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Medical Errors for Audiologists to Avoid



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and examples of medical 

errors in audiological practice
q Follow standard of care
q Guidelines for patient referral to physicians 

(otolaryngology)
q Medical errors in audiology … case scenarios
q Questions and answers

Medical Errors for Audiologists to Avoid



q Diagnostic Errors
w Error or delay in diagnosis
w Failure to employ indicated tests
w Use of outmoded tests or therapy
w Failure to act on results of monitoring or testing

q Treatment Errors
w Error in the performance of an operation, procedure, or test
w Error in administering the treatment
w Error in the dose or method of using a drug
w Avoidable delay in treatment or in responding to an abnormal test

Types of Medical Errors:  Early Published Paper
Leape, Lawthers, Brennan et al. (1993) Preventing Medical Injury, 

Quality Review Bulletin, 19, 144-149



q Preventive Errors
w Failure to provide prophylactic treatment
w Inadequate monitoring or follow-up of treatment

q Other Errors
w Failure of communication
w Equipment failure
w Other system failure

Types of Medical Errors:  Early Published Paper
(From: Leape, Lawthers, Brennan et al. (1993) Preventing Medical 

Injury, Quality Review Bulletin, 19, 144-149)



Types of Medical Errors: Widespread Recognition
1999 Institute of Medicine Report



Medical Errors Is A Serious Problem in Health Care:
Influential Publication of Meta-Analysis in the

New England Journal of Medicine (2009)



Medical Errors for Audiologists to Avoid:
10 Medical Errors That Changed Standard of Care

(www.hospitalsafetyscore.org)



Medical Errors for Audiologists to Avoid
(www.scientificamerican.com)



Ongoing Concern About Medical Errors:
The Problem Is Not Going Away

(2018)

5 hospitals in the spotlight for medical errors —
and how they're fixing them
Written by Megan Knowles | July 03, 2018 | Print  | Email

A number of hospitals are working to improve patient safety and curb medical errors after recent reports
found lapses in patient care.

Since May, Becker's has tracked five hospitals in the news for medical errors, safety issues and patient deaths.
Here are the five hospitals and how they're responding to the patient errors:

1. Patient deaths, liver transplant failures spiked over 2 years at UC San Diego 
An oversight report revealed the liver transplant program at UC San Diego Health Jacobs Medical Center
showed more patient deaths and transplant failures than expected — but administrators say the spike is
temporary.

University administrators said the program's graft failure and death rates have been lowered since 2016. The
university and Dr. Hemming said the program is completing more quality reviews of "all graft losses and
deaths within one year of transplant" and has identified and implemented improvements.

2. Kent Hospital to invest $1.7M in training after 4 patient errors in 6 months
Warwick, R.I.-based Kent Hospital entered a consent agreement with the state health department to spend at
least $1.7 million on a 100-day "turnaround plan" to improve patient safety and care quality. The agreement,
signed June 22, comes after four separate surgical and procedural errors at Kent Hospital between December
2017 and May 2018.

3. Rhode Island Hospital to invest $1M in training after 4 patient errors in 4 weeks
The Rhode Island Department of Health and Providence-based Rhode Island Hospital signed an agreement
June 4 after four separate patient errors in four weeks (in February and March 2018). In place of regulatory
action for the errors, Rhode Island Hospital will invest at least $1 million in various patient safety
improvement efforts outlined in the consent agreement.

4. Houston hospital suspends heart transplants after recent deaths: 7 things to know 
Baylor St. Luke's Medical Center in Houston put its heart transplant program on a 14-day inactive status June
1 after seeing an unusually high death rate among patients within a year of receiving a heart transplant.

The heart transplant program resumed June 15 after the hospital conducted a two-week quality review. After
the review, hospital officials expanded the role of Gabriel Loor, MD, the co-chief of adult cardiac surgery,
refined criteria for the patient selection process and reorganized its approach to patient care. A transplant
committee will continue to review the program and recommend necessary changes.

5. Inspection report faults Boston Children's for medication errors linked to patient death
In 2017, three patients suffered from medication errors at Boston Children's Hospital, including one patient
who waited 14 hours for an antibiotic and later died. The patient who waited for the antibiotic developed
sepsis before dying two days later.

After these incidents, this spring, the hospital implemented improvements for treating sepsis patients quickly
and for administering the anesthetic Propofol accurately, avoiding CMS discipline.



q System approach
• Introduce systems to prevent errors and promote safety
• Medical checklists
• Computerized systems for medications
• Regular training and “in-services”
• No fault, no blame approach to encourage disclosure of errors 

q Add accountability and blame for health care workers who don’t 
follow rules (e.g., hand-washing or pre-surgery “time out”)
• Mandatory training for health care workers
• Loss of patient care privileges
• Loss of operating room time
• Loss of pay for defined periods

Medical Errors for Audiologists to Avoid:
Changing Attitudes About Preventing Medical Errors



q Most patients who suffer harm do not file formal complaints
• 1 in 7 Medicare patients harmed each month
• 15,000 Medicare patients (1.5%) are victims of an event 

that leads to death per month
q Hospital failure to report unexpected harm to patients, or  

“sentinel adverse events”
• States report only 12% of harmful events reported to HHS 

inspector general
• Hospitals report only 1% of harmful events

q A few “rotten apples” are the cause of most medical errors
• Physicians almost never lose hospital privileges
• Physicians almost never lose license to practice

Medical Errors for Audiologists to Avoid:
Ongoing Weaknesses in Preventing Medical Errorts



Medical Errors for Audiologists to Avoid:
Recent Alternative Viewpoints on Medical Errors

7/25/2019 Are medical errors really the third most common cause of death in the U.S.? (2019 edition) – Science-Based Medicine

https://sciencebasedmedicine.org/are-medical-errors-really-the-third-most-common-cause-of-death-in-the-u-s-2019-edition/ 1/12

There is a myth promulgated by both quacks and academics who should know better that medical errors are the
third leading cause of death in the United States. You’ll see figures of 250,000 or even 400,000 deaths each year

Critical Thinking Science and Medicine Science and the Media

David Gorski on   February 4, 2019

Are	medical	errors	really	the

third	most	common	cause	of

death	in	the	U.S.?	(2019	edition)
The claim that medical errors are the third leading cause of death in the US has
always rested on very shaky evidence; yet it’s become common wisdom that is
cited as though everyone accepts it. But if estimates of 250,000 to 400,000
deaths due to medical error are way too high, what is the real number? A study
published last month suggests that it’s almost certainly a lot lower and has been
modestly decreasing since 1990.

