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Disclaimers 

•The opinions, materials, and statements presented are those of the 
presenters. They are not endorsed by or necessarily represent the 
views of CSHRM, MSHRM, NNESHRM, ASHRM or its members.

•These materials were created for the 2024 New England Regional 
Healthcare Risk Management Conference. Republication or reuse of 
the materials without the permission of the primary speaker is 
prohibited. 
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Objectives
1. Participants will be able to describe the three most significant 

misdiagnosis-related professional liability claims.

2. Participants will be able to discuss three risk mitigation strategies 

to improve diagnostic quality and safety.

3. Participants will be able to apply one quality improvement method 

to evaluate potential causes of diagnostic error events that 

contribute to patient harm. 
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Inaccurate or delayed 
diagnosis is one of the most 
important safety problems in 
healthcare today and inflicts 

the most harm.
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What is “Diagnostic Error”?

The failure to:
• establish an accurate and 

timely explanation of the 
patient’s health problem(s); or

• communicate that explanation 
to the patient. 

National Academies of Sciences, Engineering, and Medicine 
2015. Improving Diagnosis in Health Care. Washington, DC: 

The National Academies Press. https://doi.org/10.17226/21794 

https://doi.org/10.17226/21794
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Other 
Diagnostic 

Error 
Definitions

Missed Opportunity

…a failure to make a correct or timely diagnosis 

resulting from a preventable process failure 

(omission or commission), given the evolving 

context at the time, linked to the sociotechnical 

work system (adapted from Singh, 2014)

Misdiagnosis-related Harm 

…harm resulting from the delay or failure to treat a 

condition actually present (when the working 

diagnosis was wrong or unknown) or from 

treatment provided for a condition not actually 

present. (adapted from Newman-Toker, 2009)
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Source: National Academies of Sciences, Engineering, and Medicine. 2015. 

Improving Diagnosis in Health Care. Washington, DC: The National Academies Press
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How 
significant 
is this 
problem in 
health 
care?

Patient Impact

Business Impact

Malpractice Impact
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Patient 
Impact

• Diagnostic errors represent a major public health 
problem likely to affect every one of us at least once in 
our lifetime, sometimes with devastating consequences.

• Wrong or delayed diagnoses cause more serious harms to 
patients than any other type of medical error

• 40,000-80,000 people die each year from diagnostic 
failures in U.S. hospitals alone.

• Diagnostic errors affect more than 12 million Americans 
each year and may seriously harm one-third of these 
patients, likely dwarfing all other causes of harm from 
medical errors combined.

• Most common cause of medical errors reported by patients.

Source: National Academies of Sciences, Engineering, and Medicine. 2015. Improving Diagnosis in Health 
Care. Washington, DC: The National Academies Press
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Open Notes
JAMA Network Open: Frequency and Types of 
Patient-Reported Errors in Electronic Health 
Record Ambulatory Care Notes, June 2020

29,656 respondents, and 1 in 5 
patients who read a note 
reported finding a mistake and 
40% perceived the mistake as 
serious. 

Among patient-reported very 
serious errors, the most 
common characterizations 
were mistakes in diagnoses, 
medical history, medications, 
physical examination, test 
results, notes on the wrong 
patient, and sidedness.
Bell SK, Delbanco T, Elmore JG, et al. Frequency and Types of Patient-Reported Errors in Electronic Health Record 
Ambulatory Care Notes. JAMA Netw Open. 2020;3(6):e205867. doi:10.1001/jamanetworkopen.2020.5867  
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Business 
Impact

• Improving the accuracy and timeliness of 
diagnoses will reduce costs from inappropriate 
testing, wrong treatments, and malpractice 
lawsuits, potentially saving over $100 billion per 
year. (NAM)

• In addition to causing physical harm, 
misdiagnosis also has a significant financial 
impact on the U.S. economy, individual patients, 
and businesses.

• Another IOM report estimates that 30% of 
annual healthcare spending in the United States, 
approximately $750 billion, is wasted on 
unnecessary services and other inefficiencies. 

