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Agenda
• Shared Decision-Making and Informed Consent
• Make-Up of Informed Consent Forms and Policy
• Genesis of the Informed Consent Measure
• Hospital IQR Program and the Measure’s Role Therein
• Content of the Measure - Consent Form Scoring
• Will the Measure Stick?
• Model for Measure Compliance
• Two Take-Aways
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Learning Objectives
• Describe the developmental history of the “Quality of Informed 

Consent Documents for Hospital-Performed, Elective Procedures” 
measure along with CMS’ rationale for adding the measure to the 
Hospital IQR Program.

• Explain the eight elements that comprise the measure as codified in 
the abstraction tool for the “Quality of Informed Consent Documents 
for Hospital-Performed, Elective Procedures” measure.

• Demonstrate how the American College of Surgeons NSQIP 
Surgical Risk Calculator can be used to prepare quantitative, 
patient- and procedure-specific surgical risks in under one minute in 
support of the measure requirement.
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Learning Objectives
• Evaluate the Electronic Support for Patient Decisions (ESPD) 

initiative – the automated informed consent process employed 

across all VA Medical Centers as a model for creating detailed, 

procedure-specific consents within an organization’s EHR.

• Design an electronic strategy for aligning the documentation of 

consent with the time of the consent discussion – in remote 

physician practices and in the clinic setting – in order to meet the 

strict timing requirement set forth in the “Quality of Informed 

Consent Documents” measure.
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Shared Decision-Making and 
Informed Consent
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Shared Decision-Making: evaluation of all treatment 
options for a particular condition considering provider’s 
recommendations and patient goals and objectives

Informed Consent: utilization of necessary
information to evaluate a particular treatment or procedure 
including alternatives and prognosis if declined

Disclosure: evaluation of the risks and complications 
specific to the planned treatment or procedure
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Regional Variations 
in Care
• Mastectomy vs. lumpectomy –

rates of mastectomy per 1,000 
Medicare beneficiaries adjusted for 
age and race
‒ 1.1 U.S. average
‒ 2.5 in Victoria, TX
‒ 0.3 in Muncie, IN

• 8X difference
Improving Patient Decision-Making in Health Care: A 2011 
Dartmouth Atlas Report Highlighting Minnesota. The 
Dartmouth Institute for Health Policy and Clinical Practice. 
2011.
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Influencing Patient 
Decisions
• Not exclusively the purview of 

providers
• Payers and insurers are employing 

“choice architecture”

Ward L. The Case for Giving Health-Care Consumers a 
‘Nudge.’ The Wall Street Journal. June 25, 2017.

Acknowledgement: Fay Rozovsky, JD, MPH. The Rozovsky 
Group.
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Shared Decision-Making
• Receiving significant attention
• No single “best” treatment – depends 

on the values and objectives on the 
patient

Kelly T. Shared decision-making: Reexamining the role of 
patient preference. Becker’s Hospital Review. March 9, 
2017. http://www.beckershospitalreview.com/patient-
engagement/shared-decision-making-reexamining-the-role-
of-patient-preference.html. Accessed 12/8/17. 

Chhabra KR, Sacks GD, Dimick JB. Surgical Decision 
Making: Challenging Dogma and Incorporating Patient 
Preferences. JAMA. 2017;317(4):357-358.  <<next slide>>

http://www.beckershospitalreview.com/patient-engagement/shared-decision-making-reexamining-the-role-of-patient-preference.html
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• A priority for CMS
• Two models launched in 2017:
‒ Shared Decision-Making Model 

for accountable care 
organizations (ACOs)

‒ Direct Decision Support Model for 
decision support organizations 
(DSOs)

Shared Decision-Making



14

What Determines the Content of 
Your Informed Consent Form(s) 

and Policy(ies) Today?
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Requirements that Shape Informed 
Consent
• Medicare Conditions of Participation (CoPs)

• State statute and requirements

• Accreditation standards

• Case law

• Surveyors
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CMS CoPs – Interpretive Guidelines
• A properly executed informed consent form contains the following 

minimum elements:
‒ Name of the hospital
‒ Name of the specific procedure(s) or type of medical treatment
‒ Name of the responsible practitioner who is performing the procedure 

or administering the medical treatment
‒ Statement that the procedure or treatment, including the anticipated 

benefits, material risks, and alternative therapies, was explained to the 
patient or the patient’s legal representative

