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INTRODUCTION

Through Healthcare Providers Service Organization (HPSO), CNA continues to be a leading under-

writer of professional liability insurance for pharmacists, pharmacy technicians and entities that employ
and/or contract with pharmacy professionals. To date, the HPSO program has focused on providing
professional liability coverage for individual pharmacists and pharmacy technicians regardless of
their employment status, as well as small community pharmacies and individually owned franchise

pharmacies. As of 2012, there are approximately 70,000 pharmacist policies in force.

In collaboration with our partners at HPSO, we at CNA are dedicated to educating pharmacists and
pharmacy technicians regarding their professional liability risk exposures.

PURPOSE

Our objective in this report is to utilize CNA's database of pharmacist and pharmacy technician
closed claims from the HPSO program to identify liability patterns and trends. By limiting the study
to closed claims resulting in a financial loss, we highlight the types of situations most likely to have
serious adverse consequences for patients and create liability for pharmacy professionals. Using this
report, pharmacists and pharmacy technicians can examine their current practices in relation to the
claims and losses experienced by their peers, and better understand the risks and challenges they
encounter on a daily basis.

This report contains several detailed case studies and high-level risk management recommendations,
which, if implemented, can enhance medication safety and minimize the likelihood of patient injuries
and pharmacist liability exposures. Additionally, a pharmacist self-assessment checklist is included on
pages 53-55. It is intended to aid pharmacists in enhancing their risk awareness and safety practices.
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EXECUTIVE SUMMARY

Analysis of CNA pharmacist closed claims data reveals that the most frequent allegations made
against pharmacists involve dispensing errors. This report focuses on identifying the injuries and

adverse outcomes most commonly associated with these claims, as well as the underlying causes
of pharmacist error. Some of the salient findings are summarized below:

= Pharmacy type: The analysis reveals that pharmacists who experienced claims were more likely
to work in an independent or individually owned franchise pharmacy, or a national or regional
chain pharmacy practice setting. (See Figure 5: “Severity by Pharmacy Type” on page 15.)

= Allegations: Claims against pharmacists were most likely to involve allegations that the pharma-
cist dispensed the wrong drug or wrong dose. (See Figure 10: “Severity by Allegation Category”
on page 21)

= Injury/illness/adverse effect: Overdose was the most common patient injury for pharmacist
closed claims, followed by unexpected death (i.e., death unrelated to the normal course of
iliness). (See Figure 19: “Severity by Drug-related Injury/lliness/Adverse Outcome” on page 38.)

Pharmacists who experienced
claims were more likely to work
in an independent or individually
owned franchise pharmacy,

or a national or regional chain
pharmacy practice setting.
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DATABASE AND METHODOLOGY

Over the 10-year period included in the study, there were 1,409 reported medication-related incidents,
adverse patient outcomes and actual claims against pharmacists, pharmacy technicians, other phar-
macy personnel and pharmacy entities insured through the CNA/HPSO program.

All reported pharmacist and pharmacy technician claims that closed between January 1, 2002 and
December 31, 2011 were reviewed. Claims were included in the dataset for additional in-depth
analysis if they

= involved a CNA-insured pharmacist or pharmacy technician
= closed during the defined 10-year period

= resulted in an indemnity payment of at least one dollar on behalf of the insured party

The application of these inclusion criteria resulted in a database of 162 closed pharmacist and
pharmacy technician claims that qualified for the additional analysis found in this report. (Note that
while the CNA/HPSO program insures pharmacist interns and pharmacist students, none had a
reported claim during the 10-year time frame that met the inclusion criteria.)
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TERMS
The following definitions apply within the context of this report:
= Aging services — Refers to specialized facilities or organizations that provide healthcare to a
senior population. Sometimes also referred to as long term care facilities, aging services settings
include, but are not limited to, nursing homes, skilled nursing facilities, assisted living centers
and independent living facilities.

= Aging services pharmacy — A pharmacy that primarily provides drugs, pharmaceuticals and
related equipment to residents in an aging services facility.

= Community-based pharmacy — A pharmacy not located in a hospital or other inpatient facility.

This group represents the two location types that were involved in the majority of the analyzed
closed claims:

independent and individually owned franchise pharmacies
national or regional chain pharmacies (e.g., mass merchandisers, supermarkets, etc.)

= Compounding specialty pharmacy — A pharmacy that primarily prepares and dispenses drugs
requiring patient-specific formulation.

= Expense payment — Monies paid in the investigation, management and/or defense of a claim.

= Home care-only pharmacy — A pharmacy that exclusively dispenses drugs (all forms and routes)
and related equipment for patients receiving home care.

= Incurred - The costs or financial obligations, including indemnity and expenses, resulting from
the resolution of a claim.

= Indemnity payment — Monies paid on behalf of an insured in the settlement or judgment
of a claim.

= Infusion-only pharmacy — A pharmacy that exclusively prepares and dispenses infusion therapy
drugs/solutions and total parenteral nutrition.

= Medication therapy management — A distinct service or group of services that optimizes
therapeutic outcomes for individual patients and which is independent of, but can occur in
conjunction with, the provision of a medication product.

= Mnemonic, Sig or speed codes — Abbreviations that represent the name and dosage of a drug,
and which can be rapidly entered into a pharmacy computer.

= Patient — Any person (or animal) who receives drugs dispensed by a pharmacist pursuant to a
legal prescription.

= Pharmacist in charge — The designated pharmacist who is responsible for, along with other
duties, ensuring compliance with the laws and regulations governing pharmacy operations.

= Practitioner group practice office-based pharmacy — A pharmacy owned by or under contract
to a physician practice. (While in some such settings pharmacists may perform expanded clinical
roles, such as medication therapy management, this was not a factor identified in any of the
claims included in this report.)

= Severity — The average paid indemnity for those pharmacist claims that closed with an indemnity
payment of one dollar or greater.




GENERAL DATA ANALYSIS
Analysis of Claims by Insurance Source and Licensure Type
Figure 1 reveals that 99.4 percent of the closed claims involved CNA-insured pharmacists. Of the
CNA-insured pharmacists, 93.8 percent had individual professional liability policies, and 5.6 percent
were employed by corporate entities that purchased professional liability coverage from CNA on
behalf of their employed pharmacists. Only one closed claim (0.6 percent of the total) involved a law-
suit made against a pharmacy technician, who received coverage through his employment with a
CNA-insured corporate entity. This distribution is similar to the pattern of insureds in the CNA/HPSO
pharmacist program. Given these findings, the remainder of the report will refer to pharmacists, but
pharmacy technicians are encouraged to utilize the findings herein that apply to their scope of practice.

It is important to note that this analysis factors in only those payments made by CNA on behalf of
insureds. Pharmacists also may have received some amount of professional liability coverage through
an employer or by agreement with a contracted staffing agency not insured by CNA. Payments
made on behalf of the pharmacist by another insurer generally would represent a confidential part
of a settlement agreement and thus are not included in this analysis.

FIGURE 1: Closed Claims by Insurance Source and License Type

(Includes closed claims with an indemnity payment of one dollar or greater.)
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Percentage Total Total Average Average Average
of closed paid paid paid paid total
License type Insurance source claims indemnity expense indemnity expense incurred
Pharmacist  IMdividually insured 938% $13837,154  $2,204,495 $91,034 $14503  $105,537
pharmacist
Pharmacist employed
Pharmacist by CNA-insured 5.6% $278,500 $78,907 $30,944 $8,767 $39,712
corporate entity
Pharmacy
Pharmacy technician employed ®
technician by CNA-insured 0.6% $6,500 $0 $6,500 $0 $6,500
corporate entity
Overall 100.0% $14,122,154  $2,283,402 $87,174 $14,095 $101,269



Analysis of Severity by Year

= There has been significant year-to-year variability in average paid indemnity over the defined
10-year period. However, the trend line reflects an overall development toward higher average
indemnity payments, which were in the $50,000 range in 2002 and now surpass $100,000.

= The severity spike in 2004 was partially the result of one claim resolved at nearly the full policy
limits. That claim involved the death of a child, who for six months received a thyroid medica-
tion instead of the chemotherapy ordered for her leukemia. Four other claims were resolved
in the six-figure range and are described in the "Wrong Drug” and “"Wrong Dose” sections of

this report.

= The severity spike in 2010 resulted from three claims resolved at full policy limits:

= The first claim involved multiple patients exposed to Hepatitis C. (See Case Study 2

on page 41.)

= The second claim involved dispensing simultaneous wrong dosages of both Fentanyl
and Phenergan, resulting in brain damage. (A description of the claim can be found in
the “"Wrong Dose” section of this report on pages 35 and 36.)

= The third claim involved dispensing the wrong drug, resulting in premature labor and
delivery of a brain-damaged infant. (See Case Study 1 on page 30.)

= |t is interesting to note that there were significant dips in severity, as well as spikes. There is no
single explanation for year-to-year variance. Because of this natural fluctuation in severity, it is
necessary to observe the average paid indemnity for closed claims over a period of several years.

FIGURE 2: Average Paid Indemnity and Expense by Year the Claim Closed, with Trend Lines

(Includes closed claims with an indemnity payment of one dollar or greater.)

2002 2003 2004 2005 2006 2007 2008 2009 2010 2011

Overall average paid indemnity: $87,174
Overall average paid expense: $14,095

[l Average of total paid indemnity and expense
[ Average paid indemnity
Il Average paid expense

$200,000
$150,000
$100,000

$50,000
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Pharmacist Closed Claims with Expense Payments Only

Figure 3 illustrates that during the period of the study, average paid expenses have been steadily
increasing for those closed claims that were resolved with no indemnity payment, but which resulted
in expense payments. Closed claims in this category included those that were

= successfully defended on behalf of the pharmacist
= resolved by the pharmacist’s employer within the limits of the employer’s insurance coverage

= investigated and prepared for trial prior to being settled by co-defendants with no indemnity
paid on behalf of the pharmacist

= dismissed or abandoned by the patient at some point in the investigative or discovery process

= terminated in favor of the pharmacist by the court prior to trial

These claims were analyzed and revealed the following:

= Total expenses paid for this group of closed claims in the defined period were more than
$2.3 million.

= Average paid expenses for claims without an indemnity payment have steadily increased, rising
from an average of $1,967 in 2002 to $8,645 in 2011.

= The 2008 increase in average paid expenses was due to three claims that were successfully
defended and resulted in no indemnity payments. However, each of these three claims, described
below, required extensive investigation and legal activity to achieve dismissal, resulting in
expenses in the six-figure range:

The first claim alleged that an insured nuclear pharmacist breached his contractual confi-
dentiality and noncompetition agreement with his employer by accepting employment
with a competing company and improperly sharing information regarding a product he

had developed at his original employer. There was no evidence that the insured breached
any aspect of his employment agreement and the case was vigorously defended. During

mediation, the claim was dismissed.

The second claim alleged that a pharmacist filled an improper prescription for controlled
substances, resulting in a patient’s death. The patient, who had a history of drug and
alcohol abuse, overdosed and died after taking the dispensed Oxycodone, Alprazolam
and Methadone. The investigation revealed that the pharmacist had acted within the
scope of practice and complied with all applicable laws and regulations. An aggressive
defense resulted in dismissal of the case against the insured pharmacist.

The third claim alleged that two pharmacists were negligent in dispensing a wrong
dose of Fentanyl to a patient, resulting in permanent brain damage. Following extensive
investigation, the CNA/HPSO-insured pharmacist was determined not to have made the
error and was dismissed from the action.



FIGURE 3: Average Paid Expenses for Closed Claims with No Indemnity Payment, with Trend Line

2002 2003 2004 2005 2006 2007 2008 2009 2010 2011
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Distribution of Closed Claims
Of the closed claims,

= 43.9 percent were resolved with indemnity payments of less than $10,000.
= 32.7 percent were resolved for an amount between $10,000 and $49,999.
= 8.0 percent were resolved for an amount between $50,000 and $99,999.

= 6.2 percent were resolved for an amount between $100,000 and $249,999.
= 3.7 percent were resolved for an amount between $250,000 and $499,999.

= 5.5 percent were resolved for an amount between $500,000 and the full
policy limits of $1 million.

Note that claim-specific information is provided in the allegation and injury sections of this report.

FIGURE 4: Distribution of Closed Claims by Paid Indemnity

(Includes closed claims with an indemnity payment of one dollar or greater.)

Paid indemnity Percentage of closed claims

$1 to $9,999 — 43.9%
$10,000 to $49,999 — 32.7%

$50,000 to $99,999 _ 8.0%
$100,000 to $249,999 _ 6.2%

$250,000 to $499,999 h 3.7%
$500,000 to $749,999 # 1.2%

$750,000 to $999,999 # 1.2%

$1,000,000 P 3.1%
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Analysis of Pharmacist Closed Claims by Pharmacy Type

National/regional chain pharmacies (34.6 percent) and independent or individually owned pharma-
cies or pharmacy franchises (46.3 percent) collectively accounted for 80.9 percent of all the closed
claims in the analysis. Both types experienced a similar average paid indemnity, which was lower than

the overall average paid indemnity.

