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MESSAGEFOR ALLOPATHIC PHYSICIANS (MDs)

Completion of two hours of continuing medical education relating to prevention of
medical errors which includes a study of root cause analysis, error reduction and
prevention, and patient safety is required to obtain and renew your Florida license.

While wrong site/wrong procedure surgery continues to be the most common basis for
guality of care violations, the follow ing areas have been determined by the Board of
Medicine as the five most mis-diagnosed conditions as demonstrated by disciplinary
cases

Cancer

Cardiac

Acute abdomen

Timely diagnosis of surgical complications
Stroke and related cranial conditions

Cite: 64B8 -13.005(c) , F.A.C.

MESSAGE FOR OSTEOPATHIC PHYSICIANS (DOs)

Completion of two hours of continuing medical education relating to prevention of
medical errors which includes a study of root cause analysis, error reduction and
prevention, and patient safety is required to obtain and renew your Florida license.

The course shall address medication errors, surgical errors, diagnostic inaccuracies, and
system failures, and shall provide recommendations for creating safety systems in
health care organizations. The course must include information relating to the five most
mis-diagnosed conditions during the previous biennium, as determined by the Board of
Osteopatic Medicine The following areas have been determined as the five most mis-
diagnosed conditions:

Wrong-site/Patient surgery
Cancer

Heart conditions

Surgical complicationg/errors
Acute abdomen

The Board of Osteopathic Medicine specifies that the Prevention of Medical Errors
course for renewal shall be obtained by the completion of live, participatory
attendance courses. Thus, this course is not acceptable for osteopathic
license renewal; however the Board of Osteopathic Medicine will accept

this course in fulfillment of the requirement for initial licensure

Cite: 64B15 -13.001(b)and (c), F.A.C. Modified 04/19/10



Introduction

National patient safety goals and other initiatives aimed at preventing medical errors
and improving patient safety remain the primary objective of this mandatory, continuing
education program. However, to meet this objective beyond the educational platform,
adherence to the fundamental risk management measures offered is essential

The purpose of the National Patient Safety Goals is to improve patient safety. The Goals
focus on problems in health care safety and how to solve them. National patient safety
goals include:

Identify patients correctly

Communicate effectively

Preventing wrong site surgery

Preventing medication errors

Eliminating the use of certain abbreviations
Reducing patient falls

Reduce healthcare associated infections

Do Do o T Do I Do

For a complete listing of current national patient safety goals, go to the National Patient
Safety Foundatwwwmg@sorgwe bsi t e at

Defining Medical Error

To better understand the incidence of medical error and to reduce its prevalence, its
definition should be clarified. An adverse event may be defined as an injury caused by
medical management rather than the underlying illness or condition of the patient. A

medical error may be defined as a preventable adverse event. Malpractice is defined
by statute, and is generally the failure to exercise that degree of care used by a
reasonably prudent physician in the same or similar circumstances. The Institute of

Medicine defines medical error as 1At he failure of a planned a

intended or the wuse of a wrong plan to
unpreventable and undes i r ed outcomes that occur as
condition or as a result of an inherent complication of the treatment.

FIl orida Statute 395.0197(8) defines medi

over which health care personnel could exercise control and which is associated in
whole or in part with medical intervention, rather than the condition for which such
intervention occurred, and which:

1) Was the performance of a surgical procedure on the wrong patient, a wrong
surgical procedure, a wrong-site surgical procedure, or a surgical procedure
ot herwise unrelated to the patientds
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2) Required the surgical repair of damage resulting to a patient from a planned
surgical procedure, where the damage was not a recognized specific risk, as
disclosed to the patient and documented through the informed consent process;

3) Was a procedure to remove unplanned foreign objects remaining from a surgical
procedure; or

4) Results in one of the following injuries:

- Death;

- Brain or spinal damage;

- Permanent disfigurement;

- Fracture or dislocation of bones or joints;

- A resulting limitation of neurological, physical, or sensory function which
continues after discharge from the facility;

- Any condition which required special medical attention or surgical intervention
resulting from non-emergency medical intervention, other than an emergency
medical condition, to which the patient has not given his or her informed
consent; or

- Any condition that required the transfer of the patient, wit hin or outside the
facility, to a unit providing a more acute level of care due to the adverse

A

incident, rather than the patientoos

There are a number of errors that canintb e

one of the following six categories.

Diagnostic errors 7 delays in diagnosis, use of outdated or obsolete testing
methodology, failure to obtain indicated diagnostic tests, and the failure to act on the
results of monitoring or diagnostics.

Treatment errors 1 errors in the performance of a procedure/operation, errors in
administering treatment or therapy, delay in providing treatment, inappropriate or
contraindicated care or treatment.

Performance errorsi surgical errors, such as the performance of a wrong site surgery.

Communications errorsi failure to educate and inform patients, miscommunication/lack
of communications,

Systems errors 1 incidents involving inadequate or non existent processes or
procedures, equipment malfunctions, facility-based incidents.

Medlication errorsi errors which arise out of the prescription, dispensing, administration
or monitoring of patient medications.