Best Care at Lower Cost: The Path to Continuously Learning Health Care in America. Mark Smith, Robert Saunders, 
Leigh Stuckhardt, and J. Michael McGinnis, Editors. http://www.nap.edu/catalog/13444  

http://www.nap.edu/catalog/13444
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Malpractice
Impact

• Diagnostic errors—not surgical mistakes or 
medication overdoses—accounted for the largest 
fraction of malpractice claims, the most severe 
patient harm, and the highest total of penalty 
payouts.

• Of the 350,706 paid claims, diagnostic errors were 
the leading type (28.6 %) and accounted for the 
highest proportion of total payments (35.2 %). 

• Diagnostic errors resulted in death or disability 
almost twice as often as other error categories.

• Diagnosis-related payments amounted to $38.8 
billion between 1986 and 2010.

Ali S Saber Tehrani, HeeWon Lee, Simon C Mathews, Andrew Shore, Martin A Makary, Peter J Pronovost, David E Newman-Toker. 25-
Year summary of US malpractice claims for diagnostic errors 1986–2010: an analysis from the National Practitioner Data Bank. BMJ Qual 
Saf, 22 April 2013 DOI: 10.1136/bmjqs-2012-001550

http://dx.doi.org/10.1136/bmjqs-2012-001550
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Malpractice Claim Trends

DIAGNOSTIC ERROR
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Diagnostic Error Claim Trends

Misdiagnosis-related harm is harm resulting from the delay or failure to treat a 
condition actually present, when the working diagnosis was wrong or unknown, or 
from treatment provided for a condition not actually present.

Data derived from CRICO claims database (2006-2015), representing about 28.7% of 
U.S. malpractice claims

• 55,377 closed claims, analyzed 11,592 diagnostic error cases (21% of cases)

• 74.1% of the high-severity cases (n = 7,379) involved the “Big Three.”

Cancers (37.8% of big three):  Lung

Vascular events (22.8% of big three):  Stroke

Infections (13.5% of big three):  Sepsis
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71.2% (n = 5257/7379) of 
high-severity cases 
occurred in EDs or 
outpatient clinics

High-severity cases from 
EDs and inpatient settings 
were disproportionately 
from vascular events and 
infections.
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Study found HERE

https://www.thedoctors.com/contentassets/8a00fcb5510b42e383d1838f019428ef/high_indemnity20primary20driver20dx20focus20study_final20112123.pdf
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CRICO 2018 CBS Benchmarking Report: Medical Malpractice in America 
– A Ten-Year Assessment with Insights

The majority of 
(ambulatory care) 

patients in diagnosis-
related cases 

encountered problems 
at multiple points 

along the diagnostic 
process
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Risk Management Issues Identified

26,506 specific causal factors identified in high-severity harm cases
● Only 2.5% of cases with no RM issue identified

Clinical judgment factors dominated:
● Failure or delay in ordering a diagnostic test
● Narrow diagnostic focus with failure to establish a differential diagnosis
● Failure to appreciate and reconcile relevant symptoms, signs or test 

results
● Failure or delay in obtaining consultation or referral
● Misinterpretation of diagnostic studies (imaging, pathology, etc.)

Distant second and third causal factors:
● Communication factors and clinical systems factors
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Aon/ASHRM Hospital and 
Physician Professional 

Liability Benchmark 
Analysis, October 2020

400 closed claims 
involving 400 APP 

defendants, across 5-
year period 2015-2019
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A Start to Risk Mitigation Activities: 

• Conduct a detailed risk assessment of the process to reconcile lab and 
test results, particularly in outpatient settings.
• Assess from the order of a test all the way through to documented 

patient notification.

• Use “diagnostic huddles” to discuss challenging cases with symptoms 
that are unusual or not improving as expected, or for determining 
whether anything has been missed.