Six pharmacy types, described below, accounted for closed claims with an average paid indemnity
higher than the overall average paid indemnity:
= Practitioner or group practice office-based pharmacies comprised 1.2 percent of the closed
claims in the analysis and had the highest average paid indemnity at $504,500. This category
was primarily influenced by one claim with multiple claimants involving a physician endoscopy
practice, which was resolved for full policy limits. See Case Study 2 on page 41 for the details
of this claim.
= Home care-only pharmacies represented 1.9 percent of closed claims in the analysis and had
an average paid indemnity higher than the overall average paid indemnity. This category was
affected by one claim that was resolved for full policy limits.
= Hospital inpatient pharmacies accounted for 4.3 percent of all the closed claims in the analysis,

with an average paid indemnity higher than the overall average paid indemnity. This category
was influenced by one claim that was resolved for full policy limits.

= Telemedicine-only (Internet) pharmacies represented 0.6 percent of the closed claims in
the analysis. This single claim had an indemnity payment higher than the overall average paid
indemnity.

= Infusion-only pharmacies experienced 1.2 percent of all the closed claims in the analysis and
had an average paid indemnity higher than the overall average paid indemnity.

= Compounding specialty pharmacies accounted for 1.2 percent of closed claims in the analysis,
with an average paid indemnity higher than the overall average paid indemnity.

In 3.7 percent of the closed claims in the analysis, it was not possible to determine the pharmacy
type. This lack of information may be due to the following reasons:

= The claim was primarily managed by another insurer.

= The claim was straightforward and quickly settled for a minimal indemnity payment and/or

minor expenses.

= The claim was managed by co-defendants.

The significant claims in each type of pharmacy type are described in the allegation and injury

sections of the report.




FIGURE 5: Severity by Pharmacy Type*
(Includes closed claims with an indemnity payment of one dollar or greater.)
*Refer to the listing of terms and definitions specific to this report on page 9.

Percentage of Total paid ~ Average paid

Pharmacy type  closed claims indemnity indemnity

Practitioner or group practice office-based pharmacy 1.2% $1,009,000 $504,500
Home care-only pharmacy - oral, intravenous and TPN 1.9% $1,043,625 $347,875
Hospital inpatient pharmacy 4.3% $2,124,667 $303,524

Telemedicine-only pharmacy 0.6% $300,000 $300,000

Infusion-only pharmacy 1.2% $587,500 $293,750

Compounding specialty pharmacy 1.2% $402,500 $201,250

Clinic-based pharmacy 2.5% $286,000 $71,500

National/regional chain pharmacy 34.6% $3,623,565 $64,707

Independent or individually owned pharmacy or pharmacy franchise 46.3% $4,545,595 $60,608
Aging services contracted pharmacy 1.9% $147,500 $49,167

Mail order pharmacy 0.6% $25,000 $25,000

Pharmacy type not specified 3.7% $27,202 $4,534

Overall 100.0% $14,122,154 $87,174

FIGURE 6: Distribution of Closed Claims by Pharmacy Type

(Includes closed claims with an indemnity payment of one dollar or greater.)
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CNA AND HPSO 2013 PHARMACIST LIABILITY: PART 1



Analysis of Closed Claims by Patient Age

= A claim involving multiple patients of varying ages was resolved for full policy limits and is
described in detail as Case Study 2 on page 41.

= Medication dispensing errors involving patients who were minors comprised 15.4 percent of
all the closed claims in the analysis and had the highest average paid indemnity of the defined
age groups. This category was primarily affected by four closed claims involving children and/
or adolescents, which were resolved at or near full policy limits. The category was also affected
by a fifth claim resolved in the mid-six-figure range. These five claims are described below:

A wrong drug resulted in premature labor and delivery of a brain-damaged infant.
An improperly compounded Clonidine prescription led to the patient’s death.

An improperly compounded prescription for total parenteral nutrition resulted in the
patient suffering permanent brain damage.

A wrong form of Amphotericin caused acute multisystem failure, requiring extensive
treatment for prolonged renal failure.

A wrong drug resulted in a leukemia patient’s relapse and subsequent death.

= Medication dispensing errors involving adults aged 18 through 64 accounted for 52.5 percent
of closed claims, the largest percentage in the analysis. The average paid indemnity for such
claims was lower than the overall average paid indemnity. However, one claim — involving simul-
taneous overdoses of both Phenergan and Fentanyl, with the patient suffering permanent brain
damage - closed at policy limits. In addition, several claims were resolved in the low-to-mid
six-figure range. These claims included two patients who suffered permanent partial disability,
three patient deaths, three patients who suffered loss of an organ or use of an organ, and one
patient who suffered severe seizures.

= Medication dispensing errors involving senior adults aged 65 and older encompassed 29.6
percent of all the closed claims in the analysis and had a lower average paid indemnity than
the overall average paid indemnity. However, several claims were resolved in the six-figure range,
affecting the average paid indemnity. These included the following:

A wrong dose of Fentanyl was dispensed, resulting in respiratory arrest.

A wrong dose of Coumadin was dispensed, resulting in bleeding and hospital care.
A wrong drug was dispensed, causing permanent brain damage.

A patient’s allergy to the prescribed drug was not identified, resulting in death.

A wrong drug was dispensed, resulting in seizures with brain damage.

= Medication errors involving animals represented 1.9 percent of all the closed claims in the
analysis, with an average paid indemnity lower than the overall average paid indemnity. Age
was not addressed in these claims. Animal closed claims are shown in Figure 13 on page 24.




FIGURE 7: Severity by Patient Age

(Includes closed claims with an indemnity payment of one dollar or greater.)

Percentage of Total paid ~ Average paid
Patient age  closed claims indemnity indemnity
Minor patient (0-17) 15.4% $4,900,364 $196,015
Adult (18-64) 52.5% $4,422,654 $52,031
Senior adult (65+) 29.6% $3,759,398 $78,321
Animal patient - age not applicable 1.9% $39,738 $13,246
Multiple patient claim - age not applicable 0.6% $1,000,000 $1,000,000
Overall 100.0% $14,122,154 $87,174
FIGURE 8: Distribution of Closed Claims by Patient Age
(Includes closed claims with an indemnity payment of one dollar or greater.)
52.5%
Adult (18-64)
0.6%
Multiple patient claim -
age not applicable
1.9%
Animal - age not applicable
29.6% 15.4%
Senior Adult (65+) Child (0-17)
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Analysis of Allegations

Wrong drug (43.8 percent) and wrong dose (31.5 percent) together represented 75.3 percent of all
the closed claims in the sample. Wrong drug and wrong dose closed claims are discussed in more
detail in separate sections of this report.

Six allegation categories resulted in an average paid indemnity higher than the overall average
paid indemnity of $87,174:
= Infection/contamination of drug/drug vial/needle and/or syringe accounted for 0.6 percent
of all closed claims in the analysis. This single claim, which was resolved for full policy limits,
involved multiple patients who were exposed to Hepatitis C. See Case Study 2 on page 41.

= Compounding errors comprised 3.7 percent of all closed claims in the analysis and had an
average paid indemnity higher than the overall average paid indemnity. This category was pri-
marily influenced by two claims, each of which was resolved at full policy limits:

A pediatric dose of Clonidine was improperly compounded by a pharmacy technician.
The error was identified when the prescription was checked by the pharmacist, before it
was dispensed. The pharmacist returned it to the technician with the correct compound-
ing instructions. The technician provided the re-compounded drug to the pharmacist, who
failed to recheck it before giving it to the father of the minor patient. The compounded
dosage was still incorrect, resulting in the child's death.

Total parenteral nutrition for home care administration to a child was improperly com-
pounded. The child suffered cardiac arrest and permanent brain damage.

= Failure to counsel the patient accounted for 1.2 percent of all the closed claims in the analysis,
with an average paid indemnity higher than the overall average paid indemnity. This category
was affected by the following two claims:

A closed claim that resolved in the mid-six-figure range involved the off-label use of oral
Ketamine for pain and restless leg syndrome, resulting in the patient’s death. It involved
several breaches of the standard of care, including failure to

= counsel the patient (and/or document any counseling discussion) regarding
the experimental nature of the oral form of Ketamine and the potentially
lethal risk associated with taking the experimental oral form of Ketamine in
combination with other drugs

= obtain a special written order, including the patient’s medical and drug history,
from the physician who prescribed this form of Ketamine for his patients,
although pharmacy protocols required this for any patient who was to receive
the oral form of Ketamine

= provide the patient with written instructions and warnings

A closed claim that resolved in the low six-figure range involved a pharmacist who recom-
mended an over-the-counter ointment for a patient who complained of a spider bite. The
pharmacist allegedly failed to counsel the patient to seek medical assistance if the symp-
toms continued for more than 48 hours. The patient waited four days before seeking care,
developed sepsis and necrotizing fasciitis, required multiple surgeries with skin grafting
and suffered permanent disfigurement. The pharmacist disputed the allegation of failure
to counsel, but there was no documentation to support the assertion that counseling had
been performed.




= Wrong form or route of drug comprised 2.5 percent of all the closed claims in the analysis,
with an average paid indemnity higher than the overall average paid indemnity. This category
was primarily affected by the following claims:
A closed claim was resolved in the mid-six-figure range after intravenous Amphotericin
B Lipid Complex was prescribed, but Amphotericin B was dispensed. The patient, a child,
suffered acute multisystem failure and was transferred to a pediatric specialty hospital
for extensive treatment of renal failure and hemodialysis.

The remaining wrong form or route of drug closed claims each involved an average
paid indemnity lower than the overall average paid indemnity. They included two cases
of eye drops being prescribed and the ear drop version of the drug dispensed, and
also an instance of Depakote dispensed instead of the prescribed Depakote ER. The
patients who received the erroneous prescriptions recovered.

= Failure to identify a drug allergy accounted for 1.9 percent of all the closed claims in the
analysis, with an average paid indemnity higher than the overall average paid indemnity. All
claims in this category involved allergic reactions to antibiotics. This category was primarily
affected by one claim that was resolved in the mid-five-figure range. The patient had a known
antibiotic allergy, but the pharmacist was unaware of potential cross-allergy with the antibiotic
prescribed and dispensed. Another claim was resolved in the low six-figure range after the
pharmacist stated that he was unaware of the meaning of a red or “warning” screen on the com-
puter. The pharmacist bypassed the screen and dispensed the ordered antibiotic without further
review or contact with the prescribing practitioner. The patient suffered an allergic reaction to
the medication.

= Failure to identify overdosing encompassed 3.1 percent of all the closed claims in the analysis,
with an average paid indemnity higher than the overall average paid indemnity. All claims in the
category except one (an antineoplastic) involved opioids. This category was primarily influenced
by a claim that was resolved in the mid-six-figure range, where intrathecal morphine 5 mg per
ml at 0.5 cc per hour was prescribed. The pharmacist failed to identify this as an excessive dos-
age if administered by the intrathecal route. Although the pharmacist denied that intrathecal
administration of the prescribed dose would constitute an overdose, the patient died and the
cause of death was stated as morphine overdose.




FIGURE 9: Distribution of Closed Claims by Allegation Category

(Includes closed claims with an indemnity payment of one dollar or greater.)
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FIGURE 10: Severity by Allegation Category

(Includes closed claims with an indemnity payment of one dollar or greater.)

Percentage of Total paid ~ Average paid

Primary allegation  closed claims indemnity indemnity

Infection control error - contamination of drug/container/equipment 0.6% $1,000,000 $1,000,000
Compounding calculation and/or preparation error 3.7% $2,240,500 $373,417

Failure to counsel patient 1.2% $524,500 $262,250

Wrong form/route 2.5% $617,621 $154,405

Failure to identify drug allergy 1.9% $372,500 $124,167

Failure to identify overdosing 3.1% $567,399 $113,480

Wrong strength 0.6% $79,167 $79,167

Wrong dose 31.5% $3,791,807 $74,349

Inappropriate/improper substitution 1.9% $216,250 $72,083

Failure to consult with prescribing practitioner for any question/concern 4.9% $519,241 $64,905
Wrong drug 43.8% $4,129,836 $58,167

Failure to identify drug interactions 0.6% $30,833 $30,833

Failure to provide child-resistant cap 0.6% $15,000 $15,000

Prescription given to wrong patient 3.1% $17,500 $3,500

Overall 100.0% $14,122,154 $87,174

Wrong drug (43.8 percent) and
wrong dose (31.5 percent) together
represented 75.3 percent of all
the closed claims in the sample.
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Analysis of Disability by National Coordinating Counsel

for Medication Error Reporting and Prevention (NCC MERP) Category

Three NCC MERP disability categories experienced an average paid indemnity higher than the

overall average paid indemnity, accounting for 32.7 percent of all the closed claims in the analysis:

= Error with permanent patient harm represented 11.7 percent of all the closed claims in the

analysis, with an average paid indemnity higher than the overall average paid indemnity. This
finding is consistent with the fact that permanently disabled individuals may require significant
medical and social support for the remainder of their lives. This category was affected primarily

by three claims resolved at policy limits:

A child suffered permanent brain damage following infusion of improperly
compounded total parenteral nutrition.

