Having 
more than one executive sponsor can be helpful in reinforcing the message that this is a 
hospital-wide issue, and can protect against disruption should there be turnover in staff.

The change lead could come from a variety of departments, including: accreditation or 
compliance, patient safety, quality, physician or nursing leadership, patient education, or 
elsewhere. Table 1 provides some observations on the strengths and weaknesses of change 
leads from different parts of the hospital. Recruiting two complementary co-leads is an 
attractive option as the strengths of one co-lead could compensate for the weaknesses of 
the other. Like having more than one executive sponsor, having co-leads provides a hedge 
against implementation interruption in the event a change lead departs or transfers to 
another role in the organization.

Table 1. Strengths and Weaknesses of Change Lead Af�liation 

Change lead’s af�liation Strength Weakness

Accreditation and compliance Commensurate with role, driven by 
accreditation standards, seen accreditation 
review �ndings

Possible perception from HCP staff: 
limited on-the-ground understanding of 
IC practices

Nursing Leadership Patient education expertise, in�uence over 
nursing staff

No oversight of clinicians responsible 
for obtaining informed consent

Physician Leadership In�uence on clinicians responsible for 
obtaining informed consent, could introduce 
in grand rounds and staff meetings (e.g., 
surgery)

Very limited available time, competing 
priorities

Quality or Safety Experience in QI and change managementPossible perception from HCP staff: 
limited on-the-ground understanding of 
IC practices

Patient Education Expertise in improving written and spoken 
communication

No oversight of clinicians responsible 
for obtaining informed consent

Note: IC = informed consent

One or two people cannot manage a hospital-wide initiative on their own. Executive 
sponsors and change leads should recruit a strong change team—a group of individuals 
who will help roll out the training modules and implement the selected strategies from 
the training. Consider including representatives from the affected departments (e.g., 
compliance, accreditation, patient safety, quality, interpreter services, information 
technology), as well as representatives from the clinical units and different types of staff 
(e.g., nurses, physicians, residents, nurse educators, interpreters). Having physicians who 
either have direct lines of authority or hold a lot of sway with their colleagues will be 
important in achieving improvements in the informed consent discussion.
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Executive sponsors and all members of the change team should take both the Leaders 
Module and the HCP Module. Additional leaders, especially with those whose staff are 
participating on the change team, may also benefit from taking both training modules. 
The Joint Commission is offering continuing education credit for completion of the 
modules on their LMS. You can also host the modules on your own LMS.

Assess Existing Informed Consent Policies and Practices

Your hospital should use your hospital’s existing data sources or collect new information 
to understand what your current informed consent policies are, how well they are being 
followed, the workflow for the informed consent process and documentation, and the 
extent to which patients are making informed choices. The assessment results are 
intended to help your hospital identify opportunities for improvement and potentially set 
your goals for improvement. 

It is important to collect data from multiple sources, since not everyone will share the 
same perspective. For example, leaders may assume that patient capacity to consent is 
always assessed, whereas staff may report that there are instances where it is not. Table 2 
shows potential sources of information.

Table 2. Assessment Data Sources

Review Existing Data Collect New Data

Accreditation review �ndings Chart audit data1 

Patient experience survey data on how easy doctors were 
to understand2 

Assessments of patient understanding of forms3

Malpractice claims and payout data Inventory and assessments of decision aids and other 
patient education materials used in informed consent 
discussions

Compliance review data Survey data4 

Interpreter services data Interview data on familiarity and adherence to your 
hospital’s policies, stories of communication failures, and 
effective approaches 

Data on patient safety events and their impact (e.g., near 
miss, harm caused).5 

Patient reports of safety events

1See A Practical Guide to Informed Consent7 for audit tools.
2See the Patient Survey provided in Appendixes A and B.
3You can collect the informed consent forms used throughout your hospital and test patient understanding (e.g., “Can 
 you tell me in your own words what are the potential risks of the surgery you are having?”9).
4Use the Health Care Professional Survey in the Appendix C to understand the extent to which physicians, physician 
 assistants, nurse practitioners, and other nurses follow informed consent policy and use best practices. (Also see the  
 survey in Practical Guide to Informed Consent7).
 5For example, a patient safety event could be that no interpreter was involved in conversation with a patient with  
  limited English proficiency, resulting in the patient’s misunderstanding the nature of the procedure.
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Table 3 provides examples of assessment findings from the pilot test hospitals that 
identified opportunities to improve informed consent. 