• Engage in teamwork and communication training.
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Institute for Healthcare Improvement, found HERE

Leapfrog Report found HERE

https://www.ihi.org/resources/tools/safer-dx-checklist-10-high-priority-practices-diagnostic-excellence?PostAuthRed=/resources/_layouts/download.aspx?SourceURL=/resources/Knowledge%20Center%20Assets/Tools%20-%20SaferDxChecklist10High-PriorityPracticesforDiagnosticExcellence_dbbdaa38-0cb4-4bd3-a4fb-c1d940d488b7/Safer-Dx-Checklist.pdf#downloads
https://www.leapfroggroup.org/recognizing-excellence-diagnosis-recommended-practices-hospitals
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How do we 
find these 

events before 
they find us in 

litigation?

• Refine event reporting categories.

• Follow-up with patients recently 
discharged or recently seen in the ER, and 
those returning to an outpatient setting 
with continuing complaints.
• Partner with Patient Experience: 

I don’t want to pay my ED bill because they 
missed my arm fracture!

• Ask the physicians who can be your 
diagnostic “champion” to receive reports.

• Use “trigger tools” to identify cases at high 
risk for error from the electronic medical 
records.
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How do we 
untangle 
these events?
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Safer Dx Instrument
Screening tool to help determine the presence or 
absence of a diagnostic error for a specific episode of 
care. 

The tool helps the reviewer think through the five main 
aspects of the diagnostic process described in the Safer 
Dx Framework:

1. The patient-provider encounter (H&PE, ordering 
tests/referrals based on assessment);

2. performance and interpretation of diagnostic tests; 

3. follow-up and tracking of diagnostic information over 
time;

4. subspecialty and referral-specific factors; and

5. patient-related factors.

Singh, Hardeep, Khanna, Arushi, Spitzmueller, Christiane and Meyer, Ashley N.D.. 
"Recommendations for using the Revised Safer Dx Instrument to help measure and improve 
diagnostic safety" Diagnosis, vol. 6, no. 4, 2019, pp. 315-323. https://doi.org/10.1515/dx-2019-
0012

https://doi.org/10.1515/dx-2019-0012
https://doi.org/10.1515/dx-2019-0012
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El-Kareh, Robert & Hasan, Omar & Schiff, Gordon. (2013). Use of health information technology to 
reduce diagnostic errors. BMJ quality & safety. 22. 10.1136/bmjqs-2013-001884. 

Diagnosis Error Evaluation and Research (DEER) taxonomy
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Root Cause Analysis Specific to Diagnostic Events

From “How to Do a Root Cause Analysis of Diagnostic Error,” NPSF Patient Safety Awareness Week Diagnostic Error Webcast Series. (2014). Graber, M., 

Reilly, J. and Trowbridge, R. Found at: PowerPoint Presentation (ymaws.com) 

https://cdn.ymaws.com/www.npsf.org/resource/collection/A81D4178-F1E9-4F87-8A85-CA89DEBB953F/How_to_Do_a_Root_Cause_Analysis_of_Diagnostic_Error_Handout_Slides.pdf
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Failure Mode Effects Analysis Example

33

Nehls N, Yap TS, Salant T, et al. Systems engineering analysis of diagnostic referral closed-loop 
processes. BMJ Open Quality 2021;10:e001603. doi: 10.1136/bmjoq-2021-001603.  Found HERE

https://bmjopenquality.bmj.com/content/bmjqir/10/4/e001603.full.pdf?with-ds=yes
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What about the “cognitive” part of 
this problem?

The “Sharp” End:

Clinical Data + Knowledge  Synthesis = Diagnosis
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“The world is a set of 
information that's just 

too enormous for 
your brain to handle.”

Buster Benson
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https://commons.wikimedia.org/wiki/File:Cognitive_Bias_Codex_-_180%2B_biases,_designed_by_John_Manoogian_III_(jm3).jpg

Cognitive_Bias_Codex_With_Definitions,_an_Extens
ion_of_the_work_of_John_Manoogian_by_Brian_

Morrissette.jpg (6779×6185) (wikimedia.org)

https://commons.wikimedia.org/wiki/File:Cognitive_Bias_Codex_-_180%2B_biases,_designed_by_John_Manoogian_III_(jm3).jpg
https://upload.wikimedia.org/wikipedia/commons/c/ce/Cognitive_Bias_Codex_With_Definitions%2C_an_Extension_of_the_work_of_John_Manoogian_by_Brian_Morrissette.jpg
https://upload.wikimedia.org/wikipedia/commons/c/ce/Cognitive_Bias_Codex_With_Definitions%2C_an_Extension_of_the_work_of_John_Manoogian_by_Brian_Morrissette.jpg
https://upload.wikimedia.org/wikipedia/commons/c/ce/Cognitive_Bias_Codex_With_Definitions%2C_an_Extension_of_the_work_of_John_Manoogian_by_Brian_Morrissette.jpg
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Where does “bias” come in?