Author is Dan Gorski, 
MD, PhD, FASC

Surgical oncologist at 
Barbara Ann Karmanos
Cancer Institute and 
Associate Professor at 
Wayne State University

Statistics on AEMT 
(Adverse Effects of 
Medical Treatment) are 
flawed and more often 
due to medical 
comorbidities in fragile 
elderly patients



Medical Errors for Audiologists to Avoid:
Recent Alternative Viewpoints on Medical Errors
7/25/2019 Are medical errors really the third most common cause of death in the U.S.? (2019 edition) – Science-Based Medicine

https://sciencebasedmedicine.org/are-medical-errors-really-the-third-most-common-cause-of-death-in-the-u-s-2019-edition/ 9/12

First of all, notice how, not unexpectedly, AEMTs increase with patient age. Older patients, of course, have more
medical comorbidities and tend to be more medically fragile, with less room for things to go wrong. Second of all,
notice that for all age ranges save one, how small a fraction of the total AEMTs were deemed to have been due to
misadventure representing probable medical error. As the authors put it:



q Most patients who suffer harm do not file formal complaints
• 1 in 7 Medicare patients harmed each month
• 15,000 Medicare patients (1.5%) are victims of an event 

that leads to death per month
q Hospital failure to report unexpected harm to patients, or  

“sentinel adverse events”
• States report only 12% of harmful events reported to HHS 

inspector general
• Hospitals report only 1% of harmful events

q A few “rotten apples” are the cause of most medical errors
• Physicians almost never lose hospital privileges
• Physicians almost never lose license to practice

Medical Errors for Audiologists to Avoid:
Recent Alternative Viewpoints on Medical Errors



Ongoing Concern About Medical Errors:
Recognition of Concerns in Audiology

(The Hearing Journal, July 2014)
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most vulnerable to medical errors that 
can lead to lawsuits for malpractice or 
other claims. 

“For the most part, we don’t provide 
invasive services, dispense medications, 
or perform surgery,” said James W. Hall III, 
PhD, a member of The Hearing  Journal 
Editorial Advisory Board and  adjunct 
 professor of audiology at Nova South-
eastern University and Salus  University. 
“As a profession, we’re way down on the 
risk list—certainly below medicine and 
dentistry, for sure.”

It’s hard to determine exactly how com-
mon claims against hearing healthcare 
providers are. In the 1970s and 1980s, 
many audiologists belonged to the Ameri-
can Speech–Language–Hearing Associ-
ation (ASHA) and used the same 
 insurance carrier, so it was easier to 
track these numbers. (A 1993 ASHA 
Technical Report on liability and risk 
 management found a total of 129 claims 
against audiologists and speech patho-
logists from 1982 to 1993; 58% of those 
claims involved audiologists.) 

“But today, fewer audiologists be-
long to ASHA, and more of them are 
covered by a wider range of carriers, so 
there’s no one place you can go to find 
out how many claims there are,” Dr. Hall 
said.

Nonetheless, it’s possible to get a 
snapshot. HearUSA operates a net-
work of about 2,000 independently 
practicing audiologists and hearing 
care professionals, along with about 
180 company-owned hearing centers, 
and tracks adverse events among these 
providers.

“We measure adverse incidents at .0003, or three inci-
dents for every 10,000 patient encounters, which is very infre-
quent,” said Cindy Beyer, AuD, HearUSA’s vice president of 
professional services. That level has stayed unchanged for 
several years and is stable across volume and experience 
level, and state and region. 

Not only are claims infrequent, but they are usually much 
less significant than what an ENT physician might see, for 
example, and they often resolve without medical intervention.

M edical errors are an enormous source of liability 
for healthcare providers. A 2012 article in the 
Journal of Health Care Finance reported that 
the direct additional medical costs of medical 

errors, including ancillary services, prescription drugs, and 
 inpatient and outpatient care, amounted to about $17 billion 
annually (39[1]:39-50). 

The good news for audiologists and hearing instrument 
specialists is that they are not among the healthcare providers 

Preventing Medical Errors:  
How to Proceed with Caution
By Gina Shaw

© Lael Henderson/Stock Illustration Source

COVER STORY
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procedure that involves close scrutiny of block placement,” 
Dr. Beyer said.  

Even if there is no problem with the impression material, 
the wall of the ear canal is highly vascular and easily scratched. 

“When making an earmold impression, it’s not uncommon 
to brush up against the wall, and the patient will start bleed-
ing,” Dr. Hall said.

This means that particular caution should be employed 
during the impression process. Dr. Beyer advises using ap-
propriate bracing to avoid injury of the canal wall or tympanic 
membrane, and carefully examining the ear canal before and 
after placing the otoblock to ensure that impression material 
cannot travel past it.

2. CERUMEN REMOVAL
About 200,000 ears are cleaned of cerumen each week in 
the United States. While cerumen removal is now a prerequi-
site to comprehensive patient care, this process can leave 
hearing healthcare professionals open to claims of medical 
errors when sufficient caution isn’t exercised. 

First, it’s important to ensure that there are no contraindica-
tions, such as active ear disease, hematoma in the ear canal, 
unidentifiable foreign objects, suppressed immune system, or 
bleeding disorder. 

In addition to missed contraindications, other errors in this 
process can include canal abrasions and failure to clean and 
disinfect cerumen tools.

3. FAILURE TO DIAGNOSE
In terms of a large claim or settlement, a major risk to the au-
diologist is the failure to diagnose hearing loss in infants or 
young children. 

“If an audiologist misses signs of hearing loss in an infant—
usually because of failure to complete the most thorough as-
sessment needed, or to refer to someone who could—this can 
have significant implications,” Dr. Hall said. 