Table 3. Examples of Assessment Findings from Pilot Test Hospitals 

Area Opportunities for Improvement 

Policy •	 Confusion as to whether (and which) residents could independently have the informed consent 
discussion with patients and sign the consent form. 

•	 Unclear who was a legitimate proxy for patient and able to provide consent.
•	 Confusion as to which tests, treatments, and procedures require consent.

Forms •	 Complex consent forms not understandable to patients and families.
•	 Group practice consent form needed for Labor and Delivery in which a physician can sign for the 

entire group, since the on-call physician will be the one delivering a baby and may not necessarily 
be the patient’s doctor or the one that signed the consent form. 

•	 Potential need for a separate form for anesthesia consent and blood products. 
•	 Lack of forms translated into patients’ languages.

Compliance 
and Work�ow 

•	 Failure to adhere to hospital policy.
•	 Consent obtained from patients with limited-English pro�ciency withoutMC 
3.461
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Select Your Strategies

Based on the results from the assessment described in the previous section, you can 
select the strategies that your hospital will pursue. It is likely that there will be multiple 
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Improvement Strategy Suggestions for Implementation

Improve work�ows •	 Map out the work�ow to identify inconsistencies with policy and inef�ciencies.
•	 Allow staff (e.g., nurses in pre-operative areas) to generate ideas on how the 

work�ow could be improved.
•	 Test improvements in one area before spreading changes.

Address staff training needs •	 Determine which staff (or units) are unaware of policies, resources, or best prac-
tices and train staff.

•	 Use different modes to train staff or reinforce training material (e.g., emails, news-
letters, postings, staff meetings).

•	 Invest in getting the training right from the beginning. Poorly designed training 
will sour staff on the initiative.

•	 Recruit and train in�uential staff (e.g., department chiefs) to serve as training 
facilitators.

•	 Pick the low-hanging fruit—train volunteers �rst. They may be able to serve as 
peer coaches for others.

•	 Create incentives for units that meet training goals.
•	 Make training a credentialing requirement for non-employee clinicians who have 

hospital privileges.

For your hospital to make informed consent an informed choice, changes made at the 
hospital level must cascade down to the unit level. Staff need to be informed of and act 
on new policies, use new forms and decision aids, and avail themselves of resources to 
overcome communication barriers. You may find some of the topics covered in the next 
chapter, Implementing the Health Care Professionals Module, helpful as you activate staff 
to respond to the changes you have made.

De�ne Measurable Objectives, Monitor, and Report

A critical part of any QI effort is to develop a written action plan with clear objectives and 
a realistic timeline, and to use that action plan to ensure that progress can be monitored 
and measured. Results of interim monitoring and measurement efforts should be reported 
back to leadership and staff, and used to adjust the action plan where necessary or 
appropriate. You will want to define SMART objectives (Specific, Measurable, Attainable, 
Relevant, and Time bound)10 to track your progress toward your goals. Table 5 provides 
examples of SMART objectives.

Table 4. Improvement Strategies and Implementation Suggestions Cont’d
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Some goals may need to be broken down into some intermediate steps in order to monitor 
progress. For example, if your goal is improve the understandability of your informed 
consent forms, you might want to track the percentage of informed consent forms 
assessed, the percentage of forms revised, and the percentage of revised forms tested with 
diverse patients.
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■�Q 	Establish a sense of urgency. For example, you could frame the initiative as being 
critical to accreditation review preparation.

■�Q 	Appeal to their sense of professionalism. Clinicians care about their patients and 
often don’t realize that patients don’t always understand their choices.

■�Q 	Point out the personal advantages. They can receive continuing education credit and 
potentially reduce their malpractice exposure.

■�Q 	Gain consensus that there’s a problem. Conduct an assessment of your unit’s 
informed consent practices. Discuss the issues that surfaced. 

■�Q 	Humanize the problem. Tell a compelling story about a patient’s struggle to make an 
informed choice. If you can’t come up with a story from your unit, use one from the 
module.

■�Q 	Use peer pressure. Post a list of who has and who hasn’t taken the training module 
in the hallway.

■�Q 	Set deadlines. Set a date by which everyone is expected to complete the module. Or 
ask each clinician to set his or her own deadline and then follow up on that date. 

