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Abrams, MA (2013). A Health Literacy-Based Consent Process & Attributes of a Health Literate Health Care Organization. 
Roundtable on Health Literacy Workshop:  Implementation of Attributes of Health Literacy Washington, DC.



Chart note 

Patient’s Mom, Dana Miller and Dana’s sister, Laurie Otero were 

present for the informed consent discussion. Dr. Tabor explained the 

benefits and risks of central line placement [prevent meningitis 

recurrence but small risk of central-line associated bloodstream 

infection (CLABSI) versus not completing the course of antibiotics (no 

CLABSI, but risk of meningitis recurring)]. During teach-back, Mom 

correctly explained what placing a central line entailed and the 

benefits and risks of the central line and not completing the antibiotic 

course. Dr. Tabor answered questions about relative risks of each 

option. Extra time (1 hour) was given to Mom after initial conversation 

to reach a decision. Mom opted for central line (Signed Informed 

Consent form attached).  

Adapted from: Abrams, MA (2013). A Health Literacy-Based Consent Process &  
Attributes of a Health Literate Health Care Organization. Roundtable on Health Literacy Workshop: 
Implementation of Attributes of Health Literacy Washington, DC.
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Role Person Responsible 

Overall responsibility for obtaining 
informed consent 

Physician, Independent Nurse Practitioner or 
Independent Physician Assistant who is delivering 
the care (non-delegable duty) 

Assess and address special communication 
needs (such as limited English proficiency 
or impaired hearing) 

Intake staff, nurse, other clinical staff, and/or 
Physician, Nurse Practitioner or Physician Assistant 

Assess the patient’s decision-making 
capacity 

Physician, Independent Nurse Practitioner or 
Independent Physician Assistant 

Identify authorized decision makers if a 
patient lacks decision making capacity  

Physician, Independent Nurse Practitioner or 
Independent Physician Assistant 

Schedule times and rooms for discussions, 
if needed 

Receptionist 

Explain choices including benefits, harms, 
and risks; use teach-back to verify patient 
understanding  

Physician, Independent Nurse Practitioner or 
Independent Physician Assistant 

Interpret for patients with limited English 
proficiency 

Qualified medical interpreter 

Show decision aids Physician, Nurse Practitioner, Physician Assistant, 
Nurse, or other clinical staff 

Help the patient to clarify goals and values Physician, Nurse Practitioner, Physician Assistants, 
Nurse, or other clinical staff 

Stop the line (i.e., halt any activity that could 
cause harm) if it appears that the patient did 
not understand 

Any team member 

Make a decision Patient or authorized representative 

Document the patient’s choice (may include 
signing the form and/or documenting 
informed consent conversations in the 
patient’s record) 

Physician, Independent Nurse Practitioner or 
Independent Physician Assistant 

Confirm that informed consent discussion 
has been appropriately documented  

Nurse or other clinical staff 

Confirm that the patient understands 
benefits, harms, and risks immediately 
before the test, treatment, or procedure is 
performed 

Physicians, Independent Nurse Practitioners and/or 
Independent Physician Assistants  
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Topic Resource Notes 

Principles of Informed Consent 

General 
reference on 
informed 
consent to 
treatment 

Fleisher L, Miller M, et al. A Practical Guide to Informed Consent.   Available at: 
http://www.rwjf.org/content/dam/web-assets/2009/04/a-practical-guide-to-informed-
consent 

PDF is available in course 
Resources section for download. 

Rozovsky, FA (2015). Consent to Treatment: A Practical Guide. 5th ed. New York, 
NY: Aspen Publishers: Wolters-Kluwer Law & Business. 