“By the time the child is diagnosed, language and speech 
is delayed, and that may be very difficult to overcome.”

Other failure-to-diagnose errors in hearing healthcare in-
clude missed vestibular schwannomas (also called acoustic 
neuromas). 

These rare, slow-growing, benign tumors can sometimes 
be managed with watchful waiting, but that decision can’t be 
made unless the tumor is identified in the first place, which 
means referring a patient with suspicious audiologic signs or 
symptoms to an ENT physician. (The American Academy of 
Otolaryngology–Head and Neck Surgery [AAO–HNS] has 
criteria for identifying candidates for evaluation.)

But less vulnerable doesn’t mean invulnerable. “In this day 
and age, any audiologist anywhere will at some point in his or 
her career either face legal action or have to defend himself or 
herself against it, at least initially,” Dr. Hall said. 

What are the areas of practice most likely to leave an audi-
ologist open to litigation? 

1. EARMOLD IMPRESSIONS
This is perhaps the riskiest area of practice for audiologists, 
experts agree. 

“The impression procedure is potentially invasive to the mid-
dle ear, and, if the proper precautions are not ob-
served, there is danger to the middle and inner ear 
structures,” Dr. Beyer said. 

HearUSA has seen a handful of cases of serious 
and permanent damage related to ear impressions 
in the past 20 years, including traumatic perforation, 
inner ear injury, and impression material entering the 
middle ear cavity and becoming embedded in the os-
sicles, Dr. Beyer noted.  

In an August 2013 e-seminar on medical errors, she de-
scribed one case in which blow-by of the impression material 
could not be removed in the office by any of the medical pro-
fessionals consulted, including an ENT physician. 

When the impression material was removed under seda-
tion, it had already obliterated the tympanic membrane, sur-
rounded the ossicles, and entered the Eustachian tube. The 
patient ultimately underwent surgery to repair the tympanic 
membrane and remove and replace one ossicle, but the dam-
age to her hearing could not be repaired. There was a mal-
practice settlement of more than $500,000.

“Cases like these are very rare, but it is wise to take 
heed and observe a very cautious pre- and post-impression 

“In this day and age, any 
audiologist anywhere will at 
some point in his or her career 
either face legal action or have 
to defend himself or herself 
against it, at least initially.”

James W. Hall III, 
PhD

“Compassion and support 
go a long way in keeping 
patients from reacting in a 
litigious fashion.”

Cindy Beyer, AuD

When the impression material was removed 
under sedation, it had already obliterated the 
tympanic membrane, surrounded the ossicles, 
and entered the Eustachian tube.
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“I regularly see cases from one particular attorney who only 
handles failure-to-diagnose claims involving these tumors,” 
said Marc Kramer, PhD, clinical assistant professor of audiol-
ogy in otolaryngology and former director of audiology at New 
York–Presbyterian Hospital/Weill Cornell Medical Center, 
who maintains a private practice in forensic audiology and 
litigation consulting.  

“If they are missed for too long and continue to grow, you miss 
your window of opportunity for early intervention. If you catch 
them in time, they can often be managed with Gamma Knife 
surgery, but when a tumor like this remains unidentified for too 
long, the patient can lose all hearing on that side as a conse-
quence of more radical surgery.”

More generally, audiologists should be wary of all signs 
and symptoms of possible cranial nerve VIII involvement, and 
adhere to the AAO-HNS criteria for audiologist referral to a 
physician. 

4. INFECTION CONTROL
Errors in infection control can include something as simple 
as not washing hands between patients, as well as failure to 
disinfect the patient contact areas, reuse of equipment like 
foam earphone inserts and tympanometry tubing without 
proper disinfection, and infrequent changing of ultrasonic 
solution. 

5. PROGRAMMING, VERIFICATION, AND 
TESTING
There is a host of possible errors in these areas of a hearing 
healthcare practice, such as improper placement of head-
phones, failure to regularly calibrate test equipment, overmask-
ing or undermasking, and failure to take a complete case history. 

6. INFORMED CONSENT
“The first thing you should do—before irrigating the ear for an 
ENG [electronystagmography], putting on electrodes for 
any electrophysiologic tests, performing cerumen manage-
ment, taking an impression, or anything else of that nature—
is get signed informed consent from the patient,” Dr. Kramer 
said. 

“You can’t go to a physician for almost any procedure with-
out giving informed consent, but this seems to be uncommon 
in our field. Why that is—it’s beyond me.”

7. DOCUMENTATION
Hearing healthcare professionals are just as vulnerable 
to documentation errors as any other healthcare provider. 

 Accurate and complete patient records are essential not only 
to protection against litigation, but also to the provision of 
quality care. 

Your patient record should include the reason for the 
 encounter, relevant history, physical exam findings, diag-
nostic test results, assessment or diagnosis, rationale for 
ordering any tests or services, a care plan, notes about the 

patient’s progress, and provider identification infor-
mation. 

All of this information should be legible and indi-
vidualized to the patient—not just pages of cut-and-
paste—and avoid nonstandard abbreviations and 
subjective, nonmedical comments.

“One way that good audiologists get into trouble is 
that they follow evidence-based guidelines for patient 

care, but they don’t document it,” Dr. Hall said. “If you didn’t 
write it down, it didn’t happen. Document, document, docu-
ment, even if you’re just saying a few words to the  patient.”

PROTECT YOURSELF
To help avoid these—and many other—pitfalls, it’s essential to 
follow established clinical protocols. 

“Avoiding the temptation to rush, cut corners, or modify 
techniques on the fly can help us to prevent the unintended 
consequences that come about when we are under pres-
sure,” Dr. Beyer said. 

“I would also recommend that all audiologists foster a cul-
ture of advancement—a clinical setting where each audiolo-
gist seeks to learn, improve, and advance the performance of 
everyone on the team. 

“It’s important to motivate, share, and be open about per-
formance improvement opportunities, near misses, and ways 
to achieve better outcomes.” (All of this, she acknowledges, is 
sometimes easier said than done in a busy practice with many 
different personalities, but it should certainly be a priority.)