■�Q 	Engage in decisionmaking. Announce a meeting at which decisions will be made 
about which improvement strategies to pursue and make completion of the module a 
prerequisite to attending the meeting.

■�Q 	Negotiate. Perhaps there is something you can temporarily take off their plates to 
make it easier from them to take the module.

■�Q 	Assign employees (e.g., hospitalists, residents) to complete the module. Monitor 
and enforce completion. Provide release time to complete the training. This also 
communicates that this is a priority activity.

	 What Makes Them Tick?

	 Think about what motivates each clinician in your unit. Is he a  
stickler for the rules? Is he altruistic? Is she competitive? Does she  
dislike being told what to do? The tactic to get clinicians to take the  
module will likely differ depending on their personalities 
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Select Your Strategies

When choosing the topic for your initial improvement efforts, you’ll want the benefits of 
an assessment of the informed consent practices in your unit. Please review the earlier 
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Survey

We are doing this study to understand how to improve the informed consent process to 
treatment—a process by which a patient is told about the risks and benefits of proposed 
tests, treatments, or procedures, as well as alternatives, and makes a decision based on 
that information. 

We are asking you to answer the following questions based on the talk you just had with 
the doctor or nurse about having a test, treatment, or operation. Your answers will help 
the hospital understand what information patients get before giving consent for tests, 
treatments, or operations. That will let the hospital make improvements.

Before you take this survey you should know the following:

■�Q 	Your participation is voluntary. 

■�Q 	It should only take you 5 minutes to complete this survey.

■�Q 	This survey does not collect any personal or health information about you. 

■�Q 	You do not have to complete this survey. 

■�Q 	Your medical care will not change in any way if you do not take this survey. 

■�Q 	Your relationship with your health care providers or the hospital will not change if 
you do not take the survey.

■�Q 	If you decide to take this survey, you can stop answering the questions at any time. 

■�Q 	There is no cost to you for taking this survey.

■�Q The principal risk of this survey is a small risk of loss of confidentiality. The survey 
team has many procedures in place to reduce this risk.

Who Spoke with You. 

Who was the main person who spoke with you about having a test, treatment, or 
operation? 

1  � 	 My personal doctor 

2  � 	 A doctor from the hospital 

3  � 	 A nurse from the hospital 

4  � 	 I don’t know 

5  �� No one spoke to me about a test, treatment, or operation.

6  �� Other: ________________________________________________
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1. An interpreter is someone who helps you talk with others who do not speak your
language. Did you use an interpreter to speak with that person?

1  � 	 No, I speak English very well.

2  � 	 No, we spoke in English although I do not speak English very well.

3  � 	 No, that person spoke my language very well (for example, we both 
speak Spanish very well).

4  � 	 No, that person spoke my language a little.		

5  � 	 Yes, we spoke with the help of an interpreter provided by the hospital.

6  � 	 Yes, we spoke with the help of my friend or family member.

Explanations about the Main Test, Treatment or Operation.

Think about the main test, treatment, or operation you talked about.

2. Did the main person who spoke to you explain what would likely happen if you had
the test, treatment or operation?

1  � 	Yes 

2  � 	No		 If no, go to Question 7 

3. Was the explanation about what would likely happen if you had the test, treatment, or
operation easy to understand?

1  � 	 Yes, definitely 

2  � 	 Yes, somewhat 

3  � 	 No 

4. Did that person ask you to describe your understanding of what would likely happen
if you had the test, treatment, or operation?

1  � 	 Yes 

2  � 	 No

5. Did that person explain what might go wrong and how likely it was that something
would go wrong?

1  � 	 Yes 

2  � 	 No	 If no, go to Question 7
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6. Was the explanation about what might go wrong and how likely it was easy to
understand?

1  � 	 Y
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About the Discussion.

11. Did the main person who spoke to you listen carefully to you?

1  � 	 Yes

2  � 	 No

12. Did that person spend enough time with you?

1  � 	 Yes

2  � 	 No

13. Did that person ask you what matters most to you in choosing what to do?

1  � 	 Yes

2  � 	 No

14. Did that person encourage you to ask questions?

1  � 	 Yes

2  � 	 No

15. After the discussion, did you have any questions that were not answered?

1  � 	 Yes 

2  � 	 No    If no, go to Question 17

16. Why were your questions not answered?

1  � 	 I asked, but I didn’t get an answer.