Data collected by the Physician Insurers Association of America PIAA) indicates that

the majority ( 65%) of me dical errors occur in an inpatient hospital setting. Data from

FIl oridads Office of I nsurance Regul ation
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Medical Malpractice

Loss Locations
January,1985 - December, 2007
PIAA Data Sharing Report

Hospital

65% Practitioners
Office

28%

Other
4%

Nursing Home
1%

Emergicenter
1%

Surgicenter Patients Home
1% 0%

Medical Malpractice

Hospital Loss Locations

January, 1985 - December, 2007
PIAA Data Sharing Report

Special
Procedures
Room
2% Outpatient
Dept
1%

Critical
Care Unit
2%

Radiology/Radiation
Therapy Dept
6%

Labor & Delivery,
Nursery
9%

Recovery
Room
1%

Emergency Dept
10%

Other
9%

Patient's Room
16%

Operating Room
45%

Forty-five percent of medical errors which occur in an in-patient hospital setting, occur

in the operating room, followed by 16% which
Emergency Department and Labor, Delivery and Nursery are also significant locations

where losses occur.

Root Cause Analysis

Root cause analysis(RCA) is a widely adopted method of identifying underlying causes
of medical error. An effective RCA looks beyond the immediate result and identifies the

chain of events or contributing factors which led to the error. It uses a structured and
4



processfocused framework to analyze errors to identify what happened, why it
occurred, and what can be done to prevent recurrence. The process looks at both
active and latent errors and avoids the tendency of assigning individual blame. Active
errors are described as those acts or omissions which are committed by the people in
direct contact with the patient. Examples of active errors include administering the
wrong medication, deviating from safe operating practices, or cognitive failures such as
memory lapses leading to patient injury. Latent errors are those failures which are
removed from the direct control of the front line caregiver. Examples of latent errors

are those caused by inordinate time pressures, inadequate staff, or equipment failures.

A root cause analysis must be credible and thorough to be effective. The factors
necessary for both elements are described in the table on the next page.



CREDIBLE

THOROUGH

Multi -disciplinary team - The review team
is comprised of participants from multiple
disciplines and backgrounds closely
associated with the processes and systems
being reviewed.

Identification of all proximate causes -
Proximate causes are those events or
occurrences which produce an effect or
result. They are the catalyst from which
anything proceeds and without which, it
would not exist. All of the proximate causes
must be identified and considered.

Team training - Necessary training is

provided team members.

Review of all related systems and
processes - A review of all of the related or
involved systems and processes must be
completed. Inherent in this review should be
direct i nquiry as to
the process are done or not done.

Consideration of all influences -
Consideration is given to all of the systems
and processes that were involved in the
event. None of the involved systems and
processes can be ignored or left untouched.

A continuous focus on all opportunities

to improve systems - Attention must be
given to any opportunities for corrective
actions. All opportunities for improvement
must be addressed.

Review of all pertinent literature T
Relevant literature and written material on
the processes and systems are included in
the review process.

Plan outline 1 An outline of the planned
recommendations must be provided which
addresses the opportunities for improvement
as well as explaining those situations where
opportunities are not being pursued.

Team endorsement 7 The teamb¢d
are consistent and provide conclusions which
do not raise questions or contain
contradictory information. Additionally, the
recommendations should be endorsed by the
entire team.

Plan explanation 1 The recommendations
arising out of the review process should be
explained fully, including the assignment of
responsibility to specific individuals and a
methodology for measuring outcomes and
results.

Administrative support T The findings of
the review team should be supported and
endorsed by the administration. Copies of
the recommendations should be made
available to all personnel who could benefit
from them.

The goals of root cause analysis are to identify all contributing factors involved in the
occurrence and design processes that will prevent errors, create systems to make errors
more visible, or to implement processes designed to mitigate the adverse effect of

errors.



One of the best ways for making sure action plans and recommendations are
successfully implemented and achieved is to create plans using the SMART formula.

Specifically, this formula requires that plans are:

Specifici Clearly states what is to be done and how it is to be done.
Measurablei Has measurable objectives to gauge its effectiveness.
Accountability i Assigns responsibility and accountability.

Reports i Has periodic reporting milestones to gauge progress.

Timeframes i Has established timelines for implementation and completion.

The primary aim of RCA is to avol

providers to embrace open examination of medical errors to foster a culture of patient

safety.

The use of a matrix will help to simplify the root cause analysis process.

Category Category Category Category

Cause ==l Cause ==l Cause ==pp Cause ==l
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Causal Factors
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Processes

Clinical

Corrective
Measures

Systems

Organizational

Corrective Measures

Implementation

Measurement of Effectiveness
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Wrong Site /Patient Surgery

Wrong site surgery is a broad term that is used to describe those adverse incidents
involving procedures performed on the wrong patient, the wrong body part, or the
wrong body side. It is also applied to the performance of the wrong procedure,
unnecessary or unauthorized procedures, as well as the performance of procedures
performed at the wrong level of the correctly identified anatomical site.

In Florida, an incident of wrong site surgery can be grounds for both civil litigation

(negligence) as well as disciplinary action by the Board of Medicine/Board of
Osteopathic Medicine. Florida Statute 45.072 specifically provides for this disciplinary
action, and includes not only the incidents listed above but also the preparation of the

patient.

Wrong site surgery cases can occur in a variety of settings. Statistics compiled by the
Joint Commission o Accreditation of Healthcare Organizations (JCAHQ indicate that
multiple factors contribute to wrong site surgery. A leading root cause is communication
failure.

Communication issues stem from the informed consent process or failure to adequately
inform the patient about the proposed procedure. It is not uncommon for the consent
document to identify the wrong procedure or incorrectly identify the wrong side or site.
Other predominant root causes included incomplete patient assessments, procedural
deficiencies (such as the lack of a verification checklist or the failure to mark the
surgical site), and inadequate staffing or staff distractions.