An adult suffered permanent brain damage following simultaneous overdoses of

Phenergan and Fentanyl.

The premature birth of an infant with permanent brain damage resulted from the
dispensing of a wrong drug. (Progesterone suppository was ordered and Prostin
suppository dispensed and administered to the mother, inducing premature labor

and delivery.)

= Error resulting in the patient’s death accounted for 11.7 percent of all closed claims in the
analysis, with an average paid indemnity higher than the overall average paid indemnity. This
category was primarily affected by several claims that were resolved at or near policy limits.
These included the deaths of two children, one from a Clonidine compounding error and the
other from the dispensing of the wrong drug, which resulted in the child receiving no chemo-
therapy for leukemia. A third death involved an adult patient who received intrathecal morphine.

= Error requiring an intervention to sustain the patient’s life constituted 9.3 percent of all the
closed claims in the analysis, with an average paid indemnity higher than the overall average
paid indemnity. This category was primarily affected by two claims. The first claim, which resolved
near policy limits, involved a Fentanyl wrong dose, resulting in respiratory arrest, resuscitation
and permanent brain damage. The second claim, which resolved in the mid-six-figure range,
involved a wrong dose of Tacrolimus. This led to failure of the patient’s transplanted liver, requir-

ing the patient to undergo a second transplant operation.

The remaining NCC MERP categories each had an average paid indemnity lower than the overall

average paid indemnity.




FIGURE 11: NCC MERP* Category by Average Paid Indemnity
(Includes closed claims with an indemnity payment of one dollar or greater.)
*National Coordinating Council for Medication Error Reporting and Prevention

Percentage of Total paid ~ Average paid

NCC MERP category  closed claims indemnity indemnity

G: Error with permanent patient harm 1.7% $5,808,875 $305,730

I: Error with patient’s death 11.7% $4,184,491 $220,236

H: Error requiring intervention to sustain patient’s life 9.3% $1,727,493 $115,166

F: Error with temporary harm requiring interventi;n/prolpnged 22.8% $1.842.886 $49 808
ospitalization

Other: Animal patient 1.9% $39,738 $13,246

E: Error with temporary harm requiring patient intervention 21.6% $356,073 $10,174

D: Error with patient monitoring required to conﬁrm no hgrm suffgred 11% $121,417 $6,745
nor intervention required

A: Circumstances or events with capacity to cause error 3.7% $23,000 $3,833

C: Error reached patient, but did not cause harm 6.2% $18,181 $1,818

B: Error occurred, but did not reach patient 0.0% $0 $0

Overall 100.0% $14,122,154 $87,174

FIGURE 12: Distribution of Closed Claims by NCC MERP* Category

(Includes closed claims with an indemnity payment of one dollar or greater.)

*There were no closed claims in NCC MERP Category B, “Error occurred, but did not reach patient.”
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Analysis of Drug-related Animal Injuries

Pharmacist closed claims involving drugs prescribed for animals accounted for 1.9 percent of all

the closed claims in the analysis. All claims involved dispensing of the wrong drug. While none

of the animals died, they all became significantly ill and required veterinary intervention. The three

animal-related claims are described below:

= A dog suffered severe vomiting, diarrhea and pancytopenia, requiring multiple transfusions.

In addition, the sickened dog damaged the owner’s furnishings and carpets, resulting in costly
repairs/replacements.

= A dog developed gastritis and exacerbation of pancreatitis, requiring significant veterinary care.

= A cat suffered severe gastrointestinal symptoms, requiring significant veterinary care.

FIGURE 13: Animal Injuries
*Percentages are rounded.
Percentage of Total paid ~ Average paid
Selected injury  closed claims indemnity indemnity
Poisoning 0.6% $35,000 $35,000
Overdose 0.6% $2,738 $2,738
Medication-related injury not defined 0.6% $2,000 $2,000
Overall 1.9%* $39,738 $13,246

Analysis of Wrong Drug Closed Claims
Figure 14 illustrates that of all the allegations in the analysis, 43.8 percent involved the pharmacist
dispensing the wrong drug.

Wrong drug closed claims accounted for 43.8 percent of the claims in the analysis. Because the
data were derived from review of the claim files rather than the patient’s medical record, there were
instances where the specific drug and/or dose prescribed and/or dispensed were not always iden-
tified in the claim file.

FIGURE 14: Distribution of Wrong Drug Closed Claims in Relation to All Allegation Categories
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Ten closed claims where the patient received the wrong drug resulted in indemnity payments higher
than the overall average paid indemnity of $87,174. (Two of the claims involved the same Primidone
incident, but both the dispensing pharmacist and owner were sued separately.)

= Progesterone suppository prescribed and Prostaglandin suppository dispensed accounted
for 0.6 percent of the wrong drug closed claims. This wrong drug claim was resolved for full
policy limits. It is described in detail as Case Study 1 on page 30.

= Prescription of 6-Mercaptopurine and dispensing of Propylthiouracil comprised 0.6 percent
of the wrong drug closed claims. This wrong drug claim involved a child with leukemia who,
over a six-month period, received thyroid medication rather than the prescribed chemotherapy.
The patient suffered relapse and died. The claim was resolved at near policy limits.

= Diamox prescribed and Diabinese dispensed represented 0.6 percent of the wrong drug
closed claims. The patient developed a rare series of adverse effects from taking the wrong drug
and subsequently suffered permanent, significant loss of vision. The claim was resolved in the
low six-figure range.

= Primidone prescribed and Prednisone dispensed accounted for 1.2 percent of the wrong drug
closed claims. Although these claims involved only one patient, separate claims were made
against the dispensing pharmacist and the pharmacy owner, both of whom were insured by CNA.
The patient suffered permanent brain damage. Together, the two claims were resolved in the
mid-six-figure range.

= Tegretol was prescribed and Theophylline dispensed, accounting for 0.6 percent of the wrong
drug closed claims. (While two similar drug errors involving Tegretol occurred, only one claim,
where Tegretol was prescribed and Theophylline was dispensed, resulted in the patient suffer-
ing grand mal seizures.) The claim was resolved in the low six-figure range.

= Isosorbide prescribed and Glipizide dispensed accounted for 0.6 percent of the wrong drug
closed claims. The patient suffered a hypoglycemic crisis resulting in brain damage and ultimately
death. The claim was resolved in the low six-figure range.

= Klonapin and Tinzanidine prescribed and two prescriptions of Klonapin dispensed represented
0.6 percent of the wrong drug closed claims. Although the labels indicated that the bottles
contained two different drugs, in fact both bottles held identical Klonapin tablets. The patient
did not question this and took twice the prescribed dosage of Klonapin, afterward becoming
confused and unsteady, then falling and injuring his arm. The patient’s arm injury required multi-
ple surgical interventions and resulted in permanent disfigurement. The claim was resolved in
the low six-figure range.

= Tarceva prescribed and Tambocor dispensed accounted for 0.6 percent of the wrong drug
closed claims. The specific dose prescribed and dose dispensed is not available, but the claim
identified that the patient received less than the prescribed dose. Because the patient did not
receive the prescribed antineoplastic treatment, he was deemed to have lost the last and best
chance for treatment of his lung cancer, which proved fatal. The claim was resolved in the low
six-figure range.

= Amaryl prescribed and Coumadin dispensed comprised 0.6 percent of the wrong drug
closed claims. The patient suffered gastrointestinal bleeding, requiring hospital care. The claim
was resolved in the high five-figure range.




FIGURE 15: Severity of Wrong Drug Closed Claims

by Name of Drug Prescribed and Name of Drug Dispensed
- Claims marked with an asterisk (*) are those where the drug name and/or dose were not provided.
- Claims with a gray background indicate that the drug prescribed was involved in more than one wrong drug closed claim.

- Indemnity payments marked in red are higher than the overall average paid indemnity of $87,174.

Total paid
Drug prescribed Drug dispensed indemnity  Resulting injury or adverse effect
6-Mercaptopurine® Propylthiouracil* $900,000  (Child) Leukemia relapse and death
. . Gastrointestinal bleeding, requiring emergenc
Aiplize Sl $1,000 department treatment e d g
Aciphex* Aricept* $1,750  Gastrointestinal distress
Adipex* Aciphex* $1,000 Emotional distress
. Abnormal International Normalized Ratio (INR)
* * ’
Alprazolam Coumadin $62 requiring administration of vitamin K
Amantadine* Amitriptyline* $6,500 Sedano_n, lethargy and exacerbation of multiple
sclerosis symptoms
Amaryl* Detrol* $30,000 Multiple hypoglycemic events, requiring
Y ' emergency department treatment
Amaryl* Coumadin® $87.500 Sast(omtestmal bleeding, requiring
ospital treatment
Armidarone* Warfarin* $5,500 Emotional distress, due to fear that the anticoag-
' ulant could affect an existing cardiac condition
Amitriptyline Hydrochlorothiazide $17.096 Dehydration, twice requiring emergency
50 mg 50 mg ! department treatment
Axid* Levothyroxine* $500  Stomach pain
Azithromycin® Armoxicillin® $3.118 (Child) Allergic reaction with respiratory distress
and emergency department treatment
Brethine* Bromacriptine® $12,500 Sae;/eere nausea and vomiting, requiring hospital
- - Uncontrolled seizures and decreased mental status,
Carbamazepine Chlorpromazine $42,500 requiring two episodes of hospital treatment
Celexa* Atenolol* $2.750 Syncope, requiring emergency department
treatment and observation
Celexa* Zellsielen $25 000 Dizziness and light-headedness, requiring
! emergency department treatment
Claritin* Coumadin* $74,188 Hematuria, requiring hospital treatment
e o Dizziness and light-headedness, resulting in
Sl Aplelen $2,500 emergency department treatment
. N . - Dizziness, confusion and missed opportunity for
Eliemigliene Cloitei i $3,750 fertility treatment, resulting in emotional distress
. . . Dog) Gastrointestinal symptoms and pancreatitis,
Clomiphene* Clomipramine* $2,000 f’eqL?i)ring T treaytm'Znt P
- . (Child) Dizziness and confusion, requiring
* *
Clloritcine Kerepeia $5,000 emergency department treatment
Clonidine* S — 4257 (C?hlld) Emotional dlst.ress, requiring emergency
epartment observation
- - (Child) Severe hypoglycemic event, resulting in
* *
Clentels Cllipteete $25,000 hospitalization and alleged brain damage
P 9 9
(Dog) Gastrointestinal distress and pancytopenia,
Cyclosporine* Cyclophosphamide* $35,000 requiring transfusions and significant veterinary
care, and resulting in property damage
Demerol suppository Dilaudid suppository $50,000 “Near death” episode of hypotension and
100 mg 100 mg ’ respiratory distress, requiring hospital treatment
Detrol* Amaryl* $3,300 Three hypoglycemic events, each requiring

emergency department treatment




FIGURE 15 (Continued): Severity of Wrong Drug Closed Claims
by Name of Drug Prescribed and Name of Drug Dispensed
- Claims marked with an asterisk (*) are those where the drug name and/or dose were not provided.
- Claims with a gray background indicate that the drug prescribed was involved in more than one wrong drug closed claim.
- Indemnity payments marked in red are higher than the overall average paid indemnity of $87,174.