Despite your best efforts, if you’re in practice long 
enough, it’s almost inevitable that someone will file a claim 
against you. What are the keys to limiting your liability in 
these cases?

Evidence shows that saying “I’m sorry” is at the top of the 
list. It’s tempting to circle the wagons and react defensively 
when accused of an error, but that’s almost certainly the 
wrong way to go. 

“The first thing you should  
do—before irrigating the ear for 
an ENG, putting on electrodes 

for any electrophysiologic 
tests, performing cerumen 

management, taking an 
impression—is get signed 

informed consent from 
the patient.”

Marc Kramer, PhD

In terms of a large claim or settlement, a major 
risk to the audiologist is the failure to diagnose 
hearing loss in infants or young children.



Update on Medical Errors in Audiology
(The Hearing Journal, March 2019)
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Clinical Indicators for Onward Referral:
Minimizing Medico-Legal Risk in Audiology 

The Problem Also Exists in the UK

5/2/17, 10)37 AMMedical Errors: US vs. UK | Health Policy Blog | NCPA.org

Page 1 of 7http://healthblog.ncpa.org/medical-errors-us-vs-uk/#sthash.nABnTxLT.dpbs
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Medical Errors: US vs. UK
By Linda Gorman Filed under Health Care Costs on July 27, 2009 with 10 comments

The official National Health Service (NHS) estimate of British patient deaths or serious injuries due to
medical error is 11,000 cases a year. Yet, according to the Sun on July 3, 2009, the Commons Health
Select Committee found that thousands of NHS mistakes are covered up and that a better estimate is that
72,000 patients die each year.

Some health reformers in the United States argue that more government controls on how physicians and
hospitals practice medicine will improve quality and reduce patient deaths. Avoidable deaths in the US are
now said to range from 98,000 to 195,000 every year. The lower number comes from a discredited
Institute of Medicine estimate. The higher number comes from HealthGrades, a hardly disinterested party
in the business of selling health care quality measures. Given the size of the US population, if government
practice guidelines and pay for performance metrics are as successful under ObamaCare as they have
been in Britain, expect the number of US deaths from medical errors to almost double to 360,000 a year.

Related posts:

1. Who Pays for Medical Errors?
2. Medical Bills Bankrupt Canadians at Similar Rates as Americans
3. Medical Homes vs. Direct Service Docs
4. Pioneer Institute Opens Health Reform Competition
5. Goodman vs. Kendall

If you enjoyed this article, subscribe to receive more great content just like it.

Subscribe via RSS Feed

subscribe via email  submit
Your information will not be shared. Ever.

Comments (10)

Trackback URL | Comments RSS Feed

1.  Charlie says:

July 27, 2009 at 8:31 am

It makes sense.



Clinical Indicators for Onward Referral:
Minimizing Medico-Legal Risk in Audiology 

An International Problem
5/2/17, 10)45 AMInternational Survey: U.S. Leads in Medical Errors - The Commonwealth Fund

Page 1 of 7http://www.commonwealthfund.org/publications/press-releases/2005/nov/international-survey--u-s--leads-in-medical-errors

International Survey: U.S. Leads in
Medical Errors
U.S. Has Highest Out-of-Pocket Expenses and Rates of Foregone Care Due to Costs

New York City, November 3, 2005—One-third of patients with health problems in the U.S.
report experiencing medical, medication, or test errors, the highest rate of any nation in a new
Commonwealth Fund international survey. Assessing health care access, safety, and care
coordination in Australia, Canada, Germany, New Zealand, the United Kingdom, and the
United States, the survey found that while no one nation was best or worst overall, the U.S.
stood out for high error rates, inefficient coordination of care, and high out-of-pocket costs
leading to barriers to access to care.

The findings are published today in a Health Affairs article, "Taking the Pulse of Health Care
Systems: Experiences of Patients with Health Problems in Six Countries
(http://www.commonwealthfund.org/publications/publications_show.htm?doc_id=313012),"
whose lead author is Commonwealth Fund Senior Vice President Cathy Schoen.



Clinical Indicators for Onward Referral:
Minimizing Medico-Legal Risk in Audiology 

An International Problem

5/2/17, 10)45 AMInternational Survey: U.S. Leads in Medical Errors - The Commonwealth Fund

Page 2 of 7http://www.commonwealthfund.org/publications/press-releases/2005/nov/international-survey--u-s--leads-in-medical-errors

"While the consistently high error rates and lack of coordination are disturbing, the findings
also highlight the potential for each country to improve," said Fund President Karen Davis.
"Some countries have been able to achieve timely access to needed care while reducing
financial barriers. Each country could also gain through strategies to improve the quality and
efficiency of care, such as implementing modern information technology systems, supporting
patient engagement in care, and improving management of chronic conditions."

The 2005 survey of adults with health problems is the eighth in an annual series of cross-
national surveys conducted by Harris Interactive for the Fund.

One–third (34%) of U.S. survey participants reported at least one of four types of errors: they
believed they experienced a medical mistake in treatment or care, were given the wrong
medication or dose, given incorrect results for a test, or experienced delays in being notified
about abnormal test results. Three of ten (30%) Canadian respondents reported at least one of
these errors, as did one-fifth or more of patients in Australia (27%), New Zealand (25%),
Germany (23%) and the United Kingdom (22%).



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and 

examples of medical errors in 
audiological practice

q Follow standard of care
q Guidelines for patient referral to 

physicians (otolaryngology)
q Medical errors in audiology … case 

scenarios
q Questions and answers

Medical Errors for Audiologists to Avoid



Medical Errors for Audiologists to Avoid:
Defining Professional Liability

“An individual who causes injury to another either intentionally 
or unintentionally can be held liable for the action. By virtue 
of advanced knowledge, training, and skill, a professional 
has a responsibility to conform to certain standards of 
conduct to protect the public from unreasonable risks.

… The responsibility of licensed and/or certified professionals 
to conform to those standards may be referred to 
collectively as professional liability.”