Joint Commission
on Accreditation of Healthcare Organizations

Root Causes of Wrong Site Surgery
(1995-2003)

Communication
Orientation/training
Patient assessment
Availability of info
Procedural compliance
OR hierarchy

Distraction Percent of events

0 10 20 30 40 50 60 70 80




Data from the JCAHO
indicates that the majority of
all wrong site surgery cases
involve a procedure
performed on the wrong body
part or wrong body site.
Thirteen percent of wrong
surgery cases involve
procedures on the wrong
patient, and 11% involve the
performance of a wrong
procedure or an unauthorized JCAHO Sentinel Event
procedure- Alert 12/5/2001

Forty-one percent (41%) of the
reported wrong surgery cases were
attributed to orthopedic or podiatric
surgery. General surgery cases were
identified in 20% of the reported
cases, neurosurgery in 14%, and
urologic surgery in 11%. The
remaining fourteen percent (14%)
involved cardiothoracic surgery,
otorhinolaryngology, ophthalmology,
and dental/oral maxillofacial
specialties.

11% Podiatric Surgery
41%

14%
General Surgery
20%

JCAHO Sentinel
Event Alert 12/5/2001

Other
14% )
Urologic Surgery Orthopedic &

The contributing factors identified by the
Joint Commission show a fairly even
distribution. Emergency cases comprise
the largest group (19%), follo wed by Y

unusual physical characteristics (e.g., - e e i
morbid obesity) 16%, unusual time o
pressures (13%), unusual equipment or
setup in the OR (13%), multiple surgeons
participating in the case (13%), and JCAHO Sentinel

multiple procedures being performed Event Alert 12/5/2001

during a single surgical visit (10%).

Muttiple Surgeons

The Joint Commission has mandated that all accredited organizations utilize the
AUni ver sal Protocol o for preventing wrong sit

10



This protocol applies to all operative and other invasive
procedures. Pratoeolo indllides theefollewving
components:

e Preoperative verification process

e Marking of the operative site

e Taking a fAtime outo i mmediat el
procedure

e Adaptation of requirements for non-operating room
settings, including bedside procedures.

The preoperative verification process should encompass a

W verification of the patientds i dc¢
to be performed, and the site and side where the actual
t; CAHO - || procedure will be performed. This verification should take
= = |l place at the following times:

e When the surgery/procedure is scheduled

e At the time of admission or entry into the facility

e Whenever the responsibility for the patient is
transferred to another caregiver

e Before the patient leaves the preoperative area or
enters the operating room

Marking the operative site is a relatively simple process that has proven to be a very
effective loss prevention measure. The marking of the operative site should be done by
the person performing the procedure, and should be done with the involvement of the
patient, awake and aware, if possible. In addition, the mark should be:

¢ Made with a marker that is sufficiently permanent to remain visible after the skin
preparation has been completed.

¢ \isible after the patient has been prepped and draped.
Made at or near the surgical site. Non operative sites should not be marked.

¢ Made using a consistent method and type of marking, as well as one that is not
ambiguous.

At a minimum, all cases involving laterality, multiple structures (fingers , toes, lesions)
as well as spinal levels should be marked. The site mark should be verified during the
Afiti me out o pr oces sThemesshoald be ia rdefihed anth documented
procedure in place for those patients who refuse the site marking process.

There are some exceptions to the marking process. Procedures involving single organs,
premature infants, and interventional cases where the catheter or instrument insertion

site has not been predetermined do not require marking. Likewise, dental pro cedures
11



do not require marking of teeth. The tooth number should be recorded on any
documentation as well as marking of the dental x -rays or dental diagrams.

The Ati me out 0 prcomnpetedin the openatve lochtiorb immediately
before commencing the procedure. The time out should involve the entire surgical
team using active communication. The process should be documented and should
include verification of:

Patient identity;

Correct side and site;

Procedure to be done;

Correct patient positioning; and

Avalilability of correct implants and any special equipment or requirements

In Florida, the time out procedure is required by law. Florida Administrative Code
64B8-9.007 Standards of Practice states:

(2) Aérequiring t heto inittaiomof the sugeawpsedune toi o r
confirm the side, site, patient identity, and surgery procedure. 0

(b) féThe notes of t he procedure shall spec
procedure was completed and which personnel on the surgical team confirmed each
item. 0O

The Universal Protocol is required even when procedures are performed in non
traditional operating settings, such as emergency departments and intensive care units.
The verification process, as well as site marking and the time out process in those non-
OR settings, should be consistent with those in surgical settings.

Case Summary

A 68 year old female patient was scheduled for total left hip replacement. The OR
personnel prepped and draped the right hip. The surgeon arrived at the OR and
proceeded to perform an incision of the posterolateral aspect of the right hip.
Surgery proceeded until entry to the hip joint space at which point the surgeon
reviewed preoperative x-rays and discovered the error. Surgical repairs were made
to the right hip and the total left hip replacement was carried out uneventfully.

A wrong site surgery suit was filed against the hospital and the surgeon.
Additionally, disciplinary action was also taken against the surgeon by the Board of
Medicine.

12



ROOT CAUSE ANALYSISWrong Site Surgery
e Error: Surgery to wrong hip

e (Causes
A Lack of communications
A Site not marked
A Patient prepped incorrectly
A Procedure not verified

e Preventive Measures
A Mark the site
A Communicate with the Patient prior to anesthesia
A Verify procedure utilizing x-rays, chart information and consent
documentation
A Time out prior to commencing surgery

Surgical Complication s

Failures to diagnose and delay in diagnosis of surgical complications many which
involve acceptable medical complications are examples of another prevalent medical
error. The management (or lack thereof) of these complications is the key to whether
or not a medical error will result. Frequently, these cases involve one or more of the
following:

Perforation
Suture failure
Infection
Bleeding

Under Florida Administrative Code 64B89.007, the management of post surgical care is

the responsibility of the oper ating surgeon. Del e gpetative n o f
management to any health care practitioner is permitted only if the other practitioner is
supervised by the operating surgeon or an equivalently trained licensed doctor. It is

the responsibility of the operating surgeon to explain the procedure to the patient as

well as the risks and complications of the surgery. The management of post operative
complications is more difficult if patients have unrealistic expectations or if the informed

consent process is inadequate. The informed consent process should include a
discussion of the inherent complications as well as the risks specific to the individual

patient.