Total paid
Drug prescribed Drug dispensed indemnit Resulting injury or adverse effect
gp g disp Yy g Injury
A rare series of adverse effects that were difficult
Diamox* Diabinese* $275,000  to diagnose, resulting in permanent, significant
vision loss
Doxazosin* Glimepiride* $40,000 Two episodes of hypoglycemic shock, each
requiring 911 assistance and hospital treatment
Drug not named Drug not named $8,116  Dizziness, light-headedness and lethar
9 9 9 y
Fertility drug* Antidepressant drug* $12,000 Eon:ior?\(/)i?fol ?elittirl(iezsasti%\:wer the lost opportunity
(Child) Lethargy, dizziness and light-headedness,
Focolin XR* Kadian* $6,500 requiring charcoal gastric lavage in the emergenc
9 9 9 gency
department
- « Exacerbation of congestive heart failure, requiring
Furosemide Propranalol $5,000 ventilator and ICU care with prolonged recovery
Hydralazine Hydroxyzine Cardiac arrhythmia, resulting in a "near death"
$60,000 : o .
50 mg 50 mg experience and hospital intensive care
. Two prescriptions of . . .
Hydrochlorothiazide - Severe edema, exacerbation of cardiac condition
and Atenolol* H Atenolol gnd ng $10,000 and emotional distress
ydrochlorothiazide
Hydrocodone* Fastin* $1,250  Anxiety, jitteriness and emotional distress
) ) Vertigo, light-headedness and an episode
elegaine 25 gy yelalztis 25 mg $1,000 of hypotension, requiring hospital treatment
e Chloral Hydrate* $10,000 (Chllgl} Severe gxacerbatlon of psoriasis,
requiring hospital treatment
Isosorbide* Glipizide* $185,000 Do e e e 9 I brain damage
Keppra* Cipro* $37,500  Seizures and alleged permanent disability
Two prescriptions of Confusion, fall and arm injury, requiring
Klonapin and Tinzanidine* Klonapin* and $137,500  multiple surgical interventions with permanent
no Tinzanidine disfigurement
Klor-con* Selegine* $1,200 Exacerbation of Parkinson-like symptoms
Lasic Lotensin* 2999 Exocerbation of edema, requiring emergency
Lipitor* Lotensin® $1.500 Racmg pulse sensation, chills and diaphoresis,
requiring emergency department treatment
Medrol pack* Fosamax* $3,250 Esophageal burns with residual symptoms
Medroxvorogesterone Methotrexate Pain and emotional distress due to fear
ypreg >5m 25m $30,000 that the error could result in damage to
= mg = mg previous liver transplant
. Severe neuropathy of both feet and ankles and
* *
Metalazone Methimazole $8,500 exacerbation of thyroid and diabetic conditions
Methotrexate* Medroxyprogesterone* $3,500  Exacerbation of arthritic pain
Millipred Xanax* $26,000 |(’]Ch||<'3|) Drowsiness and lethargy, requiring
ospital treatment
Niacin® Naprosyn* $250 altsrrl?zzzsdlscomfort, resulting in two lost
Norpramin* Naproxen* $8,000 Gastrointestinal dlstress, requiring hospital
treatment of a gastric ulcer
(Child) Major exacerbation of depression,
Paxil* Alprazolam* $5,000 including suicidal ideation, requiring prolonged

hospitalization and follow-up care

continued...
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FIGURE 15 (Continued): Severity of Wrong Drug Closed Claims
by Name of Drug Prescribed and Name of Drug Dispensed

- Claims marked with an asterisk (*) are those where the drug name and/or dose were not provided.

- Claims with a gray background indicate that the drug prescribed was involved in more than one wrong drug closed claim.

- Indemnity payments marked in red are higher than the overall average paid indemnity of $87,174.

mCNA AND HPSO 2013 PHARMACIST LIABILITY: PART 1

Total paid
Drug prescribed Drug dispensed indemnity Resulting injury or adverse effect
Penicillin IV* Morphine IV* $5,000 Respiratory arrest with anoxia, requiring resuscitation
and resulting in permanent adverse effects
Pravastatin Paroxetine $10,000 Gastrointestinal distress and vertigo, requiring
40 mg 40 mg ! emergency department treatment
Prevacid and Prevacid, Potassium $5,000 Vertigo and a fall, resulting in a spinal cord
Potassium Chloride* Chloride and Zyprexa* ! contusion that may require future surgery
Exacerbation of patient’s existing infection and
Prevpac* Prevacid* $25,000 delay in restarting Celebrex, resulting in increased
pain and suffering
Primidone* Prednisone* $225000 Permanent brain damage (The pharmacy owner
was sued, as was the dispensing pharmacist.)
Permanent brain damage (The pharmacist denied
- N . . he made the error, but he was the only pharmacist
Fimetone Frseisone $225,000 on duty the day of the error. The pharmacy owner
was also sued.)
Hurman chorionic Non-implantation of the patient’s last fertilized
Progesterone oil IM* onadotrobin IM* $42,500 egg that was a genetic match with her living
9 P children, resulting in prolonged emotional distress
Premature labor and delivery of a 23-week
Progesterone suppository*  Prostaglandin suppository* $1,000,000 infant who was both premature and severely
neurologically impaired
Prozack Prolixin® $31,075 (Chlld) Seizures, necessitating hospital treatment
with a prolonged recovery
Ritalin® Reglan* $6,000 (Child) Glycemic event, requiring hospital treat-
ment
Septra DS* Darvocet N 100 $8.927 ?ﬁﬁculty thm.k‘mg, heac?l pain, confusion and
atigue, requiring hospital treatment
Death, as the patient did not receive the
Tarceva* Tambocor* $100,000 prescribed antineoplastic treatment and lost
the "last and best chance" for survival
. « No severe acute symptoms, but patient
Tegpzicl Tejerel $117 required hospital monitoring
. Grand mal seizures, requiring hospital
* * ’
Tegpzicl Thegsiyline $200,000 treatment followed by extensive home care
. e Severe allergic skin reaction, requiring
Theophylline 450 mg Lithium 450 mg $12,500 hospital treatment
Two episodes of hypotension, resulting in call to
* * ’
TogEmERR Tl $5,500 Poison Control and emergency department care
Severe allergic reaction, necessitating hospital
* * ’
MeeEmErS Teperel el cardiac monitoring and steroid treatment
Two prescriptions of
Wellbutrin and Cymbalta* Wellbutrin and $2,500 Severe emotional distress
no Cymbalta*
Exacerbation of hypertension from delay in
Zestril* Zocor* $381  restarting Zestril until Zocor had been stopped
for a significant period of time
Zyrtect Zyprexa* $2.500 Vertigo, light-headedness and feelings of illness,
requiring emergency department treatment
Overall $4,129,836



Factors Affecting Wrong Drug Dispensing Errors

Often, pharmacists cannot specify a reason for having dispensed the wrong drug. In reviewing the
wrong drug closed claims, some elements emerged that appear to have contributed to the percent-
age and/or severity of such errors.

Pharmacist failures to separate or otherwise distinguish among sound-alike drugs (18.5 percent), as
well as failure to check the drug against the label and the actual prescription (10.5 percent), were
the most common explanations for wrong drug dispensing errors.

Three factors were identified for those wrong drug closed claims that experienced an average paid
indemnity higher than the overall average paid indemnity:
= Failure to obtain the patient history/profile/drug therapies accounted for 0.6 percent of the
wrong drug closed claims and had a paid indemnity near policy limits.

= Failure to question the prescribing practitioner about any unusual prescription comprised 1.9
percent of the wrong drug closed claims, with an average paid indemnity much higher than the
overall average paid indemnity.

= Failure to question the practitioner about unusual numbers/amounts of controlled drugs
accounted for 1.2 percent of the wrong drug closed claims. These claims represented an average
paid indemnity higher than the overall average paid indemnity.

In addition, claims with no identified explanation or specific underlying cause for the error accounted

for 2.5 percent of the wrong drug closed claims. These claims experience an average paid indemnity
higher than the overall average paid indemnity.

FIGURE 16: Factors Affecting Wrong Drug Dispensing Errors

Percentage of Total paid ~ Average paid
Factors  closed claims indemnity indemnity
Failure to obtain patient history{profile/drug therapies 0.6% $500,000 $900,000
and make appropriate recommendations
Failure to question prescribing practitioner about an unusual prescription 1.9% $1,137,500 $379,167
No explanation or underlying cause for error identified 2.5% $480,116 $120,029
Failure to question practitioner about unusual numbers/amounts 12% $187,500 $93.750
of controlled drugs
Failure to specifically monitor and clarify anticoagulant prescriptions 0.6% $74,188 $74,188
Failure to separate sound-alike drugs using color/separati?n/tall man 18.5% $952,197 $31740
etters, etc.
Failure to separate look-alike drugs using color/separati?n/tall man 12% $43,250 $21 625
etters, etc.
Failure to verify generic equivalency prior to legal substitution 1.9% $56,000 $18,667
Failure to review and check prescription for error/discrepancy/illegibility 2.5% $68,362 $17,091
Failure to check drug against label and actual prescription 10.5% $209,223 $12,307
Pharmacy technician acted outside the state-defined scope of practice 0.6% $6,500 $6,500
Failure to specifically monitor and clarify controlled drug prescriptions 0.6% $5,000 $5,000
Failure to review prescriptions with patient 0.6% $5,000 $5,000
Failure to consider patient history/profile/drug therapies 0.6% $5,000 $5,000
Overall 43.8% $4,129,836 $58,167




Case Study 1: Wrong Drug Error

The patient was a 23-year-old woman who was 23 weeks
pregnant and had been experiencing slight vaginal bleeding
with a suspected inadequate cervix. She was admitted to the
hospital inpatient obstetrical unit for observation and bed
rest. Her physician prescribed a progesterone suppository in
an effort to prevent premature labor and delivery.

Feeling ill, the pharmacist had asked to be relieved and was
told she could leave. As it was a very busy day, she decided
instead to wait until the relieving pharmacist came on duty.

The relieving pharmacist did not arrive for two more hours,

and the order for the progesterone suppository was received
and handled by the pharmacist during that time. The pharma-
cist was unfamiliar with this drug, and it was later confirmed
that the hospital pharmacy had not carried the progesterone
suppository for many years. She entered what she believed

to be the correct mnemonic for progesterone into the com-
puterized system and the drug Prostin appeared. The phar-

macist did not question the different name and dispensed
Prostin suppositories, believing it was the same drug.

Tragically, Prostin is a cervical ripening agent sometimes used
for abortion procedures, which provides the opposite clinical
effect of the prescribed drug. The labor and delivery nurse

did not identify the error and administered the Prostin sup-
pository. The patient went into active labor and prematurely
delivered a 23-week-gestation male infant. The baby was born
severely impaired, requiring intubation and ventilator support,

and was transferred to a specialized hospital where he remains,
receiving total care.

Risk Management Recommendations

Dispensing of any medication involves potential risk, and
every possible safeguard should be undertaken to prevent
errors. The following strategies can help reduce the likelihood
of error:

1. Do not dispense any unfamiliar drug without performing
appropriate research regarding its uses, contraindications
and hazards.

2. Ensure that each pharmacy computer is programmed
to offer comprehensive, current drug research, which is
automatically updated or otherwise regularly provided
for each pharmacy staff member.

3. Once the drug is researched and understood, clarify
the patient’s clinical history, diagnosis and drug history
to ensure that the prescribed drug is appropriate for
the clinical effect desired.

4. Follow pharmacy protocols when entering the drug order
into the pharmacy computer, using only approved Sig
codes or mnemonics.

5. Consider any override of a computerized warning to
be an incident, and regularly review all overrides to iden-

The error was discovered the following day and was disclosed
to the parents and to the pharmacist. The pharmacist agreed
she should have investigated the prescribed drug since she

was unfamiliar with it. She further agreed that when entering
the drug into the computer, she failed to question whether

the two drugs were the same, research the drug names or call
the physician to clarify the order. Both the hospital and the
involved nurse were named as co-defendants in the subse-
quent litigation.

Resolution

The incident was reported to the state department of health.
The pharmacist was devastated by the injury. She was unable
to explain why she had failed to follow facility and pharmacy
safety policies and acknowledged her negligence. Due to
the infant’s need for lifelong, around-the-clock care, the full
limits of the pharmacist’s policy were tendered. Expenses
were in excess of $50,000.

Risk Management Comments

The pharmacist attempted to protect the pharmacy from pos-
sible dispensing errors related to understaffing by staying
until her replacement arrived. However, her illness and the
busy pace of the pharmacy may have been factors in her lack
of judgment and the resulting medication dispensing error.
Regardless, the pharmacist failed to utilize appropriate phar-
macy procedures and safeguards to minimize the likelihood
of preventable errors.

tify system errors, incomplete formulary, inadequate
or improper Sig codes, practitioner ordering issues, or
pharmacist and pharmacy technician competency issues.

6. Never assume similar sounding names are equivalents.
Sound-alike names are one of the major factors in phar-
macy errors. Effective measures should be taken to
separate and clearly identify sound-alike drugs, including
use of conspicuous warning labels.

7. Contact the prescribing practitioner regarding any
question related to the prescribed drug, including con-
traindications and potential interactions, and consult
with the supervising pharmacist or pharmacy director,
as needed.

8. Ensure that all prescriptions are checked prior to dispens-
ing, preferably by a second pharmacist, for additional
safety. In a single-pharmacist setting, the pharmacist must
check each prescription against the original order; verify
that the proper drug, dosage and quantity are dispensed;
and confirm that the label, patient instructions and any
warnings are correct.



Analysis of Wrong Dose Closed Claims

Figure 17 illustrates that 31.5 percent of all the closed claims in the analysis involved the pharmacist
dispensing a wrong dose of the prescribed drug. These claims had an average paid indemnity of
$74,349, which is lower than the overall average paid indemnity of $87,174.

Wrong dose closed claims (31.5 percent) accounted for the second highest percentage of all the
closed claims in the analysis. Because the data were derived from review of the claim files, rather
than the patient’s medical record, there were instances where the specific doses prescribed and/or
dispensed were not included in the claim file.

