C r I CO Protecting Providers.
Promoting Safety.

Are You Safe?
Patient safety risks for office-based practices

Reliable Diagnoses:
Should | use a decision support tool?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Crico

Opportunities for Improving Patient Safety

Aldentified through C R C @#fiee Practice Evaluation program and
analysis of medical malpractice case data

ABased on real events that have triggered malpractice cases

AValuable lessons in communication, clinical judgment, and patient
care systems

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Crico
Purpose

AHelp all members of office-based teams reduce the risk of patient
harm in the course of diagnosis and treatment.

ARaise awareness and begin discussions about the patient safety
iIssues that most commonly put ambulatory care patients and
providers at risk.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Mission

CRI CO0s missi on
a superior medical malpractice
insurance program to our
members, and to assist them

in delivering the safest
healthcare in the world.

| bt
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Controlled Risk Insurance Company (CRICO)

A Captive insurer of the Harvard medical institutions

AProvides member organizations medical professional liability, general
liability and other insurance coverage for:

ANearly 13,000 physicians (including 3,500 residents and fellows)
A25 hospitals
A 100,000+ employees (nurses, technicians, etc.)

A Services include underwriting, claims management, and patient safety
improvement

ACRICO has been analyzing medical malpractice data to drive risk
mitigation for more than 30 years

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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CRICO Member Organizations

A Atrius Health A Presidents and Fellows of Harvard College
A Dedham Medical A Harvard Medical School
A Granite A Harvard School of Dental Medicine
A HVMA A Harvard T. H. Chan School of Public Health
ARest aom @l dreamnds [Has % Harvgrg University Health Services
A Cambridge Health Alliance A Joslin Diabetes Center
A CareGroup AlJudge Baker Chil drenos

A Beth Israel Deaconess Medical Center
A Beth Israel Deaconess Needham

A Beth Israel Deaconess Milton A Massachusetts Institute of Technology
A Mount Auburn Hospital

A New England Baptist Hospital

A Massachusetts Eye and Ear Infirmary

A Partners HealthCare System

ABrigham and Womends Hosp

A Dana-Farber Cancer Institute ABrigham and Womendés Faul

A Massachusetts General Hospital
A McLean Hospital

A North Shore Medical Center

A Newton-Wellesley Hospital

A Spaulding Rehabilitation Hospital

A Harvard Pilgrim Health Care

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice Data Overview

Focus: Ambulatory Diagnosis-related Allegations

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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46% of CRICO malpractice cases occur
In the ambulatory setting.

38% of ambulatory casesallege a wrongor delayed diagnosis.

1 ] O 1 1 $523M Aclaim made 20117 2016 YTD

fU”y COded |Osses*
cases

463 $209 |\/| Aclaim made 20117 2016 YTD, and

Ainvolving ambulatory care**

cases losses*
1 7 5 147I\/| Aclaim made 20117 2016 YTD, and
$ Ainvolving ambulatory care,** and
cases losses*  alleging a wrong or delayed diagnosis

*Losses are fitot al inclodesuresenesion bpersandegpayments antclosedcases.

*Ambulatory care cases involve an outpatient but exclude cases occurring in Emergency departments. CRICO N=175 MPL cases
with claims made date1/1/11 7 8/31/16.
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175 Ambulatory Diagnosis cases

CHCO | are you safe?

General Medicine and Radiology
are most frequently involved.

The Clinical Service Responsibleforthe P a t i e n taidtle Tideof tke Event
General Medicine*
Radiology 20%
Pathology 2
Gastroenterology 5%

Gynecology 5%

ENT (no plastic) 5%

Neurology

lllll‘F

0% 5% 10% 15% 20% 25% 30% 35%
|PERCENT OF CASES |

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
*General Medicine includes Internal Medicine and Family Practice.
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CHCO | are you safe?
Two-thirds of casesinvolve

permanent injury or death.

Injury Severity in Ambulatory Diagnosis Cases
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175 Ambulatory Diagnosis cases

low
medium
high

including
death

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.