Shekelle, P. G., Wachter, R. M., Pronovost, P. J., Schoelles, K., McDonald, K. M., 
Dy, S. M., ... & Larkin, J. W. (2013). Chapter 39: Obtaining Informed Consent from 
Patients: Brief Update Review. In: Making health care safer II: an updated critical 
analysis of the evidence for patient safety practices. Evidence report/technology 
assessment, (211), 1-945. Available at: 
http://www.ncbi.nlm.nih.gov/books/NBK133402/ 

Informed 
consent to 
research 

Educational and quality improvement resources on consent to research.  Available 
at: http://www.hhs.gov/ohrp/education/index.html 

AHRQ Informed Consent and Authorization Toolkit for Minimal Risk Research. 
Available at: http://www.ahrq.gov/funding/policies/informedconsent/index.html 

PDF is available in course 
Resources section for download. 

Guidelines from the Office of Human Subjects Protection. Available at: 
http://www.hhs.gov/ohrp/humansubjects/commonrule/ 

Code of Federal Regulations, Title 45 CFR Part 46. Protection of Human Subjects. 
Available at: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html 

http://www.rwjf.org/content/dam/web-assets/2009/04/a-practical-guide-to-informed-consent
http://www.rwjf.org/content/dam/web-assets/2009/04/a-practical-guide-to-informed-consent
http://www.ncbi.nlm.nih.gov/books/NBK133402/
http://www.ncbi.nlm.nih.gov/books/NBK133402/
http://www.hhs.gov/ohrp/education/index.html
http://www.ahrq.gov/funding/policies/informedconsent/index.html
http://www.hhs.gov/ohrp/humansubjects/commonrule/
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
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Topic Resource Notes 

Informed 
consent for 
end-of-life care 

Rozovsky, FA (2015). Refusing treatment, dying and death, and the elderly. Section 
11.6. In: Consent to Treatment: A Practical Guide. 5th ed. New York, NY: Aspen 
Publishers: Wolters-Kluwer Law & Business.  

It’s not about a 
form 

Macy v. Blatchford Case Law PDF is available in course 
Resources section for download. 

Informed 
consent for 
persons with a 
lack of capacity 

The Macarthur Treatment Competence Study. Available at: 

http://www.macarthur.virginia.edu/treatment.html 
PDF is available in course 
Resources section for download. 

Appelbaum, P. S. (2007). Assessment of patients' competence to consent to 
treatment. New England Journal of Medicine, 357(18), 1834-1840. Available at: 

http://www.nejm.org/doi/full/10.1056/NEJMcp074045 

Karlawish, J. (2007). Measuring decision-making capacity in cognitively impaired 
individuals. Neurosignals, 16(1), 91-98. Available at: 
https://www.ncbi.nlm.nih.gov/pubmed/18097164 

Rozovsky F. Chapter 1: How to obtain consent: The art of consent communication. 
In: Consent to Treatment: A Practical Guide. 5th ed. New York, NY: Aspen 
Publishers: Wolters-Kluwer Law & Business. 

Informed 
consent for 
minors 

State Policies in Brief. An Overview of Minors’ Consent Law. Guttmacher Institute. 
Available at: https://www.guttmacher.org/statecenter/spibs/spib_OMCL.pdf 

PDF is available in course 
Resources section for download. 
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https://www.guttmacher.org/statecenter/spibs/spib_OMCL.pdf
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Topic Resource Notes 

Informed 
consent during 
emergency 
situations 

Copyrighted and published by Project HOPE/Health Affairs as: 

Cindy Brach “Even In An Emergency, Doctors Must Make Informed Consent An 
Informed Choice” Health Affairs (Millwood) 2016, Vol. 35, No. 4, 739-743. The 
published article is archived and available online at www.healthaffairs.org. 

Article available at: http://content.healthaffairs.org/cgi/content/full/35/4/739 

Strategies for Clear Communication 

Health literacy 
and informed 
consent 

Informed Consent and Health Literacy. Workshop summary. Alper J, Rapporteur. 
Institute of Medicine. The National Academies Press. Available at: 
http://www.nap.edu/catalog/19019/informed-consent-and-health-literacy-workshop-
summary 

AHRQ Health Literacy Universal Precautions Toolkit, 2nd Edition. Available at: 
http://www.ahrq.gov/professionals/quality-patient-safety/quality-
resources/tools/literacy-toolkit/index.html 

PDF is available in course 
Resources section for download. 