FIGURE 17: Distribution of Wrong Dose Closed Claims in Relation to All Allegation Categories

31.5%
Wrong dose
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FIGURE 18: Wrong Dose by Drug and Dose Prescribed and Dose Dispensed

- Claims marked with an asterisk (*) are those where the drug name and/or dose were not provided.

- Claims with a gray background indicate that the drug prescribed was involved in more than one wrong dose closed claim.
- Indemnity payments marked in red are higher than the overall average paid indemnity of $87,174.

- Claims marked with a plus sign (+) are those where the pharmacist believed the prescribed dose of the drug was dispensed,

but the patient suffered symptoms of overdose of one or more of the drugs dispensed and required medical treatment.

Dose Dose Total paid
Drug prescribed prescribed dispensed indemnity  Resulting injury or adverse effect
Symptoms of withdrawal from the medication
Alprazolam 2mg 0.25mg $3,750 and emotional distress
Amitriptyline 10 mg 100 mg $2738 (Cat) AGastromtestlnal distress, requiring
veterinary care
o Sedation, confusion and fall, resulting in
Amitriptyline 10mg 100 mg $187,500 facial fractures, subdural bleeding and death
o Shortness of breath, headache, nausea
Amitriptyline 10 mg 100 mg $15,000 Sl veriing
o Sedation, dizziness, and fall with muscle and
At Wing B $10,500 tendon arm injuries, requiring hospital treatment
. (Child) Gastrointestinal symptoms with
Augmentin 11sp 3tsp $40,000 permanent partial disability
(Child) Over-sedation, resulting in hospital
Chloral Hydrate 300 mg 3,000 mg $18,000 admission and allegation by parents of permanent
brain damage
. Cipro 500 mg, Cipro 100 mg,
Cipro, Flagyl P 9 P 9
. 1agy Flagyl 500 mg, Flagyl 250 mg, $10,000  Severe exacerbation of Crohn's disease symptoms
and Prednisone
Prednisone 20mg  Prednisone 5mg
Ciprofloxacin and
Hydrocodohe Not available* Not available* $4.100 Gastrointestinal distress, pain, suffering
with and lost work hours
Acetaminophen*
Clindamycin* Not available* Not available* $10,000 Temporary loss of vision and emotional distress
Clonidine 0.1 mg 0.4 mg $20,000 (Child) Ve'rfugo and fall, resulting in a concussion
and requiring emergency department treatment
Clonidine 02 e 2 mg $45,000 Arrhythmla and hypotension, requiring hospital
intensive care treatment
Stroke with permanent adverse effects (Patient
Coumadin 0.1 mg 10 mg $82,500 asked why medication looked different and was
told it was generic equivalent.)
Bleeding under the skin on both arms, face,
Coumadin 1 mg 10 mg $27,500  mouth and around both eyes, requiring hospital
treatment and monitoring
) Bruising and contusions with possible
Coumaciy (e erme B0 gastrointestinal bleeding
Abnormal International Normalized Ratio (INR)
Coumadin 1mg 5mg $3,500 following total knee replacement, requiring
readmission and vitamin K treatment
Exacerbation of unstable International Normalized
Coumadin 2mg 10 mg $500,000 Ratio (INR), increased bleeding risk and endocar-
ditis, requiring prolonged hospitalization
Coumadin 2 e e $10,000 Lgthgrgy and loss of consciousness, requiring hos-
pitalization and subsequent prolonged home care
Coumadin 5mg 10 mg $4,750 Gastrointestinal bleeding, requiring hospital care
Cozaar* Not available* Not available* $10,000 Weakness, lethargy, dizziness and loss of one

month’s work




FIGURE 18 (Continued): Wrong Dose by Drug and Dose Prescribed and Dose Dispensed

- Claims marked with an asterisk (*) are those where the drug name and/or dose were not provided.

- Claims with a gray background indicate that the drug prescribed was involved in more than one wrong dose closed claim.

- Indemnity payments marked in red are higher than the overall average paid indemnity of $87,174.

- Claims marked with a plus sign (+) are those where the pharmacist believed the prescribed dose of the drug was dispensed,

but the patient suffered symptoms of overdose of one or more of the drugs dispensed and required medical treatment.

Dose Dose Total paid
Drug prescribed prescribed dispensed indemnity  Resulting injury or adverse effect
Decadron 1 mg 4 mg $25,000 Exacerbation of Cushing’s syndrome symptoms
I Two seizure episodes, each requiring
Dilantin 100 mg 30 mg $8,560 hospital treatment
Fentanyl patch 50 mcg 100 mcg $975,000 Permanent brain damage

Confusion, agitation and hallucinations with
uncontrolled blinking and muscle twitching,

Haldol 1 mg 10mg $35,000 requiring hospital-supervised tapering off from
the Haldol

. Several psychotic episodes and deterioration

Haloperidol 20mg 1mg $7,500 of patient’s psychiatric condition
Glycemic events with permanent exacerbation of
Humulin* Not available* Not available* $4,500 the patient’s diabetes mellitus, due to dispensing
of expired Insulin
Insulin . . Major hypoglycemic episode requiring
(type not noted) 2 units 20 units $15,000 hospital treatment
(Child) Severe respiratory distress, requiring
J-Max 3cc 3tsp $20,000 life-flight to a pediatric hospital with cardiac
intensive care
Lanoxin 0.125 mg 025 e $21,500 Cardl'ac arrhythmia, requiring inpatient
hospital care
Lanoxin 9iZ5{mg B0Zsmg $31,000 Card|a§ arrhyth'mla, requiring I|fe-f[|ght to
a hospital providing cardiac intensive care
Levoxy 50 mg 150 mg $10,000 Severe pain apd headaches, preventing patient
from completing college courses
Dizziness, light-headedness and unsteady gait
with marked fatigue [(+)Pharmacist was unable
to identify any error based on pharmacy records
Lorazepam Smg(+) Smg(+) $9.000 and believed the proper dose was dispensed.

P 9 9 ! The patient was adamant that the drug dispensed
was not the same as his usual prescription, and
he required emergency department care for his
symptoms.]

Liver failure and death (Abnormal liver test results
Mercaptopurine 100 mg 200 mg bid $35,000 were reported to physician but not addressed, and
pharmacist provided refills.)
Methadone 10 mg 40 mg $14.160 Cardiac arrest, syccessful resuscitation and
prolonged hospital care
Weakness, light-headedness and consequent fall,
Ntz elons 8 mg ~0 g $12,275 resulting in broken teeth and a leg injury
75m 0.25 mg
Methotrexate -~ mg three times per $12,500  Pain and acute renal failure
once per week dav f
ay for 30 days
Morphine 100 mg 200 mg $25,000 Sedation and confusion with a known brain lesion,

resulting in impaired cognition

continued...
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FIGURE 18 (Continued): Wrong Dose by Drug and Dose Prescribed and Dose Dispensed

- Claims marked with an asterisk (*) are those where the drug name and/or dose were not provided.

- Claims with a gray background indicate that the drug prescribed was involved in more than one wrong dose closed claim.
- Indemnity payments marked in red are higher than the overall average paid indemnity of $87,174.

- Claims marked with a plus sign (+) are those where the pharmacist believed the prescribed dose of the drug was dispensed,

but the patient suffered symptoms of overdose of one or more of the drugs dispensed and required medical treatment.

Dose Dose Total paid
Drug prescribed prescribed dispensed indemnity  Resulting injury or adverse effect
Patient alleged overdose with dizziness, vertigo and
emotional distress, requiring emergency depart-
ment treatment. [(+) The patient had previously been
prescribed Hydrocodone 10 mg. The pharmacist
questioned the change in the drug, as well as the
10 mg, 10 mg, high dose and frequency, and called the physician’s
Oxveontin one to two one to two $1,000 office to clarify the prescription. The pharmacist
Y tablets every tablets every ' was told by a member of the physician’s office staff
4 hours (+) 4 hours (+) that the prescription was correct, but did not insist
on speaking directly with the prescribing physician.
The physician later stated that he had wanted the
patient to receive Oxycontin 10 mg, one tablet
every 6-8 hours prn. The pharmacist did not docu-
ment any of these events.]
Permax 0.05 mg Permax 0.5 mg $3.750 Sastromtestlnal distress, necessitating emergency
epartment treatment
Phenergan Phenergan 25 . )
Phenergan 12.5 mg, Fentanyl mg, Fentanyl 75 $1,000,000 Simultaneous qverdoses of both drugs, causing
and Fentanyl permanent brain damage
12.5 mcg mcg
20 mg one tablet 20 mg three General complaints of feeling very ill, resulting
Prednisone ) tablets, three $750 . '
daily . ; in emergency department treatment
times daily
Severe muscle and back pain, requiring
Synthroid 0.25 mg 0.025 mg $5,250 emergency department treatment (Patient
also experienced hair loss.)
Synthroid* Not available* Not available* $3,500  Chest pain, necessitating physician treatment
Tacrolimus* Not available* Not available* $362,500 Rejection .Of prior transplanted liver, requiring
a second liver transplant
- Vertigo, syncope and fall with head injury,
Thioridazine 10mg 100 mg $8,000 necessitating a CT scan and hospital observation
. (Child) Severe nausea and vomiting, requiring
Trileptal 300 mg 600 mg $3,224 emergency department treatment
A Tylehol # 3 $500 Pain in patient’s back and feet, resulting in lost
with codeine work time
) Gastrointestinal bleeding, requiring
Warfarin 1mg 5mg $45,000 e
. Gastrointestinal and nasal bleeding,
Bl 203 G 29 G $5.000 requiring hospital treatment
Warfarin 3mg 5mg $47,500  Rectal bleeding, requiring hospital treatment
Warfarin 5m 10m $25 000 Bleeding in the spine, resulting in severe pain
9 9 ! and multiple hospitalizations
Overall $3,791,807
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The following information relates to the five wrong dose closed claims with a paid indemnity higher
than the overall average paid indemnity of $87,174:
= Phenergan 12.5 mg and Fentanyl 12.5 mcg patch prescribed in combination and Phenergan
25 mg and Fentanyl 75 mcg patch dispensed in combination, accounted for 0.6 percent of
the wrong dose closed claims. The patient received simultaneous overdoses of both drugs and
suffered permanent brain damage. The claim was resolved at full policy limits.

= Fentanyl 50 mcg patch prescribed and Fentanyl 100 mcg patch dispensed represented 0.6
percent of the wrong dose closed claims. The patient suffered permanent brain damage and
the claim was resolved at nearly full policy limits.

= Coumadin 2 mg prescribed and Coumadin 10 mg dispensed accounted for 0.6 percent of
the wrong dose closed claims. The patient suffered exacerbation of her unstable INR. This
increased her risk for hemorrhage and required extensive hospital care, where she later devel-
oped endocarditis, resulting in further prolonged hospitalization. The claim was resolved in the
mid-six-figure range.

= Tacrolimus dispensed in less than the prescribed dosage comprised 0.6 percent of the wrong
dose closed claims. Neither the specific prescribed dosage nor the actual amount dispensed
was noted in the claim file, which reflected only that the dispensed dosage was less than the
prescribed dosage. The patient had undergone a liver transplant, and the dispensing of less than
the prescribed dosage of Tacrolimus resulted in rejection of the transplanted liver. A second
liver transplant was subsequently required and performed. The claim was resolved in the low
six-figure range.

= Amitriptyline 10 mg prescribed and Amitriptyline 100 mg dispensed accounted for 1.9 per-
cent of the wrong dose closed claims. In one of these claims, the patient experienced dizziness
and fell, resulting in cranial and facial fractures, a subdural hematoma and subsequent death.
The claim was resolved in the low six-figure range.

Five wrong dose closed claims
resulted in a paid indemnity
higher than the overall average

paid indemnity of $87,174.
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Analysis of Injury/Iliness/Adverse Outcome

Nine injuries had an average paid indemnity higher than the overall average paid indemnity of

$87,174. The top nine injuries are as follows:

= Fetal birth-related brain damage accounted for 0.6 percent of all the closed claims in the

analysis, with an indemnity payment at the full policy limit. The injury resulted from a wrong drug
error, when Prostaglandin suppository was prescribed for a woman who was 23 weeks pregnant.
However, a Prostin suppository was mistakenly dispensed and administered instead. The patient
delivered prematurely, and the infant was born with brain damage and multiple disabilities.

= Brain injury other than birth-related accounted for 2.5 percent of all the closed claims in the
analysis, and had an average indemnity payment higher than the overall average paid indem-
nity. While all claims in this category had high indemnity payments, the category was primarily
influenced by two claims that were resolved at full policy limits, and another two claims that
were resolved in the low six-figure range:
A claim involving improperly compounded TPN potassium dosage resulted in cardiac
arrest and profound brain damage in a young child.

A claim involving simultaneous overdoses of both Phenergan and Fentanyl resulted in
profound brain damage. Claim severity was negatively affected by the pharmacy manager,
who attempted to alter records without the pharmacist’s knowledge.