To avoid delays in recognizing and treating surgical complications, post-operative
patients should be re-evaluated immediately prior to discharge. All outstanding labs
and diagnostic studies should be obtained and reviewed. It is important to document
both the presence and/or absence of any clinical indication of complication as well as

13



the post-op instructions provided to the patient

follow-up appointments should be scheduled and patient no-shows or cancellations
should be followed up and documented.

Cases involving foreign body retention are rarely defensible and almost always
preventable. A root cause analysis involving foreign body retention reveals that such
errors are primarily attributed to:

Lack of clearly defined roles and responsibilities in the operating room
Fastpaced environment of an emergency department

Lack of sound count policies and procedures

Assumption that counts marked on prepackaged supplies are correct

Lack of a standardized counting sequence

Failure to use x-ray-detectable sponges

Lack of up-to-date and readily available policies and procedures for sponge,
sharp, and instrument counts

Utilizing the findings of the root cause analysis, a plan of action for preventing foreign
body retention includes:

Count sponges, sharps, and instruments

e Sponges, sharps, and instruments should be separated, counted audibly and
concurrently viewed during the count procedure by two individuals

e Do not assume that the counts on prepackaged sponges and needles are
accurate - perform counts in the same sequence each time.

e Do not remove waste containers from the room until counts are completed and
resolved

e Check by at least two persons for the complete integrity of invasive catheters,
drains, and monitoring lines at time of removal

CASE SUMMARY

A 43-year-old female underwent laparoscopic cholecystectomy. Postoperatively, the
patient was febrile, complained of moderate discomfort, and demonstrated an increased
WBC. Palliative treatment was ordered and the patient discharged two days later. On
postop day six the photed the sufgson reporsing aomplaints of
increasing pain and fever. An appointment was scheduled for the following day. Later
that evening, the patient was re -admitted on an emergency basis and was found to
have extensive damage to the hepatic ducts necessitating a biliary repair procedure.

The delay in diagnosis of the post-op complication in light of clinical indications, the
failure to more closely monitor the patient , and inadequate postoperative management
contributed to the incident of medical err or.

14




To o To To  To  To To o

Delay in Diagnosis of Surgical Complications
Error Prevention

Re-evaluatepostop patientdéds prior to di
Obtain all outstanding labs and diagnostic studies

Document the presence and/or absence of clinical indications of
complications

Schedule prompt follow -up appointments and document no-shows or
cancellations

Inform the patient T provide post operative management

Document your medical rationale

Increase communication

Seek legal or risk management guidance

Acute Myocardial Infarction

Acute myocardial infarction remains one of the most expensive and prevalent conditions

resulting in claims against physicians. The Physician Insurers Association of America
(PIAA) conducted a study of 349 closed claims involving misdiagnosed acute myocardial

infarctions.

Frequently, physicians confuse cardiac symptoms with other conditions and diseases,

Diagnostic error, particularly misinterpretation of electrocardiograms
(ECGs), was the most
that, although diagnostic tests have improved, there are still deficiencies in the
sensitivity and predictive value of these tests and that the clinicians using them vary in
their diagnostic interpretive skills.

PIAA Acute MI Study
Providers' Initial Impression

Musculoskeletal
21%

Gastrointestinal

26%

Other
13%

Cardiac
Etiology
14%

MI/Developing

Angina
7%

Coronary - R irat
Artery Anxiety espiratory

Diagnosis
6%

Disease 5%
5%

prevalent root cause

such as  gastrointestinal  or
musculoskeletal problems. In a
majority (70%) of cases in the
PIAA study, the patients were
diagnosed with a gastric disorder
(26%), anxiety (6%), or
musculoskeletal pain (21%) and
were treated with antacids,
tranquilizers, antibiotics, or anti-
inflammatory medications. A
cardiac etiology was considered in
less than a third of these cases.

15

of



A significant number of cases in the
PIAA Acute Myocardial Infarction
Study indicated that there was a
failure or delay in ordering the
appropriate evaluative study. In many
of these cases, the physician failed to
obtain a thorough history and did not
investigate the p
factors. Cardiac evaluation was not
the primary focus in the evaluation.
Other root causes contributing to a
diagnostic error are shown in the
table. Itis not uncommon for multiple
root causes to apply.

4
q

ROOT CAUSE % CLAIMS
- Failure/delay in ordering appropriate studies 54.9%
- Ml not considered 48.3%
- Failure/delay in admission 39.1%
- Failure/delay in referral/consultation 30.9%
- Misinterpretation of studies 26.9%
- Failure to communicate with patients 10.5%
- MD not aware of results of studies 7.5%
- Patient non-compliance 7.5%
- Diagnostic studies equivocal 5.2%
- Poor history recorded 4.2%
- Communication between providers 2.9%

PIAA AMI Study

An ECG was ordered in 59% of the cases however no diagnostics were ordered in 28%
of the cases. The physician either misinterpreted the results or did not receive results

PIAA Acute MI Study
Diagnostic Studies Performed/Ordered

70%

60% 59%

50%

40% A

8%

30% -

9
20% + 20% 19%

4%

10%
10% -
5%
H -
0% - T T T T

EKG Cardiac  Chest X- Lab/Blood  Stress
Enzymes Ray Work Test

Cardiac
Imaging

Other

None

in a timely manner in 57% of the
cases where an ECG was ordered.
Perhaps the most significant
finding was that no diagnostic
study was ordered in 28% of the

cl ai ms, regardl ess
compl aint or t he
impression. In a number of cases,

the physician was swayed by
atypical presentations or an
absence of classic
symptomatology.