2  � 	 I asked, but the response didn’t answer my questions.

3  � 	  I asked, but the response was hard to understand.

4  � 	 There wasn’t enough time to ask questions.

5  � 	 I didn’t feel that I could ask questions.

6  � 	 Other:__________________________________________
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17.
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21. Did anyone help you read the form?

1  � 	 Yes, someone from the hospital read it to me in English.

2  � 	 Y
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Appendix B: Patient Survey to Assess 
Informed Consent—Spanish Version

The following survey is intended to obtain feedback from patients immediately following 
an informed consent discussion to provide evaluative or quality improvement information 
to hospitals to assess and improve their informed consent processes using strategies 
described in AHRQ’s Making Informed Consent an Informed Choice Training Modules. 

Instructions on How To Administer the Survey

Aim: This survey can be used in a quality improvement or evaluation effort after 
improvements to the informed consent process are implemented to measure informed 
consent explanations and associated patient understanding. This survey can also be 
used to identify weaknesses in the informed consent discussion, specifically if key 
components of informed consent are explained to patients and whether they understood 
the explanations. 

Content: This survey can be given to patients or their family members who are asked to 
provide consent to tests, treatments, or procedures. This survey asks patients or surrogate 
decisionmakers to determine whether key components of a comprehensive informed 
consent discussion were explained and whether the explanations were easy for patients to 
understand. It also asks about unanswered questions, overall satisfaction with the consent 
discussion and the consent form. 

IRB: If appropriate per hospital policy, the hospital IRB should approve use of this 
survey before administering it to patients.

Patients to exclude: Patients and surrogate decisionmakers should be excluded if 
completing the survey might present undue burden at a very stressful time in their 
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Encuesta Para Pacientes

Estamos haciendo este encuesta para entender cómo mejorar el proceso de 
consentimiento informado para los tratamientos médicos—un proceso por el cual se 
le explica a un paciente los riesgos y los beneficios de tratamientos o procedimientos 
médicos ofrecidos y de sus alternativas, y con esa información, el paciente toma su 
decisión. 

Le estamos solicitando que responda las siguientes preguntas basándose en la 
conversación que acaba de tener con el médico o enfermera (o) sobre la necesidad de 
hacerse a una prueba, un tratamiento o una operación. Sus respuestas ayudarán al hospital 
a entender qué información obtienen los pacientes antes de otorgar su consentimiento 
para pruebas, tratamientos u operaciones. Eso ayudará al hospital a hacer mejoras.

Antes de que complete este formulario, debe saber lo siguiente:

■�Q 	Su participación es voluntaria.

■�Q 	Completar esta encuesta generalmente durará menos de 5 minutos.

■�Q 	No está obligado a completar esta encuesta. 

■�Q 	Esta encuesta no recopila información personal de usted o de su salud. 

■�Q 	No habrá ningún tipo de cambio en su atención médica si no participa en esta 
encuesta. 

■�Q 	Su relación con sus proveedores médicos o de salud no cambiará si no participa en 
esta encuesta.

■�Q 	Si decide participar en la encuesta, puede dejar de responder las preguntas en 
cualquier momento.

■�Q 	No hay ningún costo para completar la encuesta.

■�Q 	El riesgo principal de este estudio es un pequeño riesgo de pérdida de 
confidencialidad. El equipo de investigación tiene muchos procesos para reducir 
este riesgo.

Quién habló con usted.

¿Quién fue la persona principal que habló con usted sobre la necesidad de realizarse una 
prueba, un tratamiento o una operación?

1  � 	 Mi médico personal

2  � 	 Un médico del hospital

3  � 	 Una (o) enfermera (o) del hospital
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4  � 	 No sé

5  �� Nadie habló conmigo sobre la necesidad de realizarme una prueba, 
un tratamiento o una operación

6  �� Otro: ________________________________________________

1. Un intérprete es alguien que le ayuda a comunicarse con otras personas que no hablan
su mismo idioma. ¿Utilizó el servicio de un intérprete para hablar con esa persona?

1  � 	 No, hablo muy bien Inglés.

2  � 	 No, hablamos en Inglés aunque yo no lo hablo muy bien.

3  � 	 No, la persona hablaba mi idioma muy bien (por ejemplo, los dos 
hablamos muy bien español).

4  � 	 No, esa persona habló un poco en mi idioma.