Two claims (against both the pharmacist owner and the dispensing pharmacist) related to
a wrong drug error for a single patient, which involved a prescription for Primidone and
the dispensing of Prednisone. The patient suffered brain damage and emotional distress.
Each claim was resolved in the low six-figure range.

= Multisystem failure represented 0.6 percent of all the closed claims in the analysis, and had
an indemnity payment higher than the overall average paid indemnity. The single claim involved
dispensing of Amphotericin B instead of the prescribed Amphotericin B Lipid Complex. The
wrong form of the drug was infused for approximately an hour before being identified by the
nurse. The patient, who was a minor, suffered acute multisystem organ failure with chronic renal
damage. The claim was resolved in the mid-six-figure range.

= Infection/abscess/sepsis accounted for 1.2 percent of all the closed claims in the analysis,
and had an average paid indemnity higher than the overall average paid indemnity. One claim
involved multiple patients who were exposed to Hepatitis C. This claim, which was resolved for
policy limits, is described in Case Study 2 on page 41. The second claim involved a pharmacist’s
recommendation for a nonprescription ointment for a spider bite. The pharmacist stated that
he counseled the patient to see his physician if he did not improve within 48 hours, but the
patient denied that this advice had been given. The patient waited four days before seeing his
physician and subsequently suffered sepsis and necrotizing fasciitis, resulting in multiple surgical
procedures, skin grafting and disfigurement of his leg. The claim was resolved in the low six-
figure range.




= Respiratory arrest accounted for 1.9 percent of all the closed claims in the analysis, with an
average paid indemnity higher than the overall average paid indemnity. It was primarily influ-
enced by two claims:
The first claim, which was resolved for nearly full policy limits, involved a patient who suffered
a respiratory arrest following application of a Fentanyl patch. The pharmacist disputed the
allegation that an incorrect dosage was dispensed, but the patient responded when given
Narcan and suffered permanent brain damage.

Another claim involved respiratory arrest after the pharmacist failed to consult with the
prescribing practitioner over a difficult-to-read prescription (Fentanyl 12 mg). Not knowing
that Fentanyl 12 mg was available, the pharmacist assumed the prescription was for Fentanyl
112 mg and dispensed Fentanyl 100 mg, which she believed to be the “closest dose” to
the amount ordered. The patient suffered respiratory depression leading to respiratory arrest,
and was successfully resuscitated. The claim was resolved in the high five-figure range.

= Death (unexpected and unrelated to the patient’s expected course of illness) encompassed
11.7 percent of all the closed claims in the analysis, with an average paid indemnity higher than
the overall average paid indemnity. This category was affected by several claims — discussed
in the Allegation, Wrong Drug, Wrong Dose and Cause of Death sections of this report — with
paid indemnity higher than the overall average paid indemnity, including the following cases:

A dose of intrathecal morphine was dispensed. It was later alleged to be an overdose,
resulting in death.

An incorrect dosage of Clonidine was compounded by the pharmacy technician and was
not checked by the pharmacist before being dispensed and administered to a child.

The pharmacist dispensed a six-month prescription of a drug for a thyroid condition instead
of the prescribed chemotherapy for a child’s leukemia.

In collusion with two physicians, the pharmacist illegally dispensed Phentermine to an
Internet patient, knowing that there would be no physician oversight.

The pharmacist dispensed oral Ketamine without counseling the patient regarding the risks
of taking the drug off-label or with other drugs, and without following pharmacy protocols
related to reviewing the medical history of the patient.

= Loss of organ or organ function accounted for 1.2 percent of all the closed claims in the
analysis, and had an average paid indemnity higher than the overall average paid indemnity.
This category included a claim involving a patient who had received a liver transplant. Because
the wrong drug was dispensed, the patient did not receive the prescribed anti-rejection medi-
cation and suffered rejection of the transplanted liver. A second transplant was required and
subsequently performed.

= Renal/kidney failure accounted for 1.9 percent of all the closed claims in the analysis, reflect-
ing an average paid indemnity higher than the overall average paid indemnity. This category
was primarily affected by a claim where the pharmacist dispensed Oxycodone instead of the
prescribed Roxicodone, and the patient suffered renal failure with unconsciousness, hematuria
and encephalopathy.

= Eye injury/vision loss comprised 1.9 percent of all the closed claims in the analysis, and had
an average paid indemnity higher than the overall average paid indemnity. This category was
primarily affected by a claim where the patient suffered permanent loss of vision due to a rare
response to the wrong drug, resulting in Behcet's disease. The claim was resolved in the low
six-figure range.




FIGURE 19: Severity by Drug-related Injury/lliness/Adverse Outcome
(Includes closed claims with an indemnity payment of one dollar or greater.)
*Death-related claims are described in detail on pages 39-43.

Percentage of Total paid ~ Average paid

Injury  closed claims indemnity indemnity

Fetal/infant birth-related brain damage 0.6% $1,000,000 $1,000,000
Brain injury other than birth-related brain injury 2.5% $2,450,000 $612,500
Multisystem failure 0.6% $610,500 $610,500
Infection/abscess/sepsis 1.2% $1,125,000 $562,500

Respiratory arrest 1.9% $1,055,000 $351,667

Death* 11.7% $4,184,491 $220,236

Loss of organ or organ function 1.2% $372,500 $186,250
Renal/kidney failure 1.9% $285,021 $95,007

Eye injury/vision loss 1.9% $281,821 $93,940

Cerebrovascular accident (CVA)/stroke 0.6% $82,500 $82,500
Seizure 3.1% $319,635 $63,927

Increase or exacerbation of illness 8.6% $660,200 $47,157
Cardiac arrhythmia 1.9% $126,500 $42,167

Burn 1.2% $82,417 $41,209

Ear injury/hearing loss 0.6% $38,625 $38,625

Coma 0.6% $31,000 $31,000

Bleeding/hemorrhage 5.6% $253,250 $28,139

Overdose 13.6% $613,124 $27,869

Syncope/fainting 0.6% $25,000 $25,000

Gastrointestinal distress 1.9% $55,000 $18,333
Dehydration/malnutrition 0.6% $17,096 $17,096

Glycemic event 4.9% $131,300 $16,413

Fall 1.2% $32,275 $16,138

Bruise/contusion 0.6% $15,000 $15,000

Cardiopulmonary arrest 0.6% $14,160 $14,160

Neurological deficit/damage 0.6% $8,500 $8,500

Allergic reaction/anaphylaxis 3.7% $48,045 $8,008
Inflammation/inflammatory response 0.6% $8,000 $8,000
Swelling/edema 1.9% $17,999 $6,000
Emotional/psychological harm/distress 9.3% $84,555 $5,637
Vertigo/dizziness/light-headedness 6.8% $56,616 $5,147
Congestive heart failure 0.6% $5,000 $5,000

Chest pain/angina 0.6% $3,500 $3,500

Pain and suffering 4.9% $23,000 $2,875

Addiction 1.2% $5,524 $2,762

Overall 100.0% $14,122,154 $87,174




Analysis of Closed Claims Resulting in Death

A total of 11.7 percent of all the closed claim injuries in the analysis were medication-related patient
deaths. Figures 20 and 21 provide further analysis of the causes of those deaths. Figure 20 depicts
the distribution (i.e., percentage of total deaths) of the identified causes of death. Figure 21 lists the

identified causes of death by severity.

Death-related closed claims comprised 11.7 percent of all the closed clams in the analysis and had an
average paid indemnity more than twice as high as the overall average paid indemnity of $87,174.

There were seven identified causes of death:

= Overdose (wrong dose) of the prescribed drug(s) accounted for 57.9 percent of the death
closed claims, and resulted in an average paid indemnity greater than the average paid indem-
nity. These claims are included with all the wrong dose closed claims described in Figure 18,
on pages 32-34.

11.7%
I: Error with patient’s death

= Cancer accounted for 10.5 percent of the death closed claims, resulting in an average paid
indemnity that was the highest for any cause of death. One cancer death resulted when
. . . . . . . ORIGINAL FIGURE
6-Mercaptopurine was prescribed and Propylthiouracil was dispensed, causing the patient (a ON PAGE 23
child) to suffer a fatal relapse of leukemia. Another cancer death occurred when Tarceva was

prescribed, but Tambocor was dispensed, and the patient died of lung cancer.

= Glycemic events comprised 5.3 percent of the death closed claims, resulting in an average
indemnity payment higher than the overall average paid indemnity. One death resulted when
the patient received Glipizide instead of the prescribed Isosorbide.

= Allergic reaction/anaphylaxis accounted for 10.5 percent of the death closed claims, with an
average paid indemnity higher than the overall average paid indemnity. In one claim, a death
resulted when the pharmacist did not know the meaning of a computer red warning screen
identifying the patient’s allergy to Levaquin, and bypassed the screen without further investi-
gation. In another claim, death was caused by an allergic reaction to Rocephin, where the
pharmacist knew the patient was allergic to penicillin but was not aware of the potential for a
cross-allergy to Rocephin.

= Increase or exacerbation of an existing condition represented 5.3 percent of the death closed
claims and had an average paid indemnity lower than the overall average paid indemnity. One
death occurred when the consultant pharmacist at an aging services facility failed to review the
resident’s medical and drug history. The primary care provider had discontinued the resident’s
Synthroid. Because the pharmacist did not review the resident’s medical history, he failed to
notice that the resident had had a prior thyroidectomy and to notify the primary care practi-
tioner that it would be unsafe to discontinue the patient’s Synthroid.

= Loss of organ function accounted for 5.3 percent of the death closed claims, resulting in an
average paid indemnity lower than the overall average paid indemnity. The claim involved
failure to monitor laboratory results for a patient with severe Crohn'’s disease who received
6-Mercaptopurine and whose laboratory results were significantly abnormal. The patient suffered
liver failure and died.

= Inflammation or inflammatory response comprised 5.3 percent of the death closed claims,
with an average paid indemnity lower than the overall average paid indemnity. Death occurred
when a child developed Stevens-Johnson syndrome after receiving both Lamictal and
Depakote, a combination contraindicated for use in children.
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FIGURE 20: Distribution of Fatal Injuries by Cause of Death

and that resulted in an indemnity payment of one dollar or greater.

Including all of the closed claims that involved death (11.7 percent of all the closed claims in the analysis),

57.9%
Overdose

10.5%
Allergic reaction/Anaphylaxis

10.5%
Cancer

* Percentages are rounded.

5.3%
Loss of organ or
organ function

5.3%
Inflammation or
inflammatory response

5.3%
Increase or
exacerbation of illness

5.3%
Glycemic event

FIGURE 21: Severity by Cause of Death for Closed Claims with Fatality

Including all of the closed claims where death was the identified injury and that had an indemnity payment of one dollar or greater.

Percentage
of death Total paid ~ Average paid
Cause of Death  closed claims indemnity indemnity
Cancer 10.5% $1,000,000 $500,000
Overdose 57.9% $2,532,825 $230,257
Glycemic event 5.3% $185,000 $185,000
Allergic reaction/anaphylaxis 10.5% $360,000 $180,000
Increase or exacerbation of illness 5.3% $55,000 $55,000
Loss of organ or organ function 5.3% $35,000 $35,000
Inflammation or inflammatory response 5.3% $16,666 $16,666
Overall 100.0%* $4,184,491 $220,236
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Case Study 2: Hepatitis C Exposure — Infection Control and Contractual Risks

The claim was made against a consultant pharmacist employed
by an endoscopy center to monitor the management of drugs
in the center’s pharmacy. Allegations against the consultant
pharmacist included failure to follow proper sterile technique,
resulting in multiple patients being exposed to and/or con-
tracting Hepatitis C. Additional allegations included negligent
hiring, training and supervision of center staff.

The consultant pharmacist was employed by the physician
owner of the endoscopy center. The scope of the pharmacist’s
responsibilities included verifying that drugs in the pharmacy
were stored properly and at the correct temperature. Her
duties also entailed ensuring that Class Il narcotics were prop-
erly double-locked, logged and tracked; removing outdated
drugs from stock; and appropriately disposing of expired
drugs. The pharmacist offered to lead inservice educational
sessions for the staff regarding clinical pharmaceutical issues,
but the center declined this proposal.