Severity Scale: High=Death, Permanent Grave, Permanent Major, or Permanent Significant
Medium=Permanent Minor, Temporary Major, or Temporary Minor
Low= Temporary Insignificant, Emotional Only, or Legal Issue Only

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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60% of 175 ambulatory diagnosis-related cases
Involve a missed/delayed cancer diagnosis

AThe top ambulatory diagnosis-related allegations in
CRICO ambulatory malpractice cases are:

ACancers (top three: breast, lung, colorectal)
ADiseases of the heart
AFractures

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Case Study: Reliable Diagnoses
Should | use a decision support tool?

The following example is from a closed malpractice case.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CriCO | are you safe?
CRICO maps contributing factors to the way

care Is experienced by thepatient.
CRICO Diagnostic Process of Care

CRICO CBS
SU=s % CASES % CASES

1. Patient notes problem and seeks care 1% 1%
2. History/physical 10% 8%
3. Patient assessment/evaluation of symptoms 35% 31%
4. Diagnostic processing 43% 35%
5. Order of diagnostic/lab test 40% 31%
6. Performance of tests 5% 3%
7. Interpretation of tests 37% 23%
8. Receipt/transmittal of test results (to provider) 4% 5%
9. Physician follow up with patient 21% 18%
10. Referral management 13% 21%
11. Provider-to-provider communication 12% 12%
12. Patient compliance with follow-up plan 14% 17%

*A case will often have multiple factors identified.

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
CBS (Comparative Benchmarking System) includes >300,000 medical malpractice cases across the nation

CBS N=2,919 MPL cases with claim made date 1/1/117 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice case study focus:
Patient Assessment

3 50 had an error in patient assessment
/0 identified as a contributing factor, i.e., the

patient 6s compl aerenbts or

of cases thoroughly addressed

CRICO N=175 MPL cases asserted 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CHCO | are you safe?

Case Study

Patient
Gina, 34-year-old female

Day 1

Gina I's seen in her gynce
self-detected breast lump. Her physical exam

IS noted as normal. The gynecologist orders a
mammogr am, but does not
complaint (lump) on the order.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CHCO | are you safe?

Case Study

Gina, 34-year-old female

Four months later

AGina undergoes a screening mammogram,
which 1 s reported as
dense stromal pattern

AThe gynecologist receives the Radiology
report, which does not recommend an
ultrasound.

N
0

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Gina, 34-year-old female

Nine months later

Gina returns to her gynecologist, complaining
of the same breast lump. The gynecologist
palpates the lump and orders a diagnostic
mammogram and surgical consult. The workup
reveals breast cancer.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Gina, 34-year-old female

Qutcome

AGina undergoes a radical mastectomy and
axillary node dissection; she has
metastases to her spine.

AAfterher di agnosis, Ginab
was updated to reflect that her family
history included a relative with breast
cancer.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Gina, 34-year-old female w/fh of breast cancer

Vulnerability

Failure to order the appropriate test and
consult led to a delayed diagnosis.

Safer Care Recommendation

Prioritize efforts to decrease diagnosis-related
harm through use of decision support tools
such as the CRICO Breast Care Management
Algorithm.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.


https://www.rmf.harvard.edu/Clinician-Resources/Guidelines-Algorithms/2014/Breast-Care-Management-Algorithm

CHCO | are you safe?

Case Study
Gina, 34-year-old female w/fh of breast cancer
Vulnerability
Failure to update Gi

to a missed opportunity to identify her as at
Increased risk for breast cancer.

Safer Care Recommendation

Consider using a checklist or template for
details that are often overlooked (e.g., family
history) but can be relevant for improving
diagnostic reasoning.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Has this type of event ever happened here?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Reliable Diagnoses

Does our clinical team use disease specific

recommended guidelines?

Recommended Practice

|dentify relevant clinical guidelines (e.g., CRICO Breast Care
Management Algorithm) for all practice providers.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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CHCO | are you safe?