5  � 	 Sí, hablamos con la ayuda de un intérprete proporcionado por el hospital.

6  � 	 Sí, habg7
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4. ¿Esa persona le pidió que describiera lo que entendió sobre lo que probablemente
sucedería si se realiza la prueba, el tratamiento o la operación?

1  � 	 Sí

2  � 	 No

5. ¿Esa persona le explicó qué podría salir mal y qué probabilidad había de que algo
saliera mal?

1  
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9. La asistencia para decisiones brinda información y le ayuda a pensar en sus opciones
de pruebas, tratamientos u operaciones. La asistencia para decisiones puede ser
en papel o en un video, una grabación de audio o un programa de computadora.
¿Alguien le mostró o le dio alguna asistencia para decisiones para que la usara?

1  � 	 Sí

2  � 	 No Si la respuesta es no, pase a la pregunta 11

10. ¿Le fue útil la asistencia para decisiones para decidir si realizarse o no a una prueba,
un tratamiento o una operación?

1  � 	 Sí

2  � 	 No

3  � 	 No la usé

Acerca de la conversación.

11.

1  
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15. Después de la conversación, ¿tuvo alguna pregunta que no fuera respondida?

1  � 	 Sí

2  � 	 No		 Si la respuesta es no, pase a la pregunta 17

16. ¿Por qué no obtuvo respuestas a sus preguntas?

1  � 	 Pregunté, pero no obtuve una respuesta.

2  � 	 Pregunté, pero la respuesta no respondió mis preguntas.

3  � 	 Pregunté, pero fue difícil entender la respuesta.

4  � 	 No hubo suficiente tiempo para hacer preguntas.

5  � 	 No sentí que pudiera hacer preguntas.

6  � 	 Otro:__________________________________________________

17.
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El formulario de consentimiento.

20. ¿El formulario de consentimiento que se le solicitó que firmara para la prueba, el
tratamiento o la operación estaba en un idioma que usted lee muy bien?

1  � 	 Sí, estaba en Inglés y yo leo muy bien en Inglés.

2  � 	 Sí, estaba en mi idioma (que no es el Inglés) y yo leo muy bien en 
mi idioma.

3  � 	 No, estaba en Inglés y yo no leo muy bien en Inglés.
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La persona que completó la encuesta.

23. Seleccione la opción que mejor describe a la persona que respondió estas preguntas.

1  � 	 Soy el paciente.

2  � 	 Soy el padre, la madre, el tutor legal o el representante en cuestiones de 

atención médica del paciente.

3  � 	 Soy un familiar o un amigo del paciente.

4  � 	 Otro  ________________________________________________
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Appendix C: Health Care Professional Survey 
to Assess Informed Consent

Instructions on Administration of the Survey

The health care professional survey can be administered via paper or through an online 
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Survey

We are surveying you to understand how to improve the informed consent process1 
—a process by which a patient is told about the risks and benefits of proposed tests, 
treatments, or procedures, as well as alternatives, and makes a decision based on that 
information. 

If you agree to participate in this survey, we will:

■�Q 	Ask you questions about your hospital’s informed consent policies and processes, 
your self-reported use of evidence-based practices described in the health care 
professional training module, a self-assessment of your informed consent process 
effectiveness, and your attitude regarding patients’ rights in informed consent.

■�Q 	Ask you about your experiences, to capture how learning and strategy 
implementation affected behavior, and/or yielded results.

Before you take the survey you sikrielded results.
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Role in Informed Consent.

1.
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Strongly 
Disagree

Disagree Neither 
Agree Nor 
Disagree

Agree Strongly 
Agree

g) I know how to handle cases when informed
consent was obtained before the patient came 
to the hospital.

h) I am clear about my role in the informed
consent process.

Current Informed Consent Process.

3. For tests/treatments/procedures that require informed consent, how frequently do
clinicians in your unit do the following when obtaining informed consent? 

Check “DK” (Don’t Know) if you don’t know what clinicians do in your unit. 