Brach, C., Keller, D., Hernandez, L. M., Baur, C., Parker, R., Dreyer, B., Schillinger, 
D. (2012). Ten attributes of a health literate health care organization. Washington
DC: Institute of Medicine. Available at:  https://nam.edu/perspectives-2012-ten-
attributes-of-health-literate-health-care-organizations/

CDC's "Everyday Words for Public Health Communication," A list of medical terms 
and their everyday substitutes. Available at: 
https://www.cdc.gov/other/pdf/everydaywordsforpublichealthcommunication_final_11
-5-15.pdf

PDF is available in course 
Resources section for download 

http://content.healthaffairs.org/cgi/content/full/35/4/739?ijkey=mmDayUxV9nLmw&keytype=ref&siteid=healthaff
http://www.nap.edu/catalog/19019/informed-consent-and-health-literacy-workshop-summary
http://www.nap.edu/catalog/19019/informed-consent-and-health-literacy-workshop-summary
http://www.ahrq.gov/professionals/quality-patient-safety/quality-resources/tools/literacy-toolkit/index.html
http://www.ahrq.gov/professionals/quality-patient-safety/quality-resources/tools/literacy-toolkit/index.html
https://nam.edu/perspectives-2012-ten-attributes-of-health-literate-health-care-organizations/
https://nam.edu/perspectives-2012-ten-attributes-of-health-literate-health-care-organizations/
https://www.cdc.gov/other/pdf/everydaywordsforpublichealthcommunication_final_11-5-15.pdf
https://www.cdc.gov/other/pdf/everydaywordsforpublichealthcommunication_final_11-5-15.pdf
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Schillinger, D., Piette, J., Grumbach, K., Wang, F., Wilson, C., Daher, C., Bindman, 
A. B. (2003). Closing the loop: physician communication with diabetic patients who 
have low health literacy Arch Intern Med, 163(1), 83-90. Available at: 
https://www.ncbi.nlm.nih.gov/pubmed/12523921 

This resource is also listed in the 
Teach-back section. 

Fink, A. S., A. V. Prochazka, W. G. Henderson, D. Bartenfeld, C. Nyirenda, A. Webb, 
D. H. Berger, K. Itani, T. Whitehill, J. Edwards, M. Wilson, C. Karsonovich, and P.
Parmelee. (2010). Predictors of comprehension during surgical informed consent.
Journal of American College of Surgeons 210:919-926. Available at:
https://www.ncbi.nlm.nih.gov/pubmed/20510800

This resource is also listed in the 
Teach-back section. 

Miller M, Abrams MA, Earles B, Phillips K, McCleeary E. (2011). Improving Patient-
Provider Communication for Patients Having Surgery: Patient Perceptions of a 
Revised Health Literacy-Based Consent Process. Journal of Patient Safety, 7(1): 30-
38. Available at: https://www.ncbi.nlm.nih.gov/pubmed/21921865

Goff SL, Mazor KM, Ting HH, Kleppel R, Rothberg MB. How cardiologists present 
the benefits of percutaneous coronary interventions to patients with stable angina: a 
qualitative analysis. JAMA Intern Med. 2014 Oct;174(10):1614-21.  Available at: 
http://www.ncbi.nlm.nih.gov/pubmed/25156523 

Paasche-Orlow MK. (2005). The Challenges of Informed Consent for Low-Literate 
Populations. In Understanding Health Literacy. Schwartzberg JG, VanGeest JB, 
Wang CC, Editors. AMA Press, 119-140. 

PDF is available in course 
Resources section for download. 