Treatment errors were primarily related to delays in treatment and failure or delay in
admitting patients. One study concluded that ECG misinterpretation lead to failure to
Frequently, cardiac etiology was prematurely
ruled out. Due to the potentially life -threatening results, patients at high risk for AMI
should be admitted and/or treated and the low -risk patients should be primarily

admit 25% of missed infarctions. ™

evaluated from a cardiac standpoint.

Even with current technology, it is not possible to diagnose myocardial infarction with
100% accuracy. However, studies have indicated though, that failure to accurately

interpret diagnostic studies, especially ECGs;a& i | ur e

and
16
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history and risks; failure to recognize atypical presentation; and failure to promptly
admit and treat patients all have significantly contributed to errors in the diagnosis and
treatment of acute myocardial infa rction.

[ 1] Sullivan, Daniel. AMi ssed MyRiskilvatehival.l6, /Issuel.ar ct /j on:

Case Summary

A 42 year old male treated for 6 years for syncopal episodes. The patient had
a history of aortic regurgitation with an ejection fraction of 45 -50%. The
diagnosis was hypertrophic cardiomyopathy secondary to aortic insufficiency,
secondary to congenital bicuspid dysfunction and severe arteriosclerosis up to
80-90% of the lateral anterior descending coronary artery (LAD). No further
diagnostic studies or referrals were recommended. The patient subsequently
died unexpectedly at home.

ROOT CAUSE ANALYSISFailure to Properly Diagnose and Refer

e Causes
A Failure to adhere to clinical guidelines
A Inadequate documentation
A Lack of patient education
A Failure to recognize condition severity

e Recommendations
A Implement and follow clinical guidelines
A Provide patient education

A Document with specificity patient complaints and symptoms
A Maintain diagnostic pursuit until diagnosis has been confirmed

Preventive Measures

U Investigate and document all patient complaints related to chest pain or pressure.
Avoid the temptation to disregard atypical presentations.

U Obtain and document a thorough patient history. Complete a c ardiac profile to
identify risk factors. Consider implementing a template to ensure consistent and
thorough evaluation and documentation.

U Conduct and record a physical examination.

U Avoid allowing age to become a determining factor in the evaluation of chest pain.

17



U Review results of previous cardiac evaluative studies. Promptly pursue further
diagnostic studies. Ensure diagnostic tracking system identifies delinquent follow-

up.
U Discuss and document recommendations and rationale for diagnostic studiesand
treatment. Consider referral. Provide pertinent data and maintain communications
with others involved in the patientés care.

U Avoid reliance on a single test result, especially if negative or equivocal. Maintain an
index of suspicion until a preponderance of data rules-out cardiac etiology.

U Promptly report diagnostic results and their significance.

U Evaluate, refer, or admit patients with symptoms until a cardiac etiology has been
ruled out.

U Consider an exercise tolerance test if clinical suspidon is present.

U Implement and follow chest pain protocols created by the American College of
Emergency Physicians other organizations to establish a consistent approach to
evaluation, management and documentation of chest pain.

U Educate and inform patients of risk factors, diagnostic and evaluative processes,
treatment alternatives, and the patientds re

related to lifestyle, activity, and warning signs indicative of worsening conditions.

Acute Abdomen

Steady pain = inflammatory pain
Crampy pain = obstructive process
Sudden onset of pain = perforation, hemorrhage, infarct

Gradual onset of pain = peritoneal irrigation, hollow organ distension

Malpractice claims involving misdiagnosed acute abdomen cases usually result in high
severity results i death is the most prevalent outcome in these cases. PIAA closed
claim data indicates that these cases frequently include appendicitis, abdominal aortic
aneurysm, gastrointestinal issues such as colitis, diverticulitis and small bowel
obstruction, ectopic pregnancy, and acute myocardial infarction.

18



Diagnostic errors (failure to diagnose/delay in diagnosis) have been found to arise due

to a number of root causes. These causes in
bi as, often based in the doctorods medical spe
may be more inclined to consider a gynecological issue in a female patient who

presents with complaints of abdominal pain, versus a gastroenterologist who might

initially consider an intestinal problem in the same patient. Similarly, generalizations

regarding certain symptoms should be recognized. Women, for example, can present

totally different symptoms for cardiac issues than men. Reliance upon long held
stereotypical opinions of these symptoms could lead to the misdiagnosis of a significant

and potentially life -threatening condition.

Other root causes which have been identified for mis-diagnosed acute abdomen
conditions include haste, inadequate or incomplete patient history, and inadequate
physical examination, all of which can lead to an improper evaluation or pursuit of an
accurate diagnosis.