Practice Assessment

Reliable Diagnoses

How do we incorporate recommended guidelines

Into our provider education and practice?

Recommended Practices
AEducate staff regarding implementation of practice guidelines
and periodically audit compliance.

AEstablish a systems-based process to identify that patients
undergo recommended tests per guidelines.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Reliable Diagnoses

What else can we do to avoid a similar event?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



How to Earn Category 2
Risk Management
Credits

This Are You Safe? case study
IS suitable for 0.25 AMA PRA
Category 2 CreditE .

This activity has been designed
to be suitable for 0.25 hours of
Risk Management Study in
Massachusetts.

Risk Management Study is
self-claimed; print and retain this
page for your recordkeeping.



Additional Resources il

Reliable Diagnoses:
Should | use decision
support?

Are You Safe? extras

For more information

Email
areyousafe@rmf.harvard.edu



https://www.rmf.harvard.edu/Clinician-Resources/Case-Study/2014/Safer-Care-mismanagement-patient-found-breast-lump#more
mailto:safercare@rmf.harvard.edu

Case Study: Closing the Loop
Am | sure my patient got the test | ordered?

The following example is from a closed malpractice case.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CriCO | are you safe?
CRICO maps contributing factors to the way

care Is experienced by thepatient.
CRICO Diagnostic Process of Care

CRICO CBS
SU=s % CASES % CASES

1. Patient notes problem and seeks care 1% 1%
2. History/physical 10% 8%
3. Patient assessment/evaluation of symptoms 35% 31%
4. Diagnostic processing 43% 35%
5. Order of diagnostic/lab test 40% 31%
6. Performance of tests 5% 3%
7. Interpretation of tests 37% 23%
8. Receipt/transmittal of test results (to provider) 4% 5%
9. Physician follow up with patient 21% 18%
10. Referral management 13% 21%
11. Provider-to-provider communication 12% 12%
12. Patient compliance with follow-up plan 14% 17%

*A case will often have multiple factors identified.

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
CBS (Comparative Benchmarking System) includes >300,000 medical malpractice cases across the nation

CBS N=2,919 MPL cases with claim made date 1/1/117 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice case study focus:
Test Result Management

40 had a test result management error
/0 identified as a contributing factor, i.e.,

receipt/review of test result by ordering
physician is not completed or is
significantly delayed

of cases

CRICO N=175 MPL cases asserted 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CHCO | are you safe?

Case Study

Patient

Henry, 62-year-old male w/40-year history of
smoking (1-2ppd)

Day 1
Henry i s seen I n his PCI

complaint of chest pain after hearing his rib
Acrack. o His phystrayi an

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Henry, 62-year-old smoker

Day 1 (continued)

AThe radiol ogistos r
mass on Henryos | ef
CT for further evaluation.

AThePCP 6 s o f-tfackingesystera s t
requires that Henryos
pl aced i n a npirésats. f or
AHenryo6s chart is filed
X-ray results. No CT scan is ordered.

epo
t |

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Henry, 62-year-old smoker

One year later

Henry returns to his PCP with complaint of
cough, chest pain, congestion (for the past
month). An X-ray identifies enlargement of the
mass seen in the previous image.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Henry, 62-year-old smoker

Qutcome

Henry is diagnosed with Stage IV
adenocarcinoma with metastasis to his brain.

A year later, he dies.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Henry, 62-year-old smoker

Vulnerability

Communication with the radiologist to ensure
follow up of a concerning finding did not occur.

Safer Care Recommendation

Assure that concerning test results are brought
to the attention of the primary care team.
Validation that the result has been received is
a critical step to ensure that results have been
reviewed by the correct parties. Designated
staff may help manage the process.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Henry, 62-year-old smoker

Vulnerability
The P CP-tragking sysem failed.

Safer Care Recommendation

Providers are responsible for overseeing
office-based processes. Designated staff may
help manage the process in order to ensure
that all relevant tests are reviewed, however,
No one can act on unseen results. Establish
criteria for successful closure of normal and
abnormal results, and audit compliance.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Has this type of event ever happened here?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

Where did communication break down in this case?