Interpretation 
and translation 

Flores G, Abreu M, Barone CP, Bachur R, Lin H. Errors of medical interpretation and 
their potential clinical consequences: a comparison of professional versus ad hoc 
versus no interpreters. Annals of emergency medicine. Mar 14 2012. Available at: 
https://www.ncbi.nlm.nih.gov/pubmed/22424655 

Patient safety for patients with limited English proficiency. Available at: 
http://www.ahrq.gov/professionals/education/curriculum-tools/teamstepps/lep/ 

https://www.ncbi.nlm.nih.gov/pubmed/12523921
https://www.ncbi.nlm.nih.gov/pubmed/20510800
https://www.ncbi.nlm.nih.gov/pubmed/21921865
http://www.ncbi.nlm.nih.gov/pubmed/25156523
https://www.ncbi.nlm.nih.gov/pubmed/22424655
http://www.ahrq.gov/professionals/education/curriculum-tools/teamstepps/lep/
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Topic Resource Notes 

Working with Medical Interpreters. Available at: 
http://www.health.state.mn.us/divs/idepc/refugee/guide/11interpreters.pdf 

Communicating 
with patients 
who are deaf or 
hard of hearing 

ADA Business Brief: Communicating with persons who are Deaf or Hard of Hearing 
in Hospital Settings. Available at:  http://www.ada.gov/hospcombrprt.pdf 

PDF is available in course 
Resources section for download. 

Communicating with People with Hearing Loss. Available at:  
http://www.ucsfhealth.org/education/communicating_with_people_with_hearing_loss/ 

NQF Safe 
Practices 

National Quality Forum Safe Practices for Better Healthcare – 2010 Update. Safe 
Practice 4: Informed Consent. Available at: 
https://www.qualityforum.org/Publications/2010/04/Safe_Practices_for_Better_Health
care_%E2%80%93_2010_Update.aspx 

PDF is available in course 
Resources section for download. 

Teach-back 

Always Use Teach-back! Training toolkit.  Available at: 
http://www.teachbacktraining.org/ 

Frequently Asked Questions About Teach-Back PDF is available in course 
Resources section for download. 

Schillinger, D., Piette, J., Grumbach, K., Wang, F., Wilson, C., Daher, C., Bindman, 
A. B. (2003). Closing the loop: physician communication with diabetic patients who 
have low health literacy Arch Intern Med, 163(1), 83-90. Available at: 
https://www.ncbi.nlm.nih.gov/pubmed/12523921 

This resource is also listed in the 
Health literacy and informed 
consent section. 

Fink, A. S., A. V. Prochazka, W. G. Henderson, D. Bartenfeld, C. Nyirenda, A. Webb, 
D. H. Berger, K. Itani, T. Whitehill, J. Edwards, M. Wilson, C. Karsonovich, and P.
Parmelee. (2010). Predictors of comprehension during surgical informed consent.
Journal of American College of Surgeons 210:919-926. Available at:
https://www.ncbi.nlm.nih.gov/pubmed/20510800

This resource is also listed in the 
Health literacy and informed 
consent section. 

http://www.health.state.mn.us/divs/idepc/refugee/guide/11interpreters.pdf
http://www.ada.gov/hospcombrprt.pdf
http://www.ucsfhealth.org/education/communicating_with_people_with_hearing_loss/
https://www.qualityforum.org/Publications/2010/04/Safe_Practices_for_Better_Healthcare_%E2%80%93_2010_Update.aspx
https://www.qualityforum.org/Publications/2010/04/Safe_Practices_for_Better_Healthcare_%E2%80%93_2010_Update.aspx
http://www.teachbacktraining.org/
https://www.ncbi.nlm.nih.gov/pubmed/12523921
https://www.ncbi.nlm.nih.gov/pubmed/20510800
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Paasche-Orlow M. Caring for patients with limited health literacy: a 76-year-old man 
with multiple medical problems. JAMA. 2011 Sep 14; 306(10):1122-9. Available at: 
https://www.ncbi.nlm.nih.gov/pubmed/21828309 