ASHA Technical Report (1994). Professional Liability and Risk 
Management for the Audiology and Speech-Language 
Pathology Professions



q Civil professional liability 
w Tort from Latin for twisted or distorted): Any wrongful 

act, damage, or injury done willfully or negligently
w Action in tort is a private legal action in which

üA plaintiff seeks a remedy (generally monetary) for 
damages to health, property, peace of mind, or 
reputation

üThe defendant is the health care provider to provided 
services to the plaintiff

üPlaintiff must prove defendant fault before payments 
are required from defendant

Medical Errors for Audiologists to Avoid:
Definitions of Important Terms



q Civil professional liability 
w Intentional tort

üIllegal actions were intentional
üA reasonable person would conclude that the alleged 

result  was substantially certain to follow the action, 
e.g.,
§ Assault (attempt to do violence)
§ Battery (unauthorized physical contact), e.g. 

failure to obtain consent to treat
§ Defamation of character
§ Violation of confidentiality, e.g., unauthorized 

release of PHI

Medical Errors for Audiologists to Avoid:
Definitions of Important Terms



q Unintentional tort
w Most common form of negligence in civil litigation 
w Defendant failed to exercise standard degree of care, 

e.g.,
üNegligence
üMisdiagnosis
üIncorrect or inadequate treatment
üInjuries from equipment or premises

Medical Errors for Audiologists to Avoid:
Definitions of Important Terms (2)



q Unintentional tort
w Four elements of unintentional tort

üA legal duty, that is, a practitioner/patient 
relationship, exists between audiologist and plaintiff

üBreach of legal duty exists (e.g., Improper diagnosis)
üCause and effect established (“proximate cause”) 

between breach of duty and injury
üInjury results in actual loss or damage

Medical Errors for Audiologists to Avoid:
Definitions of Important Terms (2)



q Criminal (versus civil) liability
w Commission of misdemeanors or felonies during conduct 

of professional activities, e.g.,
üBattery 
üFraud
üGrand larceny
üHIPAA violations

w Often criminal liability reflects ignorance of regulations, 
e.g.,
üMedicare and Medicaid law
üState insurance codes

w Audiologist is subject to fines and incarceration

Medical Errors For Audiologists to Avoid:
Definitions of Important Terms (3)



Medical Errors For Audiologists to Avoid:
Criminal Liability … A Serious Case 

5/13/17, 10)10 AMFlorida Audiologist Sentenced for Multimillion-Dollar Health Care Fraud - Medical Business News

Page 1 of 5http://www.medicalbids.biz/business-news/1.123121-florida-audiologist-sentenced-for-multimilliondollar-health-care-fraud.html
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Florida Audiologist Sentenced for Multimillion-Dollar Health
Care Fraud
A Florida audiologist was sentenced to 94 months in prison recently for her role in a multimillion-
dollar health care fraud and money laundering scheme.

Assistant Attorney General Leslie R. Caldwell of the Justice Department’s Criminal Division, U.S. Attorney A.
Lee Bentley III of the Middle District of Florida, Special Agent in Charge Shimon R. Richmond of the U.S.
Department of Health and Human Services-Office of Inspector General (HHS-OIG) Miami Regional Office
and Special Agent in Charge Paul Wysopal of the FBI’s Tampa, Florida, Field Office made the announcement.

Terri L. Schneider, 57, of Lakeland, Florida, was sentenced by U.S. District Judge Steven D. Merryday of the
Middle District of Florida, who also ordered Schneider to pay$$2,512,460.27 in restitution, joint and
several.  In December 2015, a jury in Tampa found Schneider and co-conspirator David Brock Lovelace
guilty on all charges, which included conspiracy to commit health care fraud and wire fraud, health care
fraud, conspiracy to commit money laundering, money laundering and aggravated identity theft.  On March
7, Lovelace was sentenced to 174 months in prison and ordered to pay $2,512,460.27 in restitution, joint
and several.

According to evidence presented at trial, from approximately June 2010 through approximately May 2014,
Schneider and her co-conspirators used three purported medical clinics in Florida, Cornerstone Health
Specialists, Summit Health Specialists and Coastal Health Specialists, to submit approximately $12,351,046
in false and fraudulent claims to Medicare seeking reimbursement for radiology, audiology, cardiology and
neurology services.  Medicare paid approximately $2,848,424 in reimbursement on the fraudulent claims. 
The evidence showed that Schneider and her co-conspirators used forged and falsified documents in the
Medicare enrollment process for the medical clinics that they operated under false pretenses, and billed
Medicare for services that had not been rendered by physicians.  The co-conspirators also paid illegal
kickbacks in exchange for access to Medicare patients and Medicare patient information used in the fraud
scheme, the evidence showed. 
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q Audiologist guilty of fraud
• 94 months in prison
• Ordered to pay > $2.5 

million in fines 
(restitution)

q Co-conspirator also guilty
• Conspiracy to commit 

health care fraud, wire 
fraud, money 
laundering, aggravated 
identify theft

• 174 months in prison
• Ordered to pay > $2.5 

million in fines 
(restitution)



q Employer liability
üEmployer has “vicarious” responsibility (“respondeat 

superior”) for those who work for them
üUnlicensed person inadequately supervised by licensed 

audiologist
üSupport staff under supervision of an audiologist

q Product liability 
üAudiologist drawn into third party liability litigation 

following dispensing of a product or device, e.g.,
§ Ingestion of hearing aid battery by a child
§ Allergic reaction an ear mold or to electrode paste 
§ Malfunctioning FM systems
§ Defective cochlear implants

Medical Errors for Audiologists to Avoid:
Definitions of Important Terms (4)



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and examples of medical 

errors in audiological practice
q Follow standard of care … the #1 strategy for minimizing 

professional liability
q Guidelines for patient referral to physicians 

(otolaryngology)
q Medical errors in audiology … case scenarios
q Questions and answers

Medical Errors for Audiologists to Avoid



Best Practices in Diagnostic Audiology Today
Best Practice is Evidence-Based Practice (EBP) 

"Those who fall in love with practice 
without science are like a sailor 

who steers a ship without a 
rudder or compass, and who can 

never be certain whither he is 
going.”