The consultant pharmacist was aware that Propofol in both
20cc and 50cc single-dose vials was purchased and main-
tained in the facility for patients requiring anesthesia. The
pharmacist had no further knowledge regarding Propofol use
in the facility. Since Propofol is not a Class Il drug, tracking
amounts used and monitoring daily practices were not within
the consultant pharmacist’s defined duties and responsibili-
ties. The center’s policies and protocols specifically indicated
that the physician and director of nursing were directly
responsible for

= hiring, supervising and evaluating all clinical staff

= developing, implementing and monitoring compliance
with facility clinical and administrative policies, proce-
dures and protocols

= overseeing clinical management and tracking of all drugs

= complying with the facility’s infection control policies
and procedures

As noted, Propofol was available in 20cc and 50cc single-
dose vials. Since many patients require Propofol in dosages
other than 20cc or 50cc, the physician owner improperly
required the nursing and anesthetist staffs to draw up the
unused amount of Propofol after injection for subsequent
use, even though the vials were designed for single patient
use. Some nurses retrieved a new syringe and attached it
to the needle left in the Propofol vial — the same needle that
had been used to withdraw the drug for the prior patient.
Other nurses were said to have drawn the full 50cc into one
syringe, dispensed the amount needed for the first patient
and then simply used the drug remaining in the syringe for

the next patient. Both techniques breached the accepted
standard of care for single-dose vials and violated infection
control standards. However, the consulting pharmacist had
no knowledge of these practices.

Regarding the other allegations against her, the consultant
pharmacist likewise had no responsibility for the hiring, train-
ing and supervision of staff as alleged in the lawsuit. Initially,
it was believed that the case should be taken to trial and
fully defended. Subsequently, several additional factors were
identified, altering the initial decision:

= The pharmacist had no defined responsibility to directly
monitor the staff's use of Propofol. However, the phar-
macist’s contract with the center contained a provision
stating that she was “responsible for all matters pertain-
ing to the use of drugs in the center.” This provision
greatly expanded the consulting pharmacist’s scope of
responsibility.

= The use of the same needle or syringe to withdraw the
Propofol from single-dose vials for use in multiple patients
violated infection control standards of care, resulting in
the potential exposure of thousands of patients to dis-
ease. Several hundred lawsuits were filed. Many settled
for significant payments, and 43 patients instituted alle-
gations against the consultant pharmacist.

= The state where the consulting pharmacist was employed
had enacted medical professional liability reform laws
that protected physicians and nurses from noneconomic
damages of more than $350,000 for any individual claim-
ant. Pharmacists were excluded from this protection. The
center’s physician, nurse anesthetists and others settled
their portion of the claims quickly and subsequently filed
for bankruptcy protection. In addition, the physician and
two nurse anesthetists have been indicted on criminal
charges with trials pending. Numerous staff members
have been called to testify before a grand jury and the
state medical licensing board.

= The state where the pharmacist was employed had
“joint and several” liability responsibility for all named
parties. As a result, once the physicians, nurses and other
protected codefendants had settled their claims, the
consultant pharmacist could theoretically be held liable
for any unpaid verdict amount if the jury apportioned a
percentage of the liability to her.

= Because the physician, the center and several of the
nurse anesthetists had declared bankruptcy, patients and
their attorneys sought out other potential defendants,
including the consulting pharmacist.



This combination of factors made it necessary to settle the

claim on behalf of the consultant pharmacist, despite multi-
ple expert opinions supporting the pharmacist’s actions.

Resolution

Settlement on behalf of the consultant pharmacist was

achieved by tendering the full limit of the pharmacist’s insur-

ance policy, which was divided among the 43 patients.

Expenses incurred as a result of the pharmacist’s defense

were in excess of $90,000.

Risk Management Recommendations

Providing contracted consultant services to an organization

involves specialized risks, which can be mitigated by the fol-
lowing strategies:

1.

Understand and comply with state regulations relevant
to the consultant role within the particular healthcare
delivery model.

. Ensure that the description of the position accurately

reflects the scope of practice, as well as the scope of
services and specific job duties to be performed.

. Engage an attorney to review all contracts involving

consulting services for a clinical facility prior to signing
and executing such contracts.

. Read the employment contract carefully to determine

the full extent of responsibility being assumed, and
request that legal counsel negotiate the removal of
inappropriate, overly broad or undesirable descriptions
of duties and responsibilities.

. Review facility infection control and medication admin-

istration manuals to determine if policies and procedures
comply with required standards of care.

Risk Management Comments

The pharmacist’s duties and responsibilities did not include
supervision of staff while handling Propofol. Thus, it would
have been impossible for the pharmacist to discern whether
sterile technique was being correctly implemented in the
administration of the drug. However, the pharmacist’s con-
tract was worded differently from the actual scope of services
requested by, and being provided to, her employer.

6. If agreeing to a contract that includes overall responsi-

bility for supervising the use of drugs in the facility, ensure
that the contract provides for the following:
= mandatory education regarding all aspects of
medication management, including infection
control techniques
= policies and protocols related to proper medica-
tion management, including infection control
= a requirement that unused portions of medications
in single-dose packaging be disposed of in the
proper manner
= direct, frequent observation of the preparation
and administration of drugs within the facility
= immediate training for staff who are not performing
within standards and/or complying with protocol

7. Document all actions taken to ensure the safe and

appropriate dispensing, administration, storage and
disposal of drugs within the facility.

Engage an attorney to review all

contracts involving consulting services

for a clinical facility prior to signing

and executing such contracts.
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Case Study 3: Successful Defense of a Pharmacist
The claim involved a pharmacist-owner. Allegations against
him included wrongful death due to failure to counsel the
patient on the dangers of concurrently taking Flomax, Diltiazem
and Lexapro.

The patient was a 48-year-old man, who had been a customer
of the pharmacy for many years. He was a smoker with a his-
tory of diabetes, obesity and hypertension, and he had been
taking Diltiazem for hypertension and Lexapro for anxiety
and depression. He presented with a prescription for Flomax
to treat newly diagnosed urinary symptoms related to pros-
tate enlargement.

The pharmacist entered the patient’s Flomax prescription into
the computerized system and saw no warnings regarding
interactions among the patient’s drugs or contraindications
to dispensing the Flomax as ordered. He provided the patient
with printed information regarding the medication, including
warnings and potential side effects. When offered additional
discussion and explanation by the pharmacist, the patient
indicated he had no questions regarding his medications.

One week after starting the Flomax medication, the patient
suffered a fatal myocardial infarction. The patient’s wife, as the
representative of his estate, filed suit against the pharmacy
and the pharmacist, alleging wrongful death, pain and suffer-
ing, loss of consortium, medical and funeral expenses, and
loss of earnings. The wife's counsel offered an expert opinion
that the drugs dispensed by the pharmacist represented a
risk of adverse enzymatic interaction and that the pharma-
cist should have warned the patient of an increased risk of
cardiac injury.

Risk Management Recommendations

The managing and dispensing of drugs has inherent risks.
Automated systems, processes and protocols are necessary
to minimize the possibility of human error. Nevertheless, con-
sistent adherence to the standard of care by a trained and
experienced pharmacist, supported by appropriate documen-
tation practices, can provide the basis for a successful
defense. The following measures can help minimize the risk
of drug interactions and other adverse events:

1. Maintain and consistently adhere to appropriate policies,
protocols and systems to identify potential problems
caused by new drugs, including possible interactions
between a newly prescribed drug and other drugs or
nonprescription remedies also used by the patient.

2. Maintain current patient history and drug information,
updating the information at each encounter.

3. If electronic applications are used to identify potential
interactions, ensure that all drugs are entered and mediical
information is regularly updated, and also that warning
systems conspicuously address hazardous situations.

Resolution

A pharmacology expert was retained, who stated there was no
credible evidence of an interaction among the drugs already
being taken and the Flomax. The enzymatic reaction cited by
the wife's expert could occur. However, such a reaction would
not cause adverse interactions among the medications the
patient was taking. The determination was that the pharma-
cist had acted in accordance with the standard of care.

A motion for final summary judgment was filed with the court.
Pending the court’s hearing of the motion, the claimant’s
attorney requested a settlement offer. The pharmacist and
his attorney declined to offer a settlement and the decision
was made to await the results of the motion.

The wife's attorney subsequently filed a Notice of Voluntary
Dismissal without Prejudice for both the pharmacist and the
pharmacy and no indemnity was paid. Expenses were in the
$20,000 range, representing a successful outcome for the
pharmacist.

Risk Management Comments

The pharmacist had practiced within the standard of care and
his own documentation supported his actions. The defense
expert effectively countered the opinion offered by the
patient’s expert, and the pharmacist’s attorneys aggressively
defended the pharmacist’s position and interests through the
filing of appropriate court motions and declination of the
claimant’s settlement offer.

4. If no electronic tracking system is used, ensure that the
pharmacist has immediate access to computerized
resources, including the United States Pharmacopeia,
the American Hospital Formulary Service and other repu-
table sources of current drug information.

5. Ensure that prescription bottles or other containers
include all relevant information, especially any warnings
or special patient instructions.

6. Provide written patient instructions and counsel the
patient regarding medication regimens.

7. Offer each patient the opportunity to ask questions
during and after medication counseling, and document
the patient’s response to this offer.

8. Document all written drug information, instructions and
warnings that are provided to the patient.




ADDITIONAL RISKS

Emerging risks include drug shortages, counterfeit or defective drugs in the international distribu-
tion system, inadequately regulated Internet access to medications, widespread overprescribing of
opioids, shortages of trained and competent pharmacy technicians and pharmacists, increasing
numbers of new drugs entering the marketplace, consumer pressure for new drugs and inadequate
procedures for naming new drugs, to cite just a few. Additionally, increasing numbers of individuals
with prescription benefits are expected to enter the healthcare system, creating new pressures and
demands on pharmacies and pharmacists. Pharmacists are urged to remain cognizant of risks and
adapt their custom and practice as needed to ensure patient safety.

How could | possibly have made such an obvious dispensing error? This is a question often asked
by and about highly competent, conscientious and experienced pharmacists who nevertheless make
a significant dispensing error, resulting in a patient injury.

Many factors contributing to loss of focus or attention have been cited by pharmacists and others
who study pharmacy errors. The following are just some of the error factors identified in articles and
on pharmacist-related Web sites:

= the absence (in some pharmacies) of high-quality systems
to support patient safety and minimize errors, or conversely,
over-reliance on electronic systems to identify potential drug
interactions and dispensing errors

= confirmation bias and inattentional or perceptual bias (see pages 45-46)
= continuous changes in computer systems

= drug shortages and supply delays

= frequent telephone calls and other interruptions

= inadequate workspace

= interruptions for administration of vaccinations

= lack of adequate break or rest time

= overwhelming work volume and pace

= physical health problems and stress-related issues

= poor pharmacy design with high noise levels and excessive
visual stimulation



CONFIRMATION BIAS AND INATTENTIONAL OR PERCEPTUAL BLINDNESS
One interesting area of error investigation involves examining the effects of confirmation bias and
inattentional/perceptual blindness. These terms refer to the human tendency to inadvertently seek
confirmation of our beliefs, and to ignore what contradicts our beliefs. We tend to interpret evidence
in ways that incorporate our underlying beliefs and expectations. Rather than seeing what is actually
in front of us, we see what we believe we should be seeing. As a result, pharmacists are often at a
loss to explain how they could have made an error in filling and dispensing a drug that they believe
they checked carefully.

This phenomenon is discussed in detail in “Inattentional Blindness: What Captures Your Attention,”
a monograph available from the Institute of Safe Medlical Practices (ISMP) Web site at www.ismp.org.
This type of error is believed to occur when a portion of the pharmacist’s attention is diverted and
the mind unconsciously, and sometimes incorrectly, “fills in the gaps.” Such lapses can lead to drug
errors with devastating patient outcomes.

The following steps can help avoid confirmation bias or inattentional/perceptual blindness, as well
as foster uninterrupted and intense concentration on the drug-dispensing process:

= Create an environment where high-risk and error-prone drugs are highly conspicuous. Bright-
ness or shininess, alarms, unusual shapes and vivid color cues serve as reminders to remain
attentive and mindful. Also, sequestering high-risk or error-prone drugs adds additional physical
steps to the dispensing process, further alerting the pharmacist of the need for attention to detail.

= Challenge expectations. Routine can produce an “automatic pilot” phenomenon, impairing an
individual’s ability to notice important information. For example, if a particular medication is
usually in a particular position on the shelf, the pharmacist may assume it is always there, failing
to recognize that it has been replaced by a new drug or different dose.

= Prevent over-dependence on technology. This can lead pharmacy staff to expect that any prob-
lem or inconsistency will be identified by automated systems and to assume that the computer
has generated a correct label. Each step in the processing of a prescription (prescription review,
order entry, drug selection, compounding, filling, labeling, verification and dispensing) requires
the pharmacist to challenge the expectation that the process will be error-free.

= Maintain appropriate mental and physical workloads and limit task interference. Multiple
events, tasks, demands and stresses may compete for the pharmacist’s attention, leading to loss
of focus and consequent carelessness. For example, calculating the doses of compounded
prescriptions while feeling ill is a formula for eventual error. Conversely, a quiet work shift with
very low work volume may lead to boredom or complacency, which can also impede neces-
sary concentration.