Recommendations which are designed to reduce the incidence of acute abdomen
diagnostic errors include the following:

A Documentation of a thorough physical examination, indicating both the presence
and absence of specific signs and symptoms

A Documented evaluation of the patients signs and symptoms including
0 Location of the pain
o Factors precipitating the pain
o Duration and timing of the pain
0 Any associated signs and symptoms

Cancer

Misdiagnosed cancer cases are among the most prevalent types of medical errors and
account for a significant portion of the medical malpractice indemnity payments.
According to the American Cancer Society, cancer is the second leading cause of death
in the United States. The ACS has projected that over 565,000 Americans will die
annually from various forms of cancer.
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Lung cancer

Lung cancer is the leading
cause of cancer death for both
men and women. It accounts
for almost 29% of the total
cancer deaths in the US. A
recent study conducted by the
PIAA of 184 malpractice cases
involving lung cancer found that
communications issues were the
most prevalent root cause,
accounting for more than half of
the cases. Failure to respond to
an abnormal x-ray and
inadequate follow-up were also
cited as being significant
contributors to the misdiagnosis
of lung cancer.

Case Study

Lung Cancer

62 y/o male with severe cardiac disease, hospitalized for pacemaker
implantation. An intra-operative chest x-ray was taken, which indicated all was
well.

A post-operative x-ray was ordered and taken. The post-op x-ray indicated the
presence of nodular densities which warranted additional investigation.
Unfortunately, the patient was discharged by the PCP before the cardiologist
could review the report.

The report was faxed to cardiologist’s office, but had not been filed when the
patient presented for a post-op exam. Because the patient’s cardiac condition
was stable, no additional follow-up appointments were scheduled.

It appears that the report was subsequently filed in the chart without ever
having been seen by the cardiologist. The patient was diagnosed with lung
cancer 15 months later and passed away 3 months after diagnosis.

Both physicians were named in the suit, which alleged delayed diagnosis.
Settlement was made on behalf of both for $400,000.

Lung Cancer - Diagnostic Error

0.0% 10.0%

Root Causes
20.0%

30.0% 40.0% 50.0% 60.0%

Communication

Failure to Respond -
Abnormal X-Ray

Inadequate Follow-up

Confusion with Other
Disease(s)

Inadequate Initial
Evaluation

Late or No Referral

Inadequate Lab Studies

Failure to Obtain Previous
Films

Other

54.3%

20.1%

20.1%
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Colorectal Cancer

Colorectal canceris the third most common cause of cancer deaths for both men and
women. While there are a number of non -controllable risk factors (age, personal
history of inflammatory bowel disease and/or polyps, race), there are also several
controllable factors that patients can be counseled about, namely, diet, smoking and
alcohol usage, as well as the management and control of diabetes and obesity.
Screening tests for colorectal cancer are readily available and have been found to be
effective in the early detection and treatment of this form of cancer. Unfortunately,
screening for colon cancer lags significantly behind the testing done for other cancer
forms. The CDC has found that only 42.5% of adults in the United States over the age
of 50 have undergone sigmoidoscopy or colonoscopy within the past 10 years or had
utilized a fecal occult blood test (FOBT) within the preceding year. Conversely, almost
60% of the over 50 population have not received proper screening. The CDC estimates
that 60% of the colorectal cancer deaths could be prevented if everyone over the age
of 50 were screened regularly.

PIAA Colorectal Cancer Claim Study
Patient Presenting Symptoms (# of cases)

Bleeding

Change in Bowel Habits

Abdominal Pain/Cramps

Palpable Mass

Anorectal Discomfort

Anemia

Weight Loss

(0] 20 40 60 80 100 120 140 160 180

Breast Cancer

Breast cancer accounts for 15% of all female cancer deaths. It is noted as one of the
most prevalent and also most expensive type of medical malpractice claim...it accounts
for 13% of the total closed malpractice claims. Because of its prominence, the PIAA
has commissioned several studies of malpractice claims involving breast cancer. The
most recent study (2002) produced the following findings:
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A Almost 75% of the 450 cases
involved pre- and
perimenopausal women,
generally considered to be less
likely candidates for breast
cancetr.

68% were under the age of 50.
A majority of the cases

> >

indicated reliance upon negative

or equivocal mammography.
A A significant number of cases
Indicated a failure to
recommend biopsy for
suspicious findings.

Most diagnostic errors involving
breast cancer are due to the
misinterpretation of
mammography, inadequate
medical record documentation,
system failures within the office,
and communications failures.

Perhaps the most noteworthy
caveat brought to light by the
PIAA Breast Cance studies is
that biopsy should follow
suspicious findings. Although the
patients in these studies were
ultimately diagnosed with breast
cancer, more than one half of the
patients received a negative

PIAA Breast Cancer Claim Study
Initial Diagnosis

Fibrocysic Disease
27%

Calcifications
3%

Lump
16%

Possible Breast Cancer
10%

Case Study
Breast Cancer

39 year old female wj/ten year hx of breast complaints. Underwent
mammogram interpreted as "no change”when compared to previous study. An
ultrasound revealed prominent ductal tissue in an area of concern at 12 o'clock
- interpreted as ‘'dense tissue, no radiographic evidence of malignancy, no
change compared to previous study; recommend follow-up in 12 months’.
When seen 15 months later by her internist, complaint made of a lump below
the nipple. F/U mammography/sonogram revealed a 4.2 x 2 c¢cm spiculated
mass. Biopsy revealed infiltrating ductal cell carcinoma. A MR mastectomy was
performed. 3 of 12 lymph nodes were positive. Poor prognosis - five-year risk
for recurrence > 80%. Experts were unable to support a defense given the
presence findings that required timely f/u and recommendation for surgical
consult or biopsy. Consequently, the claim necessitated settlement in the
amount of $750,000.

mammogram report following the initial presenting exami nation. 28% of the patients
received an equivocal mammogram report.
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BREAST HEALTH RECORD