How can we improve information transfer?

Recommended Practice
An alert system for test results requiring review.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

What Is our system to ensure patients complete

recommended testing?

Recommended Practice
A redundant system to identify that patient had recommended test.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

How I s the ordering proyv

acknowledgement of outstanding imaging studies
and other tests reconciled?

Recommended Practices
AA system to monitor receipt of all test results.

AConfirm physician review of critical test results and critical
specialist reports before filing.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

How do we communicate results (normal and

abnormal) to the patient/family?

Recommended Practice
A process to notify the patient of all results, normal and abnormal.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Closing the Loop

What else can we do to avoid a similar event?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



How to Earn Category 2
Risk Management
Credits

This Are You Safe? case study
IS suitable for 0.25 AMA PRA
Category 2 CreditE .

This activity has been designed
to be suitable for 0.25 hours of
Risk Management Study in
Massachusetts.

Risk Management Study is
self-claimed; print and retain this
page for your recordkeeping.



Additional Resources il

Closing the Loop:
Am | sure my patient got
the test | ordered?

Are You Safe? extras

For more information

Emall

areyousafe@rmf.harvard.edu



https://www.rmf.harvard.edu/Clinician-Resources/Case-Study/2014/Safer-Care-mismanagement-patient-found-breast-lump#more
https://www.rmf.harvard.edu/Clinician-Resources/Case-Study/2014/Safer-Care-Delayed-Lung-Cancer-Dx#more
mailto:safercare@rmf.harvard.edu

Case Study: Closing the Loop
Is my specimen handling process reliable?

The following example is from a closed malpractice case.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CriCO | are you safe?
CRICO maps contributing factors to the way

care Is experienced by thepatient.
CRICO Diagnostic Process of Care

CRICO CBS
SU=s % CASES % CASES

1. Patient notes problem and seeks care 1% 1%
2. History/physical 10% 8%
3. Patient assessment/evaluation of symptoms 35% 31%
4. Diagnostic processing 43% 35%
5. Order of diagnostic/lab test 40% 31%
6. Performance of tests 5% 3%
7. Interpretation of tests 37% 23%
8. Receipt/transmittal of test results (to provider) 4% 5%
9. Physician follow up with patient 21% 18%
10. Referral management 13% 21%
11. Provider-to-provider communication 12% 12%
12. Patient compliance with follow-up plan 14% 17%

*A case will often have multiple factors identified.

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
CBS (Comparative Benchmarking System) includes >300,000 medical malpractice cases across the nation

CBS N=2,919 MPL cases with claim made date 1/1/117 8/31/16 involving ambulatory care and alleging diagnostic failure.

45 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice case study focus:
Internal Office Function

50 had an error in the management of an
Y0

ordered test identified as a contributing
factor, I.e., ordered test/imaging is not
performed, performed incorrectly, or
specimen is mislabeled or mishandled

of cases

CRICO N=194 MPL cases asserted 1/1/09i 12/31/13 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study
i = Patient
THREE [" oV "el - TT"F1  Lorraine, 27-year-old female
FOuR @4
FOUR & Ui S
PHONE | ® [® 0" Dayl
‘ [ Yk
.ET‘\{’f‘—-*’.’,—-i L AL ALorraine visits her PCP with c/o frequent
BACK UP > and burning urination. Her PCP orders a

urine culture and sensitivity (C&S), and
prescribes Bactrim.

Alnadvertently, the urine specimen is not
sent to the lab.

47 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study
Lorraine, 27-year-old female
T e Day 14
%%B%_”'_@ o™ P ALorraine calls her PCP with c/o excruciating
Fuﬂg —— back pain. She is referred to an ED.
| ot cle P [FI'  Alnthe ED, urinalysis confirms 3+ bacteria
‘.rm——%—-i " | and a urine C&S is sent to the lab.
BACK UP > ALorraine is discharged with a renewed

Bactrim prescription.