”The noblest pleasure is the joy of 
understanding.”

Leonardo Da Vinci 
(April 15, 1452 - May 2, 1519)

3/20/18, 3)01 PMLeonardo da Vinci Paintings,Drawings,Quotes,Biography
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Leonardo da Vinci was a true genius who graced this world
with his presence from April 15, 1452 to May 2, 1519. He is
among the most influential artists in history, having left a
significant legacy not only in the realm of art but in science
as well, each discipline informing his mastery of the other.
Da Vinci lived in a golden age of creativity among such
contemporaries as Raphael and Michaelangelo, and
contributed his unique genius to virtually everything he
touched. Like Athens in the age of Pericles, Renaissance Italy
is a summit in human history. Today, no name better seems to
symbolize Renaissance age than Leonardo da Vinci.

Early Years: 1452 to 1476
Leonardo da Vinci was born in a Tuscan hamlet near Vinci.
He began a nine-year apprenticeship at the age of 14 to
Andrea del Verrocchio, a popular sculptor, painter and
goldsmith who was an important figure in the art world of the
day. At Verrocchio's busy Florence studio, the young
Leonardo likely met such masters as Sandro Botticelli while
working beside fellow apprentices Domenico Ghirlandaio,
Pietro Perugino and Lorenzo di Credi. 

Verrocchio, who had learned his craft under the master
Donatello, was the officially recognized sculptor for the
Medici family, the rulers of Italy during this era. Under
Verrocchio's tutelage, da Vinci probably progressed from
doing various menial tasks around the studio to mixing paints
and preparing surfaces. He would have then graduated to the
study and copying of his master's works. Finally, he would
have assisted Verrocchio, along with other apprentices, in
producing the master's artworks. 

Da Vinci not only developed his skill in drawing, painting
and sculpting during his apprenticeship, but through others
working in and around the studio, he picked up knowledge in
such diverse fields as mechanics, carpentry, metallurgy,

architectural drafting and chemistry. In 1473, when he was more than halfway through his studies with Verrocchio,
he completed Landscape Drawing for Santa Maria della Neve, a pen and ink depiction of the Arno River valley. It is
the earliest work that is clearly attributable to da Vinci. 

Leonardo da Vinci's drawings would become an essential part of his legacy. Da Vinci sketched prolifically, planning
inventions, exploring human anatomy, drawing landscapes, and blocking out plans for paintings such as The Virgin
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Start Download 
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q Consistent with local, regional or national clinical practice
q Follows guidelines or recommendations on clinical practice 

approved by national multi-disciplinary professional 
committees or panels, e.g., Joint Committee on Infant Hearing

q Follows guidelines or recommendations on clinical practice 
approved by national professional organizations, e.g., AAA or 
ASHA

q Is consistent with statements of
w Scope of Practice
w Code of Ethics

q Is in compliance with Federal guidelines for clinical practice 
and services, e.g., Joint Committee on Accreditation of 
Healthcare Organizations (JCAHO)

Medical Errors for Audiologists to Avoid:
Standard of Care 



q In tort law, the standard of care is the degree of prudence and 
caution required of an individual who is under a duty of care.
(en.wikipedia.org/wiki/Standard of_care)

q In tort law, the degree of caution that a reasonable person should 
exercise in a given situation so as to avoid causing injury
(en.wiktionary.org/wiki/standard_of_care)

q The degree or level of service, attention, care and protection that a 
person owes another person according to the law (see also Duty of 
care). (www.ibc.ca/en/need_more_info/glossary/S.asp)

q It's the level of care, which an average practitioner would practice. 
Or in other words how a similar qualified practitioner would manage 
their patient's care under similar circumstances. Medical 
Malpractice claims must establish the standard of care and show 
that the standard has been breached.
(www.gmlaw.com/medical-malpractice-resources-terms.cfm)

Medical Errors for Audiologists to Avoid:
A Sample of Legal Definitions of Standard of Care



q Grade 1
w 1a: Well-designed meta-analysis of randomized controlled trials
w 1b: Well-designed randomized controlled trials 

q Grade 2
w 2a: Well-designed controlled studies without randomization
w 2b: Well-designed quasi-experimental studies

q Grade 3: Well-designed non-experimental studies, i.e.,
w Correlational  studies
w Case studies 

q Grade 4: 
w Expert committee reports, consensus conferences and 

clinical experience

Common Evidence Grading System:
Four Categories



q 2007 Joint Committee on Infant Hearing (JCIH) Position Statement
q 2008 Guidelines on Identification, Diagnosis, and Management of 

Auditory Neuropathy Spectrum Disorder in Infants and Young Children
q 2010 American Academy of Audiology Clinical Practice Guidelines: 

Diagnosis, Treatment, and Management of Children and Adults with 
Central Auditory Processing Disorders

q 2010 American Academy of Audiology Clinical Practice Guidelines: 
Childhood Hearing Screening

q 2012 American Academy of Audiology: Audiologic Guidelines for the 
Assessment of Hearing in Infants and Young Children

q 2013 American Academy of Audiology Clinical Practice Guidelines: 
Pediatric Amplification

q Numerous current clinical practice guidelines from British Society of 
Audiology (BSA)

Examples of Current Practice Guidelines in Audiology 



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and examples of medical 

errors in audiological practice
q Follow standard of care
q General steps for preventing errors and minimizing liability
q Guidelines for patient referral to physicians 

(otolaryngology)
q Medical errors in audiology … case scenarios
q Questions and answers

Medical Errors for Audiologists to Avoid



Medical Errors for Audiology to Avoid

“An ounce of prevention is 
worth a pound of cure.”