‒ Signature of the patient or the patient’s legal representative
‒ Date and time the informed consent form is signed by the 

patient or the patient’s representative
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CMS CoPs – Interpretive Guidelines
• A well-designed informed consent form might also include:

‒ Name of the practitioner who conducted the informed consent discussion

‒ Date, time, and signature of the person witnessing the patient or the 
patient’s legal representative signing the consent form

‒ Indication or listing of the material risks of the procedure or treatment that 
were discussed

‒ Statement, if applicable, that practitioners other than the operating surgeon 
(including but not limited to residents) may be performing important tasks 
related to the surgery, in accordance with the hospital’s policies and, in the 
case of residents, based on their skill set and under the supervision of the 
responsible practitioner
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• A well-designed informed consent form might also include:

‒ Statement, if applicable, that qualified medical practitioners who are not 
physicians who will perform important parts of the surgery or administration 
of anesthesia will be performing only tasks that are within their scope of 
practice, as determined under State law and regulation, and for which they 
have been granted privileges by the hospital.

Interpretive Guidelines §482.24(c)(4)(v) – Medical Records

CMS CoPs – Interpretive Guidelines
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State Law
• Texas Medical Disclosure Panel

‒ Comprised of 9 members: 3 attorneys and 6 physicians

‒ The panel determines:

o Which procedures require disclosure

o The risks and hazards that must be disclosed

o General form to be employed

• Louisiana Medical Disclosure Panel

‒ Comprised of 16 members: 4 attorneys, 6 physicians, 2 
dentists, 1 chiropractor, 1 podiatrist, 1 optometrist, 1 NP

Texas Medical Disclosure Panel. Texas Department of State Health Services. Last updated November 9, 
2017. https://www.dshs.texas.gov/facilities/medical-disclosure/default.aspx Accessed 1/11/18.

Louisiana Medical Disclosure Panel. Louisiana State Legislature. RS 40:1157.2 

http://www.legis.la.gov/legis/Law.aspx?p=y&d=964694 Accessed 1/11/18.

https://www.dshs.texas.gov/facilities/medical-disclosure/default.aspx
http://www.legis.la.gov/legis/Law.aspx?p=y&d=964694
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Accreditation Organizations
• Joint Commission – Hospital Accreditation 

Standard
• DNV

‒ Integrates ISO 9001 with the CoPs
‒ Does require ISO 9001 certification
‒ Quality focus with emphasis on compliance 

with policies/procedures

Turnure E. DNV Accreditation Leads to Improving Informed Consent. 
PS&QH. Sep/Oct 2012. https://www.psqh.com/analysis/dnv-
accreditation-leads-to-improving-informed-consent/ Accessed 12/8/17.

https://www.psqh.com/analysis/dnv-accreditation-leads-to-improving-informed-consent/
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Case Law
• Example: Wisconsin Supreme Court 

expansion of the duty to disclose 
diagnostic options that may not be fully 
supported by the presenting symptoms 

Kelly T. What Wisconsin court ruling on informed consent 
means to states and ACOs. Healthcare IT News. May 22, 
2012. http://www.healthcareitnews.com/blog/what-
wisconsin-court-ruling-informed-consent-means-states-
and-acos Accessed 12/8/17.

http://www.healthcareitnews.com/blog/what-wisconsin-court-ruling-informed-consent-means-states-and-acos
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CMS Survey
• Review policies and procedures

‒ Procedures that require informed consent
‒ When procedures may be considered emergent (no consent required)

• Review a minimum of six non-emergent informed consent forms
‒ Ideally will review the records of patients who are about to undergo 

surgery or are located in a surgical recovery area
• Confirm presence in chart prior to surgery
• Interview two or three post-surgical patients, as appropriate based 

on their ability to provide a cogent response, or the patients’ 
representatives, to see how satisfied they are with the informed 
consent discussion prior to their surgery