48 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study
Lorraine , 27-year-old female
e e Day 16
%%B%_”'_@ o™ P ALorraine returns to the ED with fever,
Fuﬂg —— nausea, and vomiting, and is admitted to
PHONE | ® w@ : 4R the hospital.
‘.gfmi——%—-i ’“ | AThe urine C&S ordered during her previous
BACK UP A ED visit confirms E. coli, which is not

sensitive to Bactrim.
AA new antibiotic is ordered.

49 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study
Lorraine, 27-year-old female
O = Outcome
%%B%__@ A P A AFour days later, Lorraine is discharged
Fuﬂg —T— 11 home with a peripherally inserted catheter
PHONE | ® ww : 4B line for prolonged antibiotic treatment.
.gfmi——%—-i’“ 55 ALorrainec‘)_s_.P_CP di scl os
BACK UP o for the fact that her initial urine C&S was

never sent to the lab.

50 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Lorraine, 27-year-old female
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Vulnerability

An unreliable system for specimen handling
led to a delayed diagnosis and treatment.

Safer Care Recommendation

Maintain a chain of custody to track specimens
from collection to final disposition. Implement a
guality monitoring system, e.g., specimen log.
Investigate discrepancies to close potential
gaps in test result processing and
communication. Incorporate patient huddles
and include specimens in a patient care
checklist.

51 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Crico

Case Study
Lorraine, 27-year-old female
N o Vulnerability
%ﬁ"ﬁi el e - TP Alab result that failed to reach the PCP
Fgﬂg ——s—*1 (or Lorraine) also failed to raise an alarmd and
PHONE [ ® [ & ®1  exposed her to unnecessary risk.
CLOSE | @ i‘*’ @ o
CALL & | | .
'mm up .- s Safer Care Recommendation

Implement systems that assist in results
reconciliation, including confirmation of
provider receipt, review, and transmission of
results and recommendations to the patient.
When possible, use electronic health record
reminders in this effort.

52 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Has this type of event ever happened here?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

Do we have a process to track that collected

specimens are sent to the lab?

Recommended Practice

A standard process for appropriate specimen collection
and management.

54 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

Do we have a standard process for specimen

handling that all team members follow? How do we
ensure the process is being followed?

Recommended Practice
A redundant system to identify that patient had recommended test.

55 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

How I s the ordering proyv

acknowledgement of outstanding imaging studies
and other tests reconciled?

Recommended Practices
AA responsible person(s) is identified as accountable for
specimen processing.

ASpecimen handling is included during staff orientation and
annual competencies review.

56 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

What other processes, similar to specimen handling,

pose major risks to our patients?
Recommended Practice

Analyze similar events (including near misses) for patient safety
Improvement opportunities.

57 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

What policy or training do we have for conducting a

disclosure and apology?
Recommended Practice

Standard protocol and training for disclosure errors to
patients/family members.

58 © 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Closing the Loop

What else can we do to avoid a similar event?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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How to Earn Category 2
Risk Management
Credits

This Are You Safe? case study
IS suitable for 0.25 AMA PRA
Category 2 CreditE .

This activity has been designed
to be suitable for 0.25 hours of
Risk Management Study in
Massachusetts.

Risk Management Study is
self-claimed; print and retain this
page for your recordkeeping.
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Additional Resources il

Closing the Loop:
Is my specimen handling
process reliable?

Are You Safe? extras

For more information

Emall

areyousafe@rmf.harvard.edu
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Case Study: Partnering with Patients
|l s my patientos histor

The following example is from a closed malpractice case.
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CRICO maps contributing factors to the way

care Is experienced by thepatient.
CRICO Diagnostic Process of Care

CRICO CBS
SU=s % CASES % CASES

1. Patient notes problem and seeks care 1% 1%
2. History/physical 10% 8%
3. Patient assessment/evaluation of symptoms 35% 31%
4. Diagnostic processing 43% 35%
5. Order of diagnostic/lab test 40% 31%
6. Performance of tests 5% 3%
7. Interpretation of tests 37% 23%
8. Receipt/transmittal of test results (to provider) 4% 5%
9. Physician follow up with patient 21% 18%
10. Referral management 13% 21%
11. Provider-to-provider communication 12% 12%
12. Patient compliance with follow-up plan 14% 17%

*A case will often have multiple factors identified.