Benjamin Franklin (1706-1790)
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q Awareness and education of the audiologist
w Identify potential risks
w Reduce risks by providing accepted standard of care
w Practice within the scope of audiology
w Remain up to date with professional developments 

through formal and informal continuing education
w Know 

üState licensing laws … have you reviewed them lately?
üCode of ethics
üPatient Bill of Rights
üPolicies and procedures of your institution

Medical Errors for Audiologists to Avoid:
General Preventive Strategies and Steps (1)



Medical Errors for Audiologists to Avoid:
2015 Florida  Statutes 468.1225



q Make appropriate patient referrals
w Refer when you do not have knowledge, expertise, or 

credentials to provide a service the patient needs
w Verify licensure, certification, and other qualifications of 

professionals you refer patients to 
w “When in doubt … refer out!”

q Maintain professional credentials in audiology, e.g.
w State license with required continuing education
w ABA certification with required continuation education
w ABA specialty certification

Medical Errors for Audiologists to Avoid:
General Preventive Strategies and Steps (2)



q Effective communication with patient and family, e.g.,
w Establish positive relationship with patient and family
w Explain all test findings, treatment options, and treatment 

goals
w Fully disclose fees, billing schedules, etc
w Provide written warranties and warnings
w Secure patient signature on informed consent, release of 

information, and other documents
w Maintain adequate verbal and written communication with 

patient and family

Medical Errors for Audiologists to Avoid:
General Preventive Strategies and Steps (3)



q Documentation, record keeping, and reporting
w Written documentation in official medical or clinic records
w Documentation is legible and thorough
w Make corrections appropriately
w Document all contacts with patient and family (face to 

face, telephone, email)
w Document all contacts with professionals regarding the 

patient
w Retain all correspondence between audiologist with or 

about the patient
w Remember … if it’s not documented in writing, then it 

didn’t happen

Medical Errors for Audiologists to Avoid:
General Preventive Strategies and Steps (4)



q Compliance with state and federal privacy and security 
regulations, e.g.,
w Health Insurance Portability and Accountability Act (HIPAA) 

of 1996
q Follow accepted policies for infection control, e.g., 

w Compliance with Joint Commission 
w Institutional policies

q Equipment calibration
w Periodic physical calibration with documentation
w Daily biological checks

q Meet or exceed national standards of care for audiology

Medical Errors for Audiologists to Avoid:
General Preventive Strategies and Steps (5)



Medical Errors for Audiologists to Avoid

“I will use treatment to help the sick according to my ability 
and judgment, but never with a view to injury and 
wrongdoing.”

Hippocratic Oath (c. 460-400 B.C.)

“…I will keep pure and holy both my life and art …”



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and 

examples of medical errors in 
audiological practice

q Follow standard of care
q General steps for preventing errors and 

minimizing liability
q Guidelines for patient referral to 

physicians (otolaryngology)
q Medical errors in audiology … case 

scenarios
q Questions and answers

Medical Errors for Audiologists to Avoid
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q Visible congenital or traumatic deformity of the ear
q History of active drainage from the ear within the previous 90 days
q History of sudden/rapidly progressing hearing loss within previous 90 days
q Acute or chronic dizziness
q Unilateral hearing loss of sudden/recent onset within the previous 90 days
q Audiometric air-bone gap > than 15 dB at 500, 1000, and 2000 Hz
q Pain or discomfort in the ear 
q Child under 18 years of age
q Visible evidence of significant cerumen accumulation or a foreign body in 

the ear canal
w NOTE: Cerumen, including cerumen impaction, is not a criterion as 

cerumen management is within the scope of practice of audiology in the 
state of Florida)

Medical Errors for Audiologists to Avoid:
FDA (1977) Criteria for Audiologist Referral to a 

Physician for Hearing Aid Use



Medical Errors for Audiologists to Avoid:
Updated FDA Criteria for Audiologist Referral to a 

Physician for Hearing Aid Use

q FDA eliminated “physician waiver” 
system in hearing aid dispensing (2016)

q FDA is creating a new category for OTC 
hearing devices

q FDA determined that medical evaluation 
did not provide any meaningful benefits 
to hearing-impaired adults
w Causes of hearing loss requiring 

urgent care are rare
w Majority of patients sign waiver

q New policy does not apply to children 
who continue to require medical 
evaluation without option for waiver

4/27/17, 5)20 PMFDA Eliminates 'Physician Waiver' System in Hearing Aid Dispensing
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LEGISLATION

FDA Eliminates ‘Physician Waiver’ System in Hearing Aid

Dispensing

Published on December 7, 2016

Eric Mann, MD, PhD, announced this morning that, effective immediately, the US Food and

Drug Administration (FDA) will be eliminating the so-called “physician waiver” system

which requires consumers Frst to seek a physician for a medical evaluation or sign a

waiver prior to obtaining a hearing aid. Dr Mann is the Clinical Deputy Director (ENT

devices branch) at FDA, and made the announcement at today’s “Dissemination Meeting:

Hearing Health Care for Adults: Priorities for Improving Access and Affordability” held by

the National Academies of Sciences, Engineering, Medicine (NAS). The elimination of the

waiver system was Recommendation #3 in the NAS’s recent 12 recommendations. He also stated that the FDA is pursuing the NAS

recommendation for creating a new category for over-the-counter (OTC) hearing devices (Recommendation #7).

Dr Mann was careful to clarify two points with respect to the new physician waiver guidance:

1. It does not apply to children (they will continue to have the medical evaluation requirement without the option of a waiver);

2. The guidance indicates that dispensers are still required at this point to make available, and provide consumers the

opportunity to review, the User Instruction Brochure that contains information about possible Red Flags prior to the sale of a

hearing aid.
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Medical Errors for Audiologists to Avoid:
PCAST Recommendations

1 
 

  EXECUTIVE OFFICE OF THE PRESIDENT 
PRESIDENT’S COUNCIL OF ADVISORS ON SCIENCE AND TECHNOLOGY 

WASHINGTON, D.C. 20502 
 

October 2015  
 
Dear Mr. President, 

Untreated hearing loss, especially in older Americans, is a substantial national problem. Only a fraction 
of consumers who need assistance with hearing obtain and use hearing aids, in large part because of high 
cost, complex dispensing procedures, social stigma, and performance shortfalls. While the contributing 
factors are complex, your President’s Council of Advisors on Science and Technology (PCAST) believes 
that a few simple actions by the Federal Government could dramatically enhance the pace of innovation 
and level of competition in this domain, leading to rapid decrease in cost and improvement in capability, 
convenience, and use of assistive hearing devices. We expand on these ideas in this letter report. 