Improving Diagnosis in Health Care, Chapter 2: The Diagnostic Process. Committee on Diagnostic Error in Health Care; Board on Health Care Services; Institute of Medicine; The 
National Academies of Sciences, Engineering, and Medicine; Balogh EP, Miller BT, Ball JR, editors.  Washington (DC): National Academies Press (US); 2015 Dec 29.

http://www.nap.edu/
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Cognitive Debiasing Strategies for the Emergency Department

Daniel, M., Carney, M., Khandelwal, S., Merritt, C., Cole, M., Malone, M., Hemphill, R. R., Peterson, W., Burkhardt, J., Hopson, L., & Santen, S. A. (2017). 
Cognitive Debiasing Strategies: A Faculty Development Workshop for Clinical Teachers in Emergency Medicine. MedEdPORTAL : the journal of teaching 
and learning resources, 13, 10646. https://doi.org/10.15766/mep_2374-8265.10646. 

https://doi.org/10.15766/mep_2374-8265.10646
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Risk Mitigation Activities: 
Diagnostic Error

Assessment of Reasoning Tool:  Errors in 
clinical reasoning are central factors in many dx 
errors. SIDM has developed a straightforward 

Assessment of Reasoning Tool to support 
educators in assessing a learner’s clinical 

reasoning skills during patient presentations.

https://www.improvediagnosis.org/art/
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How do we solve the problem of 
lack of data?

Goal 6: Develop a Reporting Environment and 
Medical Liability System That Facilitates 

Improved Diagnosis by Learning from Diagnostic 
Errors and Near Misses
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New Work for Event Reporting Opportunities

AHRQ, NQF and a Federal Patient Safety Workgroup developed a 
national consensus on a structured way to help healthcare providers 
identify and report missed opportunities in the diagnostic process in 
a standardized manner across healthcare settings and specialties.

Common Formats are not a 
reporting system; they are  
structured data elements.  

You see the consistency 
when reporting to a PSO.
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The CFER-DS can be used 

as part of diagnostic 

safety and quality 

improvement activities in 

any healthcare setting.

It is also potentially useful 

to structure analysis of 

individual cases!



44
Healthcare Risk Professionals Impact, Influence, Innovate

Additional Resources
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TeamSTEPPS for Diagnosis Improvement

Internet Citation: TeamSTEPPS® for Diagnosis Improvement. Content last reviewed March 2022. Agency for Healthcare 
Research and Quality, Rockville, MD. https://www.ahrq.gov/teamstepps/diagnosis-improvement/index.html  

https://www.ahrq.gov/teamstepps/diagnosis-improvement/index.html
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Society to Improve Diagnosis in Medicine
(www.improvediagnosis.org) 

http://www.improvediagnosis.org/


47
Healthcare Risk Professionals Impact, Influence, Innovate

Medical Record Review Tools specific to Dx Error

Singh, Hardeep, Khanna, Arushi, Spitzmueller, Christiane and Meyer, Ashley N.D.. "Recommendations for using the Revised Safer Dx Instrument to help 
measure and improve diagnostic safety" Diagnosis, vol. 6, no. 4, 2019, pp. 315-323. https://doi.org/10.1515/dx-2019-0012

https://doi.org/10.1515/dx-2019-0012
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48

Take 2 Information for Clinicians and Checklist found HERE

Checklist found HERE

https://www.improvediagnosis.org/wp-content/uploads/2018/10/take_2_checklist.pdf
https://www.improvediagnosis.org/wp-content/uploads/2018/10/general_checklist_graber.pdf
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Questions/Discussion
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