Interpretive Guidelines §482.51(b)(2) – Surgical Services
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Genesis of the Measure
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History with CMS
• The Center for Outcomes Research & 

Evaluation (CORE) received the contract to 
develop the measure on September 16, 2013
‒ $91.7M
‒ 3 consultants
‒ 9 Working Group members
‒ 13 Technical Expert Panel members
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Call for Public Comment
• Public comment period ran from July 18, 

2016 through August 17, 2016
• Public comment summary was published 

on September 14, 2016
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Call for Public Comment
• 16 comments received

‒ Federation of American Hospitals
‒ American College of Surgeons

o Suggested surgeon rather than 
hospital focus

o Promoted the ACS NSQIP Surgical 
Risk Calculator

‒ Department of Veterans Affairs
o Cited their use of the iMedConsent™

Solution

3. Measure at the Level of the Surgeon, Not the 
Hospital
Informed consent is a critical aspect of a surgeon’s 
relationship with the patient and the surgeon is 
responsible for obtaining informed consent. Yet, the 
proposed methodology measures informed consent 
at level of the hospital. ACS believes that this is a 
missed opportunity to enhance the surgeon/patient 
relationship and promote patient-centered decision-
making. The responsibility for informed consent 
should be measured by the party whom is 
responsible for working with the patient to ensure 
comprehensive informed consent.

The Veterans Health Administration (VHA) is the 
nation’s largest health care provider with nearly 
9,000,000 veterans enrolled in 2015 and over 
3,400,000 written informed consent forms 
completed in 2015. The National Center for Ethics in 
Health Care (NCEHC) is the VHA program office 
responsible for maintaining strong ethics practices 
through informed consent policy and management 
of our electronic iMedConsent™ software, used to 
document signature informed consent.
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CMS Response to the Proposed Measure 
Comments
• CMS adjusted the sampling methodology in response to the comments

‒ Made it random
o Addressed concerns about gaming the process
o CMS will use a stratified random sampling method
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Hospital IQR Program –
Proposed “Quality of Informed 
Consent Documents Measure”
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Hospital IQR Program
• On April 28, CMS announced that it was 

inviting public comment on seven new 
measures to be included in the Hospital IQR 
Program

• One of the seven new measures was the 
“Quality of Informed Consent Documents 
Measure”

Federal Register / Vol. 82, No. 81 / Friday, April 28, 2017 / 
Proposed Rules. https://www.gpo.gov/fdsys/pkg/FR-2017-04-
28/pdf/2017-07800.pdf. Accessed 12/8/17. 

https://www.gpo.gov/fdsys/pkg/FR-2017-04-28/pdf/2017-07800.pdf
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Hospital IQR Program
• Incentivizes hospitals to report 

designated quality measures (ability 
to recoup a 2 percent Medicare 
holdback)

• Makes the information available to 
consumers through the Hospital 
Compare website
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• CMS notes that comprehensive informed consent 
documents can:

‒ Improve patient comprehension and satisfaction

‒ Support patients in making decisions that are 
aligned with their expectations, preferences, and 
goals

Quality of Informed Consent 
Documents Proposed Measure
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• CMS further observed that in spite of their 
importance, informed consent documents are 
frequently:
‒ Generic
‒ Lack information relevant to the procedure
‒ Include illegible, hand-written information
‒ Presented to patients for signature minutes 

before the start of a procedure when they are 
most vulnerable and least likely to ask questions

Quality of Informed Consent 
Documents Proposed Measure
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• Measure Development
‒ Developed in 8 hospitals
‒ Validated in an additional 25 hospitals

• The participating hospitals reported that by 
identifying important gaps in their existing 
documentation, the information generated 
aided the hospitals’ efforts to improve their 
informed consent documents and processes

Quality of Informed 
Consent Documents 
Proposed Measure
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Quality of Informed 
Consent Documents 
Measure
• Abstraction Tool

‒ 8 items will be rated 
‒ Maximum score of 20
‒ Likely no more than 100 documents to be 

sampled
‒ Abstractors can rate between 15 and 20 

documents in an hour 
‒ Frequency of the data submission process 

has not been determined (it may be 
annually, every 6 months or quarterly)
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Consent Form Scoring
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Description of the 
Procedure
• Is language describing the nature of the 

procedure (beyond the medical name) 
provided for the patient?

