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@'ﬂ Objectives

e |dentify three areas of medical-legal risk for
pathologists

e Incorporate two strategies to reduce risk in your
lab/practice
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@3) 2 Women Have Endometrial Biopsy By
GYN On Same Day

What slides did you report on ?
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%’) A Case of Mistaken Identity
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%‘) Following the Investigation

e Created embedding log at time of gross
pathology

e Forceps to be washed between specimens
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@’) Question #1

e What is the most common critical
incident in closed legal actions involving
pathologist ?

A. Communication Issues

B. Delay/ Missed Diagnosis
C. Administrative issues
D

. Performance issues
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@.ﬂ Clinical Issue
"’ Legal Actions Closed 2010 - 2014

Number of clinical issues
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¢
ﬁ‘!f) System Failure(s)

Funding & Organization Pre-Analytic Analytic

Resources  Culture Poor Specimen
samplin Processin
Incomplete Ping . &
- Inadequate  Cognitive
policies . . -
history dispositions

Lost specimen
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Post-analytic

Disseminate reports
Clinician interprets
Clinician acts

From J. Reason
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ﬁ‘!f) Cognitive forcing

ARTIELE
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%‘zf) Where is the abnormality?
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%‘zf) Where is the abnormality?
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q
%’) Hindsight and Hindsight Bias

BEFORE arriving
at a final diagnosis
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¢
ﬁ‘w Hindsight and Hindsight Bias

The puzzle is solved, the final diagnosis is clear

_ _ _ AFTER a delay in making
at a final diagnosis the final diagnosis a diagnosis or a

S
AN
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O BEFORE arriving AFTER determining
0

misdiagnosis




¢
ﬁ’w What Can Lead to Misdiaghosis?




@’) Question #2

e From CMPA cases what is the top reason
for error in diagnosis for pathologists?
A. Lab mix-up
B. Failure to consult

C. Misreading/ misinterpretation
of specimen

D. Not following protocols/ policies



@’) Question #2

e From CMPA cases what is the top reason
for error in diagnosis for pathologists?

A. Lab mix-up
B. Failure to consult

C. Misreading/ misinterpretation
of specimen

D. Not following protocols/ policies



of diagnostic errors are
due to misinterpretation
or misread of specimens




q,
%’) Who Determines the Standard of Care?

Colleagues of similar
training ano
experience (experts)




@}) Remember

Error in Judgment s Negligence




@.ﬂ What Are the Top 3 Conditions to be
Y Misdiagnosed?

1. Neop
2. Neop
3. Neop

asms / diseases of t
asms / diseases of t
asms / diseases of t

ne breast
ne digestive tract

ne skin

b
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63% of cases involved cancer delay in
diagnosis/treatment

Medicolegal Aspects of Error in Pathology

David B. Troxel, MD

® Objective.—To discuss the various ways error is defined
in surgical pathology. To identify errors in pathology prac-
tice identified by an analysis of pathology malpractice
claims.

Design.—Three hundred seventy-eight pathology mal-
practice claims were reviewed. Nuisance claims and au-
topsy claims were excluded; 335 pathology claims re-
mained and were analyzed to identify repetitive patterns
of specimen type and diagnostic category.

Setting.—All pathology malpractice claims reported to
The Doctlors Company of Napa, Calii, between 1998 and
20103,

Results.—Fifty-seven percent of malpractice claims in-
volved just 5 categories of specimen type and/or diagnostic
error, namely, breast specimens, melanoma, cervical Pa-
panicolaou tests, gynecologic specimens, and system (op-
erational) errors. Sixty-three percent of claims involved
failure to diagnose cancer, resulling in delay in diagnosis
or inappropriate treatment.

© The Canadian Medical Protective Association

Conclusion.—A false-negative diagnosis of melanoma
was the single most common reason for filing a malprac-
tice claim against a pathologist. Nearly one third involved
melanoma misdiagnosed as Spitz nevus, “dysplastic” ne-
vus, spindle cell squamous carcinoma, atypical fibroxan-
thoma, and dermatofibroma. While breast biopsy claims
were a close second to melanoma, when combined with
breast fine-needle aspiration and breast frozen section
claims, breast specimens were the most common cause of
pathology malpractice claims. Cervical Papanicolaou test
claims were third in frequency behind melanoma and
breast; 98% involved false-negative Papanicolaou tests.
Forty-two percent of gynecologic surgical pathology claims
involved misdiagnosed ovarian tumors, and 85% of these
were false-negative diagnoses of malignancy. The most
common cause of system errors was specimen “mix-ups"
involving breast or prostate needle biopsies.