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
CBS (Comparative Benchmarking System) includes >300,000 medical malpractice cases across the nation

CBS N=2,919 MPL cases with claim made date 1/1/117 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice case study focus:
Assessment and Diagnosis

4 3 had an error in diagnostic processing
O/O identified as a contributing factor, i.e., a

f narrow diagnostic focus, failure to establish
OFCASES a differential diagnosis, or reliance on a
chronic condition or previous diagnosis

CRICO N=175 MPL cases asserted 1/1/1i 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



CrlICO | are yo

Case Study

Patient

Ted, 57-year-old male w/history of two Mis,
sleep apnea, and hypertension

Day 1

Ted 1 s seen i n his PCPO:

of jaw pain (8/10 severity) and chest tightness.
Vital signs are reported as normal; exam
reveals good range of motion in jaw.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Ted, 57-year-old male

Day 1 (continued)

Tedos PCP Dbeli eves his |
related to the CPAP mask Ted uses for sleep
apnea. He diagnoses temporomandibular joint
(TMJ) disorder.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Ted, 57-year-old male

Day 1 (continued)

Ted had two previous EKGs showing
myocardial damage, however, the provider
does not retrieve them at the time of the visit
and no cardiac workup is performed.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Ted, 57-year-old male

Day 5

Ted presents to the ED with nausea and
vomiting. Upon further evaluation, he is
diagnosed with an MI, then progresses into
cardiogenic shock.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Ted, 57-year-old male

Qutcome

AFurther testing reveals a lateral wall
myocardial rupture, requiring surgery.
ATedds condition worsen
and liver failure, and subsequently dies
from advanced system failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Crico

Case Study

Ted, 57-year-old male

Vulnerability

Fi xation on Tedos compl
assessment of his symptoms and history led to
a narrow focus and a missed diagnosis.

Safer Care Recommendation

Be aware of any tendency toward cognitive
fixation. Techniques to avoid this include:
AExpanding differential diagnoses

ASeeking additional information from the
patient and the medical record

AEngaging a peer consult for patients with
continued, unresolved symptoms

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Has this type of event ever happened here?
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Practice Assessment

Partnering with Patients

What type of trigger or templates do we use to
obtain and update patient history that may be

missed (e.g., family history, previous testing or
procedures)? Whose responsibility is it to update
this information?

Recommended Practice

To avoid narrow diagnostic focus, broaden the list of diagnostic
possibilities via history and physical.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Partnering with Patients

Do we cut and paste information in medical records

(without reviewing it)?

Recommended Practice

Review all content that is not originated in an individual
patientos record for appropriater

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Partnering with Patients

Do we have a process to retrieve and update

pertinent patient medical records?

Recommended Practices

AUse checklists for triggering questions related to patient history
that may be missed (e.g., family history, previous testing)

AEmbed decision support tools in EHR to assist in maintenance
of patients histories.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Partnering with Patients

Does our culture support/encourage providers to

ask for peer help when the patient situation is
confounding?

Recommended Practice

Seek a consult for patients who return repeatedly for the same
symptoms.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Partnering with Patients

What else can we do to avoid a similar event?
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Case Study: Closing the Loop
Who Is responsible for follow up?