Schenker Y, Fernandez A, Sudore R, Schillinger D. (2011). Interventions to improve 
patient comprehension in informed consent for medical and surgical procedures: a 
systematic review. Med Decis Making; 31(1):151-73. Available at: 
https://www.ncbi.nlm.nih.gov/pubmed/20357225 

Strategies for Presenting Choices 

Engaging 
patients, 
families and 
friends 

AHRQ Tool 4: Communicate Clearly (Health Literacy Universal Precautions Toolkit, 
2nd Edition). Available at: http://www.ahrq.gov/professionals/quality-patient-
safety/quality-resources/tools/literacy-toolkit/healthlittoolkit2-tool4.html  

PDF is available in course 
Resources section for download. 

AHRQ Tool: 14: Encourage Questions (Health Literacy Universal Precautions 
Toolkit, 2nd Edition). Available at: http://www.ahrq.gov/professionals/quality-patient-
safety/quality-resources/tools/literacy-toolkit/healthlittoolkit2-tool14.html  

PDF is available in course 
Resources section for download. 

AHRQ Guide to Patient and Family Engagement in Hospital Quality and Safety. 
Available at:  

http://www.ahrq.gov/professionals/systems/hospital/engagingfamilies/index.html 

Visualizing Health. Site offering free evidence-based tools for generating graphics to 
communicate about risks and benefits of medical treatments. Available at: 
http://www.vizhealth.org   

Please refer to the website for 
specific language when using an 
image, you wish to use or adapt 
from the site. 

https://www.ncbi.nlm.nih.gov/pubmed/21828309
https://www.ncbi.nlm.nih.gov/pubmed/20357225
http://www.ahrq.gov/professionals/quality-patient-safety/quality-resources/tools/literacy-toolkit/healthlittoolkit2-tool4.html
http://www.ahrq.gov/professionals/quality-patient-safety/quality-resources/tools/literacy-toolkit/healthlittoolkit2-tool4.html
http://www.ahrq.gov/professionals/quality-patient-safety/quality-resources/tools/literacy-toolkit/healthlittoolkit2-tool14.html
http://www.ahrq.gov/professionals/quality-patient-safety/quality-resources/tools/literacy-toolkit/healthlittoolkit2-tool14.html
http://www.ahrq.gov/professionals/systems/hospital/engagingfamilies/index.html
http://www.vizhealth.org/
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Topic Resource Notes 

“I Wish I Had Asked That!” worksheet for patients. Available at:  http://cdn-
www.informedmedicaldecisions.org/imdfdocs/Patient_Visit_Guide.pdf 

http://www.informedmedicaldecisions.org/thoughtleadership/foundationblog/dec
ember-2012/i-wish-i-had-asked-that-a-new-worksheet-for-patie.aspx 

Evaluating 
patient decision 
aids 

International Patient Decision Aids Standards Instrument. Available at: 
http://www.ipdasi.org/ 

Evaluating 
patient 
education 
materials 

The Patient Education Materials Assessment Tool (PEMAT). Available at: 
www.ahrq.gov/pemat 

PDF is available in course 
Resources section for download. 

Decision aids 

The Ottawa Personal Decision Guide. Available at: 
http://decisionaid.ohri.ca/docs/das/OPDG.pdf 

PDF is available in course 
Resources section for download. 

Option Grids: Available at: http://www.optiongrid.org/ 
Free Registration is required. 