(Arch Pathol Lab Med. 2006:130:617-619)

cmpa-acpm.ca



@', Clinical Risks
¢ . . . .
Errors of Omission or Commission

e Missed diagnosis
— abnormality seen but not reported
— abnormality present but not seen

® missed on exam
e missed on section / staining
e technical error

e sampling error
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@ Clinical Risks
b o o
Errors of Omission or Commission

e Incorrect diagnosis
— over-interpretation of findings
— failure to consider alternative diagnosis

— seeing what is expected, rather than what is
there
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@,ﬂ In Challenging Cases, Have You
% Considered?

e Further exclusionary / confirmatory
investigations

e Obtaining a second opinion

e Documentation of informal 2nd
opinions

e Wording of the report

© The Canadian Medical Protective Association



@‘ﬂ AJCP 2000

Consensus Conference on Second Opinions in Diagnostic
Anatomic Pathology

Whﬂ, What, and When ansonesm 2001113033

Juhn E. Tomaszewski, MDD, FASCP {chair),' Harry D). Bear, MD), PRI, FACS ?

Jidia A. Cemnally,” Jomathan I, Epstein, MD,* Michael Feldman, MDD, PhD, FASCPE?
Kathryn Foucar, MD, FASCP" Lester Layfield, MD," Vivgimia LiVolsi, MD, FASCP?
Romald L. Sivota, MD, FASCP,” Mark H. Stoler, MDD, FASCP. ' and Robin E. Stombler!!
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449 Am J Surg Pathol 2008

e ‘Mandatory second opinion in surgical
pathology referral material: clinical
consequences of major disagreements’
— Second opinion surgical pathology
— 2.3% major diagnhostic disagreements



("-
g‘!f) Consider 2" opinion

e Do the pathology findings correspond with
the referring MD’s clinical impression?

e Highly significant diagnosis with irreversible
surgery?

e Rare disorder

e Problematic cases
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@ Legal Actions Pathologists:
' Administrative Issues

e Non-compliance with existing fail safe system

— Mix-up specimens/ reports/ cell contamination




@fﬂ ERCI 2014
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@f) ECRI 2014

ECRI Institute’s Top 10 Patient Safety Concerns for 2014
&1y Data integrity failures with
"% health information technology systems™
o Poor care coordination with patient’s

next level of care

o Test results reporting errors
o Drug shortages

Failure to odequately manage behavioral
health patients in acute care seftings

> o Mislobeled specimens

o Retained devices and unretrieved fragments™

o Patient falls while toileting

Inadequate monitoring for respiratory
depression in patients taking opioids

@ Inadequate reprocessing of endoscopes

and surgical instruments®

AL
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@’ 15 % of cases involved a mix-up
T of specimens/slides

e Mix-up of slides
e Mislabelling of specimens

e Lack of quality control
measures

e Failure to comply with
existing laboratory
processes

© The Canadian Medical Protective Association



@Zﬂ In Challenging Cases, Have You
% Considered?

e Further exclusionary / confirmatory
investigations

e Obtaining a second opinion

e Documentation of informal 2nd
opinions

e Wording of the report
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‘i. . b
ﬁ‘ﬁ) Be Careful What You Dictate el
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('~
%‘) Wording your reports

“Diagnostic for metastatic squamous
cell carcinoma’

Experts Would Have Reported :

“Highly atypical squamous cells
suspicious for squamous cell ca:
Recommend biopsy”
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(".
%,') Trends in Pathology Malpractice Claims

David B. Troxel MD

Claims are frequently won or lost on the basis of the
quality of the medical record. The pathology report
should document the rationale for critical decision
making. An incorrect diagnosis 18 easier to defend when
the report reflects the thinking of a thoughtful and well-
informed pathologist. In addition, claims are typically

Am J Surg Pathol 2012;36:el-¢€5
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! L
a‘!}’) Consider in reports

 Define pathological terms
e Discuss DDx for challenging cases

e Document recommendations for follow-
up tests or treatment

e Document verbal consultations

e Document what/ whether clinical info
provided

Am J S‘urg Pf.rh’fr)! 2012;36:el-e5
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q .
g‘!}’) Reports consider:

e |f provisional dx until tests/ consult
available

 Provide supplemental report if NB new
info available after initial report

 Document interdepartmental 2"
opinions on new malignancies,
diagnostic challenges, uncommon dx
(bone, soft tissue tumors)

Am J S’urg Pm;’?r}s’ 7{]12 36:el-e5
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Postanalytic errors included a transcnption error and
reports or diagnoses allegedly not called to the attention
ol or recerved by the chinician. It 1s mv impression that this
allegation 1s mncreasing. and my speculation 1s that 1t may
increase still more as we transition to the electronic health
record. It 15 important to document and date all phone
calls or contacts with chnicians in the pathology report,
the medical record. or both.