The following example is from a closed malpractice case.
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CRICO maps contributing factors to the way

care Is experienced by thepatient.
CRICO Diagnostic Process of Care

CRICO CBS
SU=s % CASES % CASES

1. Patient notes problem and seeks care 1% 1%
2. History/physical 10% 8%
3. Patient assessment/evaluation of symptoms 35% 31%
4. Diagnostic processing 43% 35%
5. Order of diagnostic/lab test 40% 31%
6. Performance of tests 5% 3%
7. Interpretation of tests 37% 23%
8. Receipt/transmittal of test results (to provider) 4% 5%
9. Physician follow up with patient 21% 18%
10. Referral management 13% 21%
11. Provider-to-provider communication 12% 12%
12. Patient compliance with follow-up plan 14% 17%

*A case will often have multiple factors identified.

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
CBS (Comparative Benchmarking System) includes >300,000 medical malpractice cases across the nation

CBS N=2,919 MPL cases with claim made date 1/1/117 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice case study focus:
Referral Management

1 3) had an error in referral management
/0 identified as a contributing factor, i.e.,

appropriate referrals to specialists (or
consults) are not made or adequately
managed, or identification of the physician
responsible for ongoing care is unclear.

of cases

CRICO N=194 MPL cases asserted 1/1/09i 12/31/13 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Patient
Anjelo, 74-year-old male

Day 1

During a hospital stay for encephalitis, Anjelo
Is advised to see a pulmonologist for a specific
opacity in his right upper lobe (suspicious for
carcinoma) seen on a CT scan.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Anjelo, 74-year-old male w/upper R lobe opacity

Day 11

Anjelo sees his PCP, who refers him to a
pulmonologist.

\.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Anjelo, 74-year-old male w/upper R lobe opacity

Day 28
Anjelo sees the pulmonologist, who notes
a spot on the lung and advises additional

follow up.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Anjelo, 74-year-old male w/upper R lobe opacity

Next four years

Over four years, Anjelo has regular visits
with his PCP, who is unaware of the
pul monol ogi stdos recomme:!

follow up regarding the initial lung concern.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Anjelo, 74-year-old male w/upper R lobe opacity

Qutcome

m ‘ At age 78, Anjelo is diagnosed with Stage IV
lung cancer. He dies three months later.

i\ ﬁ’
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Case Study

Anjelo, 74-year-old male w/upper R lobe opacity

Vulnerability

Anj el odos PCP was not nof
pulmonologist and the PCP did not pursue any
information regarding the referral visit.

Safer Care Recommendation

To avoid a Aperson speci
management process, develop reliable

processes to ensure 1) patients are referred to
specialists in a consistent manner,

2) outstanding visits are followed up, and

3) specialist reports are brought to the attention

of the care team and patient.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Anjelo, 74-year-old male w/upper R lobe opacity

L Vulnerability
'F ‘ Anjelo failed to appreciate the importance of his
\ pulmonology referral and, thus, did not alert his
of i PCP to the pul monol ogi st
/j;_ & follow up.

Safer Care Recommendation

Having all parties involved in referral trans-
action reduces the risk of patients or reports
falling through the cracks. Referral systems
without closed-loop communication create gaps
In patient care. Build a redundant system for
the entire care team and patient.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Has this type of event ever happened here?
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Practice Assessment
Closing the Loop

What is our system for referral management? What

role does each of us (including the patient) play?

Recommended Practices

AReferrals are ordered and documented/scanned in the EHR.

AA process to identify which referrals are outstanding and which
are completed.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

How do we communicate high priority referrals to

the clinical team and patient?

Recommended Practices

AThe reason/urgency for the referral is communicated to the
patient and specialist, and an appointment is made for the
patient prior to him/her leaving the office.

AEmbed decision support tools in electronic health record to
assi st I n maintenance of patien

history.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment
Closing the Loop

Do we document all patient communication in the

medical record?

Recommended Practice
Provider review of all incoming referrals is tracked.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Closing the Loop
What else can we do to avoid a similar event?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study: Standardized Communication
Did the specialist change the treatment plan?