Kinnersley P, Phillips K, Savage K, Kelly MJ, Farell E, Morgan B, Whistance R, 
Lewis V, Mann MK, Stephens BL, Blazeby J, Elwyn G, Edwards AGK (2013). 
Interventions to promote informed consent for patients undergoing surgical and other 
invasive healthcare procedures (Review) The Cochrane Library, Issue 7. Available 
at: 
http://onlinelibrary.wiley.com/doi/10.1002/14651858.CD009445.pub2/abstract;jsessio
nid=2DDE307A1BAFD543100D5255BB5D8240.f01t01 

http://cdn-www.informedmedicaldecisions.org/imdfdocs/Patient_Visit_Guide.pdf
http://cdn-www.informedmedicaldecisions.org/imdfdocs/Patient_Visit_Guide.pdf
http://www.informedmedicaldecisions.org/thoughtleadership/foundationblog/december-2012/i-wish-i-had-asked-that-a-new-worksheet-for-patie.aspx
http://www.informedmedicaldecisions.org/thoughtleadership/foundationblog/december-2012/i-wish-i-had-asked-that-a-new-worksheet-for-patie.aspx
http://www.ipdasi.org/
http://www.ahrq.gov/pemat
http://decisionaid.ohri.ca/docs/das/OPDG.pdf
http://www.optiongrid.org/
http://onlinelibrary.wiley.com/doi/10.1002/14651858.CD009445.pub2/abstract;jsessionid=2DDE307A1BAFD543100D5255BB5D8240.f01t01
http://onlinelibrary.wiley.com/doi/10.1002/14651858.CD009445.pub2/abstract;jsessionid=2DDE307A1BAFD543100D5255BB5D8240.f01t01


Listing of All Resources for Informed Consent Healthcare Professionals Module (by topic) (rev 7/13/16)

AHRQ’s Making Informed Consent an Informed Choice 
Training for Health Care Professionals 
Listing of All Resources for Informed Consent Professionals Module

Page 8 

Topic Resource Notes 

Online 
databases of 
decision aids 

Ottawa Health Resources Institute Decision Aid inventory. Available at: 
https://decisionaid.ohri.ca/  

Mayo Clinic decisions aids. Available at:  
http://shareddecisions.mayoclinic.org/decision-aid-information/decision-aids-for-
chronic-disease/ 

Bridging 
cultural 
differences 

Carrese JA, Rhodes LA. Bridging cultural differences in medical practice. The case 
of discussing negative information with Navajo patients. J Gen Intern Med. Feb 
2000;15(2):92-96. Available at: https://www.ncbi.nlm.nih.gov/pubmed/10672111 

Shared decision 
making 

The SHARE Approach. Available at:  
http://www.ahrq.gov/professionals/education/curriculum-tools/shareddecisionmaking/ 

Six Steps of Shared Decision Making (for providers): http://cdn-
www.informedmedicaldecisions.org/imdfdocs/SixStepsSDM_CARD.pdf 

PDF is available in course 
Resources section for download. 

Informed Medical Decisions Foundation website. Available at: 
http://www.informedmedicaldecisions.org/ 

Being part of a 
team 

Blank Informed Consent Team Roles and Responsibilities Table Document is available in course 
Resources section for download. 

TeamSTEPPS 2.0: Core Curriculum. Available at: 

http://www.ahrq.gov/professionals/education/curriculum-
tools/teamstepps/instructor/fundamentals/index.html 

https://decisionaid.ohri.ca/
http://shareddecisions.mayoclinic.org/decision-aid-information/decision-aids-for-chronic-disease/
http://shareddecisions.mayoclinic.org/decision-aid-information/decision-aids-for-chronic-disease/
https://www.ncbi.nlm.nih.gov/pubmed/10672111
http://www.ahrq.gov/professionals/education/curriculum-tools/shareddecisionmaking/
http://cdn-www.informedmedicaldecisions.org/imdfdocs/SixStepsSDM_CARD.pdf
http://cdn-www.informedmedicaldecisions.org/imdfdocs/SixStepsSDM_CARD.pdf
http://www.informedmedicaldecisions.org/
http://www.ahrq.gov/professionals/education/curriculum-tools/teamstepps/instructor/fundamentals/index.html
http://www.ahrq.gov/professionals/education/curriculum-tools/teamstepps/instructor/fundamentals/index.html
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