Am J Surg thm’ 2{}12 36:el-e5
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| : : :
1('»‘) Documentation of discussions

e Documentation of informal 2"? opinions

e Document calls to clinicians re substantlve
changes ‘ 17}

e Document telephone
advice and
communications with

other HCP




@’) Second Opinion

Could | also get your opinion on this case?
33 y.o... foot lesion

| think it’s a Spitz nevus - how would you
comment on adequacy of excision ?

Thanks

As we discussed, | think that this is a nodular
melanoma.

| would be interested in knowing how long
it has been present.

© The Canadian Medical Protective Association cmpa-acpm.ca



@’) Risk management

 Are there clear policies and procedures

— handling, labeling, processing and reporting
of tissue specimens?
 Requisition contain the pertinent clinical
and specimen information as well as the
correct patient identifiers?

Do the patient identifiers on the
specimen being examined match the
requisition and the final pathology
report?

© The Canadian Medical Protective Association =~ cmpa-acpm.ca



@’) Teaching Tips

 |fin doubt get another opinion
 Would deeper cuts, special stains help?

e |sthere sufficient information on the
requisition?

e |sthe specimen adequate?
e |sthe expert qualified to judge the care?

e Document your DDx, evidence for Dx,
recommendations, discussions with
colleagues
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4 |
'@ Pathologist as Advocate

e Advising authorities of needs
— New procedures in literature
— Reported deficiencies of current procedures / policies
— Equipment deficiencies / improvements

— Safety issues for patients, staff

\ {20
W\

Put it in writing!



@’) Memo

Ih view af Oetober 3, 7999 [ oronts Star cover story
/fee attached articte %ywy af a cancer lest /f(/,v—zyy re
problems of piek-up” at Swnybrook, [ recommend that we
proao ﬁb@%y lake preventalive Steps, /}wﬁw@q/ rarsing
AWareness a/ lhe Serions consequences af this Lype af

error amonp Tech 5, histotechnologists and patholopists,
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@’) Bottom Line

* Wrong diagnosis # equal negligence

 Consider second opinion in challenging
cases

 Consider speaking with referring MD if
diagnosis unclear or clarification needed

 Follow policies to prevent mix-ups with
specimens/reports



The CMPA Good Practices Guide

CMPA

THE -CANADAS METIICAL

FHOTRETTTWE ASSCHTINTION GG Dci P r ﬂc t I C ES G U I d E‘

Saler cans — rafucing medico-sgal nsk

Lo an on

Informed consent
Mgz {hiam @ sigretury
P -
L;Tm;;mf*' ¥ Three key elements o Ky concepts

Forcongent o be consklarad vad g - " gl |
alerls Ingve 1 N o
= A mus] Do volnian dorido mn nusctingtions anm

WWW.cmpa-acpm.ca/gpg
cmpa-acpm.ca/gbp

Frivacy and confidantiality

Handmers 1. Capacity fo consent
A patiend & cordidesed 1o have e capacty ko consenl il he or she Discirss ke proposea
Corsultations and referals e tands he Invesstication o treatment with
Documiraion w natune of the gropoisd nvestigation of reainenl ﬁ::}u’“:"“:;;r‘:'a’;:;‘::‘“
= anécipabed efinct of he proposed freagment and akematves ‘“rrl f:;l d
Test youmsed & cansequerces al refusing irsatmeni %

Fatiant understanding

» Take reasonabie sbeps to e safafed the pabend comprehends fhe
consend discussion

Expian 1he malerial and
Spsirial risks in
ynoersiandabs lerms
\ncluding the consequences

e g

< Want to learn mare? Physkians have a duty ko tale reasonable sleos S0 be nelalively sahshed Beir

© The Canadian Medical Protective Association cmpa-acpm.ca




¢
%. The CMPA Provides Multi-channel
Access to Information
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