DATE:

PATIENT:

DATE OF BIRTH:

Previous breast problem(s):

Patient familiar with breast self-examination?

yes no
Symmetry
Present breast problem(s): Skin

Nipples and areola

Masses

Axilla

Nodes

Clinical impression:

Legend: O=Nodule M=Mastectomy MA =Thickening

PLAN (IF INDICATED)

Mammogram

____=Breast Biopsy

X=Palpable Mass R=Retraction

Needle aspiration

Sonogram

Follow-up office visit

Referral to surgeon

Plan discussed with patient O

Record sent to radiologist O

Record sent to surgeon
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Prostate Cancer

Prostate cancer is the second most deadly form of cancer in males in the US,
accounting for 10% of all male cancer deaths. Significant risk factors include age
(50+), race (African -American),
family history of prostate

cancer, and high fat dietary Pcajetst_“dy
. . rostate Cancer
habits. ~ Screening tests for
pl"OState cancer (PSA, DRE) are History: 68 y/o African-American male. Hx of HTN, asthma,
ava”able and are known to be seizures, “slight stroke.” Hx of alcohol use.

i i i CC: Weight loss 33.5 Ib. in 12 . Felt faint
EffECtlve I_n deteCtlng prOState |a§tlgoffic(ésf/isit. BP 8"1]/59 r(?gutinily all3nO ?20/80-130)
cancer in its early stages. The

Treatment: Admitted following hypotensive event. Review of chart
US-e Of these . tests on a Indicated No DRE or PSA offered during 8 yrs w/PCP.
widespread basis has become . .
. X DX: Prostate cancer w/ wide-spread malignancy,
controversial. Patients should severe, anemia. PSA = 1379.
be given information abOUt | Outcome: Tx'd w/ h_ormonal therapy & later radi_ation.
these tests, including the risks - e e ey I

and benefits, and the discussion
should be documented in the : .
patientds chart

Recommendations which are designed to reduce the incidence of misdiagnosed cancer
cases include the following:

A Document
0 Patient History i both personal and family
0 Physical Examination with specificity
o Discussionsi ascertain the patientodos understan
provided
0 Recommendationsi consultations, additional tests or procedures
0 Patient refusals i consider the use of informed refusal documentation
0 Review and chart all diagnostic findings

A Educate
0 Societal information and guidelines (www.cancer.org; www.cdc.gov )
0 Patient handout materials

A Compare
0 Previous studies/films

A Refer

0 Additional testing
o Consultations
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A Follow-up i have procedures in place that provide for follow-up and recall for
patient referrals, consultations and testing

Stroke and Related Cranial Conditions

Stroke is the third leading cause of death in the United States, and it is number one in
terms of the causes for serious long-term disability. It is estimated that 750,000
strokes occur every year in the US. They account for more than half of all in -patient
hospitalizations for acute neurological disease. The costs associated with the care and
treatment of strokes in the US is estimated to exceed $40 billion on an annual basis.

The National Stroke Association lists several controllable stroke risk factors which your
patients may present with. These factors include hypertension, hyperlipidemia,
diabetes, and atrial fibrillation. Tobacco and alcohol usage, as well as obesity are also
listed as controllable factors to be aware of, all of which should be identified and

documented i n t he qjuantrollablerisiéfactors incudetage, racél and
family history. These factors should also be
The documentaton of patientsdé risk factors is one of

patients at risk for stroke. Patients should be informed of their level of risk, and they
should be provided with educational and informational material that is designed to
enhance their knowledge of stroke and the measures that they can undertake to reduce
their level of risk.

Patients whose medical condition(s) indicates the need for anticoagulant therapy should
be provided with written information regarding anticoagulant medi cations and
protocols. The material provided to patients should indicate the rationale utilized for
therapy modifications, and should clearly and specifically point out the need for regular
monitoring. Patients who demonstrate non-compliance with these recommendations
and protocols should be counseled accordingly, and documentation placed in the chart
astothenon-c ompl i ant behavior and the practicebds e
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Risk Management Guidelines T Stroke and Related Cranial Conditions

A Identify patients at risk for stroke per established clinical guidelines

A Inform patients of their risk factors

A Educate patients regarding stroke and the measures that can be taken to reduce
the risk of stroke ( www.stroke.org)

A Document the rationale used in placing patients on anticoagulation therapy

A Establish written protocols for anticoagulation therapy including monitoring and
modifications

A Document patient non-compliance

A Ensure adequate observation and appropriate diagnostic work-up for closed head
injuries

A Obtain prompt consultation when managing actual or suspected closed head
injuries

A ARed FIl ago p-aigkioeiniracsania ¢onditidngy h

A Maintain the same level of suspicion for intracranial events for patients seen in
the office and other non -acute clinical settings

Medication Errors

Medication errors are one of the most prevalent types of loss encountered in medical
malpractice. These losses are showing an increasing level of both frequency and
severity. A Harvard Practice Study has estimated that approximately 1 million injuries
occur each year from adverse drug events. Of these, 25-50% are preventable.