We focus here only on devices to assist the tens of millions of Americans with age-related, progressive, 
mild-to-moderate hearing loss. PCAST recognizes that many Americans have severe hearing impairment 
or deafness from congenital or illness/injury causes, but we do not address these categories of need here.a  

I. Age-related hearing loss is a substantial national problem. 

Age-related hearing loss affects many Americans, with older adults particularly at risk—a quarter of adults 
between 60 and 69 years, over half in the range 70-79 years, and almost 80 percent of those older than age 
80 have difficulty hearing.1 The absolute number of those affected, already almost 30 million,2 is expected 
to grow as the population ages. 

Untreated hearing loss is statistically associated with higher risks of social isolation; depression; dementia; 
falls with injury; and inability to work, travel, or be physically active.3,4,5,6,7,8,9 While the National Insti-
tutes of Health is planning a large randomized trial to supplement these correlational findings, the volume 
of studies, the number of correlations, and their clinical plausibility are indicative of the types of problems 
that may be avoided with improved hearing. Recognizing the importance of good hearing health, Healthy 
People 2020 has set a national goal to increase the use of hearing aids and other assistive devices for 
hearing.10   

While untreated hearing loss likely impairs physical and cognitive health, only a minority of Americans 
with hearing loss (perhaps 15-30 percent) seek out and use assistive hearing technologies.11,12,13,14,15 Adop-
tion rates are even smaller for people with lower income and for racial and ethnic minorities.16,17   

II. The market for hearing aids is characterized by high cost and low innovation. 

PCAST believes that cost is the largest barrier to hearing-technology adoption. A 2014 survey found that 
the average price of one hearing aid was $2,363, with premium models costing $2,898.18 Many, if not 
most, individuals need two hearing aids, one in each ear, doubling the cost. High costs are a major obstacle 
                                                 
a The National Academy of Medicine (NAM) is engaged in a much broader study on hearing health care, which is likely to be 
completed by mid 2016. It is supported by the Food and Drug Administration, Centers for Disease Control and Prevention, 
Hearing Loss Association of America, National Institute on Aging, National Institute on Deafness and Other Communication 
Disorders, Department of Defense, and Veterans Affairs. It will aim to address topics including the full range of hearing loss 
in adults at all ages; third-party payment systems; new delivery models; innovative approaches such as telehealth, mobile 
health, and team-based care; and specific challenges for select populations.  
 

1. FDA should designate … “basic” 
hearing aids … intended to address 
bilateral, gradual onset, mild-to-
moderate age-related hearing loss 

2. …PSAPs should be broadly defined as 
devices for discretionary consumer use 
that are intended to augment, improve, 
or extend the sense of hearing in 
individuals. 

3. Analogously to its “Eyeglass Rule,” FTC 
should require audiologists and 
hearing- aid dispensers who perform 
standard diagnostic hearing tests and 
hearing aid fittings to provide the 
customer with a copy of their audiogram 
…



q Asymmetric pure-tone air-conduction sensorineural thresholds
w Asymmetric SNHL of 25 dB or more at any two consecutive test 

frequencies 
w Unilateral or asymmetric hearing impairment by AAO-HNS criteria

üAverage difference in air-conduction thresholds between ears of 
15 dB or greater at 500, 1000, 2000, and 3000 Hz

q Asymmetric word recognition scores
w Statistically significant difference in word recognition scores (WRS) 

between ears using Thornton & Raffin (1978) data and NU6 word lists
q Persistent unilateral or asymmetric tinnitus 

* Same guidelines should be used by audiologists for referral of 
patients to otolarynglogists to rule out vestibular schwannomas

Medical Errors for Audiologists to Avoid:
AAO-HSN Criteria for Identifying Candidates for MRI to 

Rule Out Vestibular Schwannomas*



q History of active drainage from the ear within the previous 6 months
q History of sudden or rapidly progressing hearing loss within the 

previous 6 months
q FDA rules for unilateral or asymmetrical hearing loss

w Air-conduction PTA (500, 1000, 2000, 3000 Hz) difference of > 15 dB 
q Sudden or recent onset within the previous 6 months
q Bilateral hearing loss greater than 90 dB
q Complain of hearing impairment with positive history of:

w Tuberculosis Syphilis
w HIV Meniere’s disease
w Auto-immune disease Otosclerosis
w Von Recklinghausen’s NF Paget’s disease of the bone

Medical Errors for Audiologists to Avoid:
AAO-HSN Criteria for Audiologist Referral to a Physician*



Medical Errors for Audiologists to Avoid: 
Critieria for Referral to Otolaryngology

Tumor



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and examples of medical 

errors in audiological practice
q Follow standard of care
q General steps for preventing errors and minimizing liability
q Guidelines for patient referral to physicians 

(otolaryngology)
q Minimizing professional liability due to failure prevent, 

diagnose, or treat hearing loss and related disorders …
case scenarios

q Questions and answers

Medical Errors for Audiologists to Avoid



q Changing historical perspective in USA
q International perspective 
q Definitions of important terms and examples of medical 

errors in audiological practice
q Follow standard of care
q General steps for preventing errors and minimizing liability
q Guidelines for patient referral to physicians 

(otolaryngology)
q Minimizing professional liability due to failure prevent, 

diagnose, or treat hearing loss and related disorders …
case scenarios

q Questions and answers

Medical Errors for Audiologists to Avoid



“It is not the critic who counts; not the 
man who points out how the strong man 
stumbles, or where the doer of deeds 
could have done them better. The credit 
belongs to the man (or woman!) who is 
actually in the arena, whose face is 
marred by dust and sweat and blood, 
who strives valiantly; who errs and 
comes short again and again; because 
there is not effort without error and 
shortcomings.

… his (her!) place shall never be with 
those cold and timid souls who know 
neither victory nor defeat.”

Medical Errors for Audiologists to Avoid:
Conclusion
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Thank You! … Questions?
jwhall3phd@gmail.com