– 2 points
• If provided, is the information typed?

– 1 point

Image courtesy of Taylor Healthcare
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• Is a description of how the procedure will 
be performed provided for the patient?

– 2 points
• If provided, is the information typed?

– 1 point

Description of the 
Procedure

Image courtesy of Taylor Healthcare



38

Rationale for the 
Procedure
• Is the clinical rationale (condition-

specific justification) for why the 
procedure will be performed provided?

– 2 points - Context and condition 
given and fully meet criteria

– 1 point - Context and condition 
given, but do not fully meet criteria

Image courtesy of Taylor Healthcare
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Patient-Oriented 
Benefit(s)
• Is any patient-oriented benefit provided 

(intended impact on patient's health, 
longevity, and/or quality of life)?

– 2 points

Image courtesy of Taylor Healthcare
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Probability of 
Procedure-Specific 
Risks
• Is a quantitative probability provided for 

any procedure-specific risk?
– 2 points

• Is a qualitative probability provided for any 
procedure-specific risk?

– 1 point

Image courtesy of Taylor Healthcare
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Probability of 
Procedure-Specific 
Risks

• American College of Surgeons 
ACS NSQIP Surgical Risk 
Calculator

– Detailed, quantitative 
surgical risks based on 
patient age, history and 
co-morbidities

ACS NSQIP Surgical Risk Calculator. 
http://riskcalculator.facs.org/RiskCalculator/. 
Accessed 12/8/17. 

http://riskcalculator.facs.org/RiskCalculator/
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Alternative(s) to the 
Procedure
• Is any alternative provided for the 

patient?

– 2 points

Image courtesy of Taylor Healthcare
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Timing
• List the date of the procedure

• Date of patient's/proxy's signature – at 
least one day before procedure or patient 
opted out of viewing the informed consent 
document at least 1 day prior

– 5 points

Image courtesy of Taylor Healthcare
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Consent Form Timing
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Medical Liability Risk
• In MedMal cases, alleging inadequate 

informed consent, consents obtained in the 
pre-operative holding area, compared to in 
the surgeon’s office, resulted in 
significantly higher legal expenses and 
indemnity payouts
‒ $322,000 higher, on average

Bhattacharyya T, Yeon H, Harris MB. The medical-legal 
aspects of informed consent in orthopaedic surgery. J Bone 
Joint Surg Am. 2005;87(11):2395-400.
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OR Start Time Delays
• 66 percent of patients had the consent 

missing from their record at the time of 
surgery

• Delayed 14 percent of cases

Garonzik-wang JM, Brat G, Salazar JH, et al. Missing consent forms in 
the preoperative area: a single-center assessment of the scope of the 
problem and its downstream effects. JAMA Surg. 2013;148(9):886-9.

Kelly T. New Research from Johns Hopkins – The Case of the Missing 
Consent Form. PS&QH. August 27, 2013. http://psqh.com/blog/new-
research-from-johns-hopkins-the-case-of-the-missing-consent-form
Accessed 12/8/17.

http://psqh.com/blog/new-research-from-johns-hopkins-the-case-of-the-missing-consent-form
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OR Start Time Delays
• Missing or problematic consents had a 

negative impact upon OR start times in 46 
percent of cases

• Declined to less than 1 percent of cases
with implementation of an electronic informed 
consent process

Sanchez E. SAMMC earns fourth 'Most Wired‘. DVIDS. July 17, 2015. 
https://www.dvidshub.net/news/170335/sammc-earns-fourth-most-
wired#.Vx-HRPkrJhH. Accessed 12/8/17.

https://www.dvidshub.net/news/170335/sammc-earns-fourth-most-wired
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Will the Proposed Measure Stick?
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Hospital IQR Program 
Inclusion – Public 
Comments
• Published August 14, 2017

• Mixed bag of comments:

‒ Risks should include disclosure of any 

financial incentives

‒ Measure focuses on documentation 

instead of the actual communication 

process

Federal Register / Vol. 82, No. 155 / Monday, August 14, 2017 / Final 

Rule. pp. 38362-38368 https://www.gpo.gov/fdsys/pkg/FR-2017-08-

14/pdf/ 2017-16434.pdf. Accessed 12/8/17. 

https://www.gpo.gov/fdsys/pkg/FR-2017-08-14/pdf/2017-16434.pdf
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Reading the Tea Leaves
• Well-researched

‒ 33 hospitals / $91.7M project
• Aligns with the recommendations for a “well-

designed” form and process
• Aligns with shared decision-making initiatives

‒ CMS canceled the Shared Decision-Making 
model on November 13 – due to insufficient 
interest from ACOs

‒ CMS elected not to test the Direct Decision 
Support model on February 2 – due to the current 
design and operational requirements

• None of the most recent (August 14) CMS 
responses suggest rework or inclination not to 
move forward

• Initial minimum passing score to be 10 of 20 
points

We strongly support the addition of the Quality 
of Informed Consent Documents for Hospital-
Performed, Elective Procedures Measure and 
applaud CMS’ move to elevate the critical issue 
of patient consent in the IQR Program and 
support the recommendation to deploy the 
Quality of Informed Consent Documents 
measure immediately.
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A Model for Measure Compliance 
and Enhancing Physician-Patient 

Communication
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The Experience of the VA
• In 2002, the VA identified concerns with its 

informed consent policies and processes
‒ Only 26 percent of forms included all of the 

“basic elements” (157-hospital study)1

‒ Significant delays in OR start times (8%) 
due to lost or misplaced paper consent 
forms

1Bottrell MM, Alpert H, Fischbach RL, Emanuel LL. Hospital informed consent for procedure 
forms: facilitating quality patient-physician interaction. Arch Surg. 2000;135(1):26-33.

2Fink A. How CMS is Following VA’s Lead on Informed Consent. Healthcare Informatics. August 
25, 2017. https://www.healthcare-informatics.com/article/ehr/how-cms-following-va-s-lead-
informed-consent Accessed 12/8/17.

https://www.healthcare-informatics.com/article/ehr/how-cms-following-va-s-lead-informed-consent
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ESPD Initiative
• In 2004 the Department of Veterans Affairs 

launched the Electronic Support for 
Patient Decisions (ESPD) initiative

• That program automated the informed 
consent process across all VA medical 
centers 

VHA Handbook 1004.05. iMedConsent™. Department of Veterans 
Affairs, Washington, DC. December 10, 2014. August 25, 2017. 
https://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=3064
Accessed 12/8/17.

https://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=3064
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Electronic Informed 
Consent within the VA
• 96 percent of patients preferred 

procedure-specific electronic consent to 
traditional fill-in-the-blank consent1

• The addition of repeat-back improves 
patient comprehension and satisfaction2

1Issa MM, Setzer E, Charaf C, Webb ALB, Derico R, Kimberl IJ, 
Fink AS. Informed versus uninformed consent for prostate surgery: 
the value of electronic consents. J Urol. 2006;176(2):694-9.

2Fink AS, Prochazka AV, Henderson WG, et al. Enhancement of 
surgical informed consent by addition of repeat back: a multicenter, 
randomized controlled clinical trial. Ann Surg. 2010;252(1):27-36.
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Two Take-Away Action Items
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1. Score Your Forms
• Test your forms against the proposed 

quality measure
‒ General consent-to-treat
‒ Procedure-specific forms
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2.Consider the Example of the 
VA – Automation Support 
for informed consent

• Do you have an issue today with 
compliance?

• Do you have an issue today with OR 
start time delays?

• Are your consent forms a legal 
permission document or a confirmation 
of the patient’s expectations?
‒ A patient safety initiative? 

Image courtesy of Taylor Healthcare
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Questions
• Aaron Fink, MD

• afink01@emory.edu, www.linkedin.com/in/aaron-s-fink-0b623715

• Timothy Kelly, MS, MBA
• tim.kelly@crbard.com, @T_J_Kelly, www.linkedin.com/in/timothyjkelly

• Please complete the online session evaluation 