Never Sometimes Usually Always DK

a) Assess patients’ decisionmaking capacity

b) Allocate ample time in private space

c) Use health literacy universal precautions

d) Call for quali�ed interpreters when conducting a
consent discussion with a patient who speaks a
different language

e) Offer choices, including the option of doing
nothing

f) Engage patients, family, and friends in the
consent discussion

g) Elicit goals and values

h) Encourage questions

i) Use high-quality structured patient decision
aids (e.g., tool to help a patient understand the
bene�ts, harms, and risks of a test, treatment, or
procedure and make a decision)

j) Neutrally explain the bene�ts, harms, and risks of
all options

k) Use teach-back techniques to check patient
understanding

l) Better document the informed consent discussion

m) Ask patients to con�rm consent immediately
before test, treatment, or procedure when 
consent has been given in advance
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4. For tests/treatments/procedures that require informed consent, how frequently do you
do the following when obtaining informed consent?

Check “NA” (not applicable) if the statement does not apply to your responsibilities or 
you don’t know what the statement is referring to.

Never Sometimes Usually Always DK

a) Assess patients’ decisionmaking capacity

b) Allocate ample time in private space

c) Use health literacy universal precautions

d) Call for quali�ed interpreters when conducting
a consent discussion with a patient who
speaks a different language

e) Offer choices, including the option of doing
nothing

f) Engage patients, family, and friends in the
consent discussion

g) Elicit goals and values

h) Encourage questionh

i) Use high-quality structured patient decision
aids (e.g., tool to help a patient understand the
bene�ts, harms, and risks of a test, treatment,
or procedure and make a decision)

j) Neutrally explain the bene�ts, harms, and risks
of all options

k) Use teach-back techniques to check patient
understanding

l) Better document the informed consent
discussion

m) Ask patients to con�rm consent immediately
before test, treatment, or procedure when 
consent has been given in advance
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Informed Consent Process Overall Effectiveness. 

5. On a scale from 1 to 10 where 1 is the worst and 10 is the best, how well does your
unit  ensure patients are making an informed choice?

  � 	 1 – Worst

  � 	 2

  � 	 3

  � 	 4

  � 	 5

  � 	 6

  � 	 7

  � 	 8

  � 	 9

  � 	 10 – Best

  � 	 DK – Don’t know

6. On a scale from 1 to 10 where 1 is the worst and 10 is the best, how well do you
ensure patients are making an informed choice?

  � 	 1 – Worst

  � 	 2

  � 	 3

  � 	 4

  � 	 5

  � 	 6

  � 	 7

  � 	 8

  � 	 9

  � 	 10 – Best

  � 	 N/A – I’m not involved in the consent process
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Teach-Back Self Ef�cacy

Teach-back is a way to check that you have explained to patients what they need to know 
in a manner that they understand. Patient understanding is confirmed when they are able 
to explain it back to you in their own words.

7. On a scale from 1 to 10, how confident are you in your ability to use teach-back in an
informed consent discussion? (1 = “not at all confident”, 10 = “very confident”)

  � 	 1 – not at all confident

  � 	 2

  � 	 3

  � 	 4

  � 	 5

  � 	 6

  � 	 7

  � 	 8

  � 	 9

  � 	 10 – very confident

  � 	 N/A – I’m not involved in the consent process

Attitudes about Informed Consent

8. To what extent do you agree or disagree with the following statements:

Strongly 
Disagree

Disagree Neither Agree 
Nor Disagree

Agree Strongly 
Agree

a) Clinicians should encourage patients to
talk about their values when deciding
whether to consent to a test, treatment,
or procedure.

b) Clinicians are in a better position
than patients to decide which tests,
treatments, or procedures patients need.

c) Clinicians should not present alternatives
that are demonstrably less effective.

d) Refusing a life-saving treatment or
procedure demonstrates that the patient
is not capable of making a sound
decision.
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Strongly 
Disagree

Disagree Neither Agree 
Nor Disagree

Agree Strongly 
Agree

e) Clinicians are responsible for ensuring
that patients understand all their options
before making a decision.

f) Getting the patient’s signature on a
consent form is the most critical part of
the informed consent process.

g) Lack of patient understanding of bene�ts,
harms, and risks of treatments is a
serious patient safety problem.

h) The informed consent process is worth
the time it takes.

i) The chief purpose of informed consent
processes is to comply with regulations
and be protected from lawsuits.

Background Information. 1 

This information will help in the analysis of the survey results.

9. How long have you worked in this hospital?

�   a.	Less than 1 year		 �   d.	 11 to 15 years

�   b.	1 to 5 years			  �   e.	 16 to 20 years

�   c.	6 to 10 years			  �   f.	 21 y
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