Most often, medication errors can be attributed to one or more of the following:

Faulty prescribing, monitoring or refilling practices
Inappropriate formularies

Improper documentation

Inadequate communication

Prescribing, monitoring and refilling practices often lend themselves to medication

errors. Failure to identify or note drug allergies prior to prescribing medications is one

of the leading causes of adverse drug events, with penicillin allergy being the most
common drug allergy (as noted by MayoClinic.com). Medication allergies should be
identified prominently on the outside of the medical chart of affected individuals. Some

other medications which have a higher incidence of allergic reaction include sulfa drugs,
anti-seizure drugs, insulin, and local anesthetics. Patients with these allergies, as well
as allergies to other substances, should be identified and treated appropriately. More
importantly, patients should be queried periodically to determine if new all ergies have
been identified or experienced.
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Failing to diagnose pre-existing medical conditions prior to prescribing medications is
another root cause of medication-related medical errors. A good example is that of
patients on chronic medications, such as Coumadin (warfarin) therapy, that fail to
undergo INR clinic evaluation or who develop conditions that are not communicated.

Speci al care should be taken when dealing wi
medications are those drugs which bear a heightened risk of causing significant patient

harm when used in error. Insulin opiates and narcotics, injectable potassium chloride,
intravenous anticoagulants, and sodium chloride solutions (above 0.9%) have been
designated by the Institute for Safe M edication Practices (ISMP) as high alert
compounds. The U.S. Pharmacopeia indicates that theses medications are responsible

for approximately 25 percent of all adverse drug events. The ISMP publishes a
comprehensive list of high alert medications on their website (www.ismp.org).

Improper or inadequate documentation can also contribute to adverse drug events.
Handwriting should be legible and easy to understand. Legibility issues are resolved
through the use of electronic prescription ordering and record keeping. The use of
preprinted prescriptions for frequently prescribed compounds is another effective
method of providing easily read prescriptions and avoiding illegible orders.

Wherever possible, avoid the use of verbal orders. If verbal orders must be given,
repeat the order, spell the name of the medication, and ask for the order to be
repeated to verify understanding. Alternatively, consider the use of fax transmission of
prescriptions to the pharmacy to provide a written document which can be maintained
in the patientds chart.

Florida Statute 456.42 requires that all written prescriptions must be legibly printed or
typed and must be signed by the prescribing practitioner on the date issued. The
prescription must contain the following inform ation:

The name of prescribing practitioner;

The name and strength of the drug being prescribed;

The quantity of the drug being prescribed in both text and numeric formats;
The directions for use; and

The date of the prescription with the month writte n in text letters.

Individuals on long term medications (e.g., anticoagulants) should be monitored on a
regular ongoing basis to verify that the medication and dosage prescribed remains
appropriate. Monitoring efforts should be documented in the chart, as well as the
rationale of the physician prescribing the medication so that the chart clearly reflects
the need for ongoing treatment. Information developed during patient encounters

should be documented, and patients should be educated as to the importance of
complying with these periodic examinations.
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Improper or incorrect use of abbreviations is another root cause of medication error.
Using a AUO0O to indicate Aunitsodo can be misint
innocent error can have catastrophic results.

Abbreviations are often used in documentation and charting. When used, abbreviations
should be standardized so that all personnel utilize the same format. Adhere to the
recommendations from the Joint Commission (www.jcaho.orq)

Inadequate communication is also a frequent contributor to medication errors , as are

patients who see multiple physicians and receive multiple prescriptions. The failure to

identify and record all of the prescription medi cations that a patient is taking as well as

over the counter medications can set the stage for an adverse drug event. An
inventory of a patientds medications shoul d
these situations.

Untimely response to medication and product recalls is another patient safety issue. The
Health Care Notification Network (HCNN) was created as a secure online service that
delivers urgent patient safety alerts to healthcare providers. The HCNN replaces paper
based alerts sent to physicians and other healthcare provides via U.S. mail. Alerts
include medication recalls, warnings and national public health emergencies. The HCNN
fulfills new Food and Drug Administration for electronic communication of patient safety

notification. The HCNN protects healthcare provider privacy. No email addresses are
disclosed to any third parties. To register with the HCNN, visit their website at

www.hcnn.net.

Medications with similarly spelled or similarly sounding names also present the risk of
medication error. Physicians must exercise caution to ensure the drug name is correctly
spelled, legibly written or typed legibly, and that the patient is clearly aware of the
medication being ordered. Similarly, sample medications with similarly spelled names
should not be stored alphabetically or in close proximity to each other.

Low health literacy is another root cause of medical error. The National Center for
Education Statistics estimates that 40-44 million adults in the United States are
functionally illiterate. Fifty million Americans are marginally illiterate and more than one
hundred million have some degree of compromised comprehension. One of the largest
studies conducted on health literacy found that nearly 33% o f patients are unable to
read basic health information, 42% could not comprehend directions for taking
medication on an empty stomach and over 60% did not understand a standard
informed consent document.

Providing relevant patient education is an excellent way to avoid medication and other
types of medical errors. All educational efforts and discussions with patients should be
documented. It is important to gauge and document that the patient understands their
condition and the information provided. Since medical terminology can be intimidating
to some patients, explanations, diagrams, and analogies may assist physicians in
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diagnosis and treatment discussions. There are several programs which have been

developed to promote patient education and understandi ng. The Joint C
A S p e a kmodeglp(www.jcaho.org) and A A swkww.ddlkene33om) afe educational

programs designed to promote effective communications between health care providers

and patients. The AAsk Me 30 program encou
guestions:

¢ What is my main problem?
e What do | need to do?
e Why is it important for me to do this?

A patient education program
designed to promote communication
between health care providers and
patients, in order to improve health
outcomes.

A What is my main problem?

A What do | need to do?

A Why is it important for me to
do this?

www.askme3.org

Patients who are better informed and knowle dgeable about their condition and
treatments are generally more involved and responsible for their ongoing healthcare.
Additionally, patients who are informed and knowledgeable about their treatment plans
have been shown to be more compliant and thus have better outcomes.
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