The following example is from a closed malpractice case.
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CRICO maps contributing factors to the way

care Is experienced by thepatient.
CRICO Diagnostic Process of Care

CRICO CBS
SU=s % CASES % CASES

1. Patient notes problem and seeks care 1% 1%
2. History/physical 10% 8%
3. Patient assessment/evaluation of symptoms 35% 31%
4. Diagnostic processing 43% 35%
5. Order of diagnostic/lab test 40% 31%
6. Performance of tests 5% 3%
7. Interpretation of tests 37% 23%
8. Receipt/transmittal of test results (to provider) 4% 5%
9. Physician follow up with patient 21% 18%
10. Referral management 13% 21%
11. Provider-to-provider communication 12% 12%
12. Patient compliance with follow-up plan 14% 17%

*A case will often have multiple factors identified.

CRICO N=175 MPL cases with claim made date 1/1/11i 8/31/16 involving ambulatory care and alleging diagnostic failure.
CBS (Comparative Benchmarking System) includes >300,000 medical malpractice cases across the nation

CBS N=2,919 MPL cases with claim made date 1/1/117 8/31/16 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Malpractice case study focus:
Referral Management

1 3) had an error in communication identified as
/O a contributing factor, i.e., ----

of cases

CRICO N=194 MPL cases asserted 1/1/09i 12/31/13 involving ambulatory care and alleging diagnostic failure.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Patient

Susan, 62-year-old female with history of atrial
fibrillation

March

Patient has a history of atrial fibrillation treated
with Coumadin. She was evaluated by her
cardiologist and complained of bleeding.

An EKG was done which showed NSR. The
patient had been in NSR for several years. Her
Coumadin was stopped and she was started
on Aspirin.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Susan, 62 year-old w/history of atrial fibrillation

7 months later

Susan sees her primary care physician. An
EKG completed during the visit revealed atrial
fibrillation.

The PCP asked if the patient was on
Coumadin, she responded yes.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Susan, 62 year-old w/history of atrial fibrillation

3 months later

m ‘ Susan was admitted to the hospital with
complaints of lightheadedness and dizziness.

\ ﬁ’
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Case Study

Susan, 62 year-old w/history of atrial fibrillation

Outcome

She was diagnosed with and treated for a
stroke. She sustained permanent injuries due
to the stroke.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Susan, 62 year-old w/history of atrial fibrillation

Vulnerability

Unclear communication between provider and
patient can lead to incomplete or inaccurate
iInformation compromising treatment decisions.

Safer Care Recommendation

Ensuring patient understanding is critical to

garner the most accurate and complete

Information. Considere ach pati ent 0SS
communication style to solicit the most

Information and enable assessment of patient
understanding.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Case Study

Susan, 62 year-old w/history of atrial fibrillation

Vulnerability

Inadequate review of patient medications and
reliance on patient memory can lead to
medications/treatment not being provided

Safer Care Recommendation

Reconciling the patient medication list at every
visit and providing education regarding
purpose, risks, and benefits of each medication
can decrease the likelihood of misunder-
standing and increase compliance with
recommended treatment

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Has this type of event ever happened here?

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Standardized Communication

Does our clinical team review and reconcile patient

medications at each encounter?

Recommended Practices

A Obtain a medication history for each patient (including over-the-
counter and alternative medications), and update at every visit

A Include the whole care team (pharmacy, nursing) in medication
management and safety to ensure critical information is not lost

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Standardized Communication

What practices do we have to assess patient

understanding of their medications and care plan?

Recommended Practice

For each medication, educate patients re: purpose, how to take it,
and symptoms to report e.g., 00t ec¢

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.
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Practice Assessment

Standardized Communication

Doeswe have clinical guidelines and a standard

process to identify and manage patients on
anticoagulation?

Recommended Practice

When multiple providers are invol
ensure that each knows who is responsible/ accountable for
medication management

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



Practice Assessment

Standardized Communication
What else can we do to avoid a similar event?
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Case Study: Partnering with Patients
Does my patient know why | ordered

this test?

The following example is from a closed malpractice case.

© 2016 CRICO. The Are You Safe? case studies offer suggestions for assessing and addressing patient safety and should not be construed as a standard of care.