= Recognize individual capabilities and limitations. Pharmacy professionals have a responsibility
to learn their individual tolerances in regard to workload and interruptions, to take appropriate
steps to select appropriate employment, and to ensure that their work environment and job
demands reflect their strengths and weaknesses. Pharmacists must collaborate with employers
to ensure appropriate workloads, adequate rest and nutrition breaks, neat and well-organized
work areas, well-defined job responsibilities and a work atmosphere conducive to concentration.

= Know what tends to impair attentiveness. Each person’s ability to concentrate and focus is
different and can vary throughout the workday. It can be influenced by many factors, including
aging, illness, fatigue and mental aptitude. Drug and/or alcohol use can significantly affect
anyone's ability to focus and make decisions. Therefore, screening protocols should be imple-
mented for prospective and current employees who exhibit signs of impairment. Pharmacists
must seek to understand their individual capacities and select an appropriate work environment.



www.ismp.org

To summarize, because inattentional blindness is involuntary and most often unnoticed, it is important
to consistently utilize effective alerts and flags, sequester high-risk and error-prone drugs, minimize
distractions and diversions, and maintain an appropriate workload. In addition, it may be helpful
to place work areas away from other activities and distractions, such as in-store music, radios and
frequent telephone calls. Many pharmacies are exploring new pharmacy designs and incorporating
support personnel to enhance pharmacist focus and minimize distractions. For more information,
consult the following resources:

= Angier, N. "Blind to Change, Even as It Stares Us in the Face.” New York Times, April 1, 2008.
Available at www.nytimes.com/2008/04/01/science/01angi.htm?_r=2&ex=1207713600&en=
204&oref=slogin.

= Arons, B. “A Review of the Cocktail Party Effect.” MIT Media Lab, 1992.
Available at www.media.mit.edu/speech/papers/1992/arons_AVIOSJ92_cocktail_party_effect.pdf.

= Federal Aviation Administration, FAA Human Factors Awareness Course.
Available at www.hf.faa.gov/webtraining/Intro/Intro1.htm.

= Green, M. "Inattentional Blindness’ & Conspicuity.” Visual Expert, 2004.
Available at www.visualexpert.com/Resources/inattentionalblindness.html.

It is important to consistently utilize
effective alerts and flags, sequester
high-risk and error-prone drugs, mini-
mize distractions and diversions, and
maintain an appropriate workload.
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RISK MANAGEMENT RECOMMENDATIONS

Many of the risk management recommendations provided after the preceding case studies are widely
applicable. The following additional strategies are intended to support pharmacists’ efforts to eval-
uate and enhance their patient safety and risk management practices:

Medication Safety Assessments
CNA and HPSO recommend that pharmacists collaborate with their pharmacies and colleagues at
least annually to assess workplace safety practices, using the following tools, among others:

= The Institute for Safe Medication Practices’ (ISMP’s) Medication Safety Self Assessments®.
Versions are available for both inpatient and community/ambulatory pharmacies at http://www.
ismp.org/selfassessments/default.asp. Assessment results can be confidentially submitted to
the ISMP to support ongoing research related to medication safety practices.

= The Agency for Healthcare Research and Quality’s (AHRQ's) Pharmacy Survey on Patient
Safety Culture. The survey instrument and accompanying free toolkit of materials were devel-
oped to assist community pharmacies in assessing their patient safety culture. The program can
be downloaded for use by visiting the AHRQ Web site at http://www.ahrg.gov/qual/patients
afetyculture/pharmsurvindex.htm.

Regular use of these or other pharmacy safety assessment tools — including consideration of the
findings in this report, participation in professional association safety programs, enhanced quality
improvement programs, continuing clinical education, and implementation of appropriate systems
and processes — will assist pharmacists in recognizing, evaluating and correcting gaps in their medi-
cation safety practices.

Scope of Practice
There is essentially no defense for working outside the state-established scope of practice. Being
less than fully cognizant of regulations and standards related to pharmacist practice represents a
substantial risk. The following measures can serve to lessen these exposures:
= Annually review the state scope of practice, state pharmacy practice act, and workplace
policies and procedures, and modify workplace protocols and/or one’s own actions accordingly.
Practice only within these parameters, keeping in mind that the most stringent of the regula-
tions, standards or policies must be followed.

= Notify employers or partners of any improper or outdated policies and protocols, and work
only within the legal scope of practice and the standard of care.

= Evaluate whether workplace practices or conditions represent an unacceptable risk for dis-
pensing errors, and take appropriate corrective actions — up to and including seeking alternative
employment/partnerships.
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Professional Liability Coverage

Ensure that collaborating and supervising professionals, practice partners, and employing or con-
tracting entities maintain appropriate professional liability insurance limits, as required by the practice
setting, state law and/or regulations. In addition, if insurance is provided through the employer,
review the policy and employment contract/agreement to determine if employment-based coverage
is adequate, or whether it is advisable to obtain individual coverage. Finally, determine the steps
needed to ensure continued coverage if employment status changes or the employer changes insurers.

Proactive Medication Safety Activities
Regardless of the type or location of the pharmacy, the following proactive steps can help minimize
pharmacy medication errors:

1. Perform a pharmacy safety assessment at least annually, or following the occurrence of
errors or “near misses.” Several assessment processes (including those of the ISMP and the
AHRQ) are available, and are listed on page 47. Ensure that all levels of pharmacy staff are
involved in the process, including owners/partners, leadership, pharmacists, pharmacy
technicians and pharmacy support staff. In addition, establish rapid plans of correction for
identified areas of potential risk. If necessary, contact the ISMP for assistance in using its self-as-
sessment tool and/
or submitting and analyzing self-assessment results.

2. Ensure that pharmacy policies, procedures and protocols are consistent with the state scope
of practice and standard of care, reviewing and revising them at least annually and after any
unusual event, identified error or “near miss.”

3. Implement electronic pharmacy practice systems that support patient safety by documenting
prescriptions, dietary supplements, over-the-counter preparations, laboratory values, diag-
noses and other relevant patient information in the patient’s pharmacy record. The following
guidelines can enhance system performance:

Insist upon ongoing education for pharmacy staff members in the use of all aspects of
electronic systems.

Periodically require dispensing staff to dispense medications without utilizing the electronic
systems. Monitor their actions to protect against over-reliance on electronic decision-making
algorithms and to ensure that staff maintain high-level dispensing and documentation
skills in the event electronic systems are interrupted or inaccessible for any reason.

Ensure that electronic systems allow for continuous improvements, include clinical decision
support systems, present “hot links” to drug resources, and provide for regular and auto-
matic resource updating. Systems also should provide ready access to primary resources;
protocols to identify nonstandard dosages; and triggers to warn against drug duplication,
allergies, potential cross-allergies, drug interactions and contraindicated drugs.

Back up all systems at least daily and store backup records in an easily retrievable off-site
location in case of fire or other disaster.




10.

1.

12.

13.

. Implement bar-coding technology, robotics and other tools as appropriate to further protect

against human error and to enhance patient safety. In addition, implement systems that allow
for and encourage e-prescribing.

. Protect against dispensing errors related to look-alike and sound-alike drugs and drug names

by including visual warnings, such as brightly colored warning labels and/or “Tall Man” letters,
and by storing high-risk and commonly confused drugs in a separate area of the pharmacy.
Refer to the ISMP’s “List of Confused Drug Names,” available at www.ismp.org/Tools/confused
drugnames.pdf.

. Contact the prescribing practitioner for any question related to the prescription and speak

directly to the prescribing practitioner. Prescription verification by a member of the prescribing
practitioner’s staff is not sufficiently reliable.

. When feasible, select systems that allow for integration with patient electronic medical records,

in order to facilitate access to important clinical data related to the dispensing of prescribed
medications.

. Require that systems provide regular quality assurance reports, as well as usage data to assist

in maintaining appropriate inventory. Review the data to anticipate drug shortages before they
occur and establish alternative manufacturer/distributor arrangements.

. Manage and review all warning screen overrides as an “incident.” Review and analyze the

pharmacist’s judgment in each such incident and provide coaching, counseling and reeducation
as necessary. Incorporate disciplinary action if such efforts do not immediately lead to improved
medication safety practices.

Utilize pharmacy errors or “near misses” as teaching opportunities for pharmacy staff to learn

how to prevent similar future events.

Maintain a quality assurance program that monitors the effectiveness of pharmacy systems,
policies, procedures and protocols. Additionally, there should be timely, regular and accurate
quality reports, including reviews of all dispensing errors and “near misses.”

Perform at least annual performance reviews for each employee, including a review of errors,
“near misses,” medication safety breaches, documentation requirement compliance, existing
skills and directly observed competencies. Provide pharmacy staff with coaching, mentoring,

and clinical and systems education as needed to ensure that medication safety requirements

are satisfied.

Regularly distribute customer satisfaction surveys, in order to continually evaluate and improve

customer service.
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Patient Education and Counseling

1.

10.

Develop, maintain and practice professional written and spoken communication skills. Consider
what information is essential to share, when to share it, how to share it (i.e., in writing, face to
face, or by telephone), and with whom it should be shared. This is essential to ensuring effec-
tive communication, while also protecting the patient's privacy. Ideally, every pharmacy should
have an area where the pharmacist can speak confidentially to a patient.

. Ensure that the patient is aware of the diagnosis, and assist the patient in establishing realistic

expectations regarding the prescribed drug and its benefits and effects.

. Advise the patient of potential side effects and/or adverse effects that may occur and what

actions should be taken in the event of a reaction, including contacting the prescribing practi-
tioner, calling the pharmacy or seeking emergency medical care.

. Instruct the patient in the appropriate administration of the drug and any contraindications

for specific lifestyle issues, such as incompatible foods and potential adverse interactions with
alcohol, other drugs or nonprescription remedies. Furthermore, point out the special labeling
included with each drug, and encourage the patient to read this information.

. To avoid errors when dispensing generic equivalents, carefully investigate any patient asser-

tion that the drug differs from the usual generic equivalent in terms of appearance, dosage
or method of administration.

. Discuss the risks, common side effects and dangers of taking more or less than the prescribed

dose, as well as the risks of taking the medication with other prescribed or self-administered
drugs, supplements or nonprescription remedies.

. Require patients to provide written refusal of counseling, including signature and date, if they

choose not to discuss their medications with the pharmacist.

. Utilize child-safe packaging for each prescription. If patients request alternative packaging,

obtain and retain their written consent for the use of the requested non-protective packaging.

. Place each drug in the patient’s bag as it is explained. When the counseling and discussion

session is complete, it may be a safe practice to staple or otherwise seal the bag closed, depend-
ing on pharmacy protocol. Alternatively, during patient counseling, advise patients to ensure
that they store all their medications in a safe and protected manner.

Inform patients without insurance coverage or the ability to pay for their prescribed drugs
that there may be lower-cost alternatives and/or manufacturer assistance programs available,

and encourage them to contact their prescribing practitioner for more information and assistance.



Documentation
1. Document all drugs and prescribed supplements dispensed in the patient’s pharmacy record.

2. In compliance with pharmacy and regulatory requirements, document all discussions with
patients, parents/guardians, prescribing practitioners, mentors, managers or other parties,
and ensure that this documentation is included in both patient and pharmacy records. The
following guidelines can help enhance documentation practices:

Document questions asked of the prescribing practitioner regarding the submitted pre-
scription, and also the resulting response.

Document that patients are aware of and able to correctly repeat back to the pharmacist

each prescribed drug’s uses, potential side effects, and signs of an allergy or adverse effect.
Also ensure that they understand which possible adverse reactions are especially danger-
ous and require immediate medical attention.

If the patient’s practitioner has prescribed a drug for an off-label use, instruct the patient
to discuss the drug’s specific indications and expectations for results with the prescribing
practitioner, including information regarding known side effects of the drug and the signs
of allergic or adverse reaction.

If the prescription is unclear or questionable, and the prescribing practitioner is not available,
inform the patient of the problem and explain that, for reasons of safety, the prescription

cannot be filled until the question/issue is resolved. Encourage the patient to contact the
practitioner and facilitate contact between the practitioner and the pharmacist. If a delay

in initiating drug therapy could pose a hazard to the patient, consider recommending that
the patient seek emergency medical care. Note that receiving clarification from a non-pre-
scribing member of the practitioner’s staff does not absolve the pharmacist of liability in
the event of an error leading to patient injury.

3. Document all counseling sessions with patients or parents/guardians and ensure that they
are able to correctly repeat back instructions, as well as warning signs when they should seek
medical attention. In addition, require patients to sign a form attesting that they have received
counseling, or in the case of refusal, that they have refused counseling and are aware that there
may be risks associated with their medications.

4. Carefully examine and review each medication or preparation with the patient before placing
it into the patient’s bag, in order to ensure that the correct medications have been prepared
and dispensed. Document this discussion and review, as well as any questions the patient may
have regarding a change in the shape or color of a medication, noting how questions were
resolved. While the change may be the result of a proper substitution, it is important that the
patient be aware of both the brand and generic names of medications, as well as the correct
appearance of all drugs taken.

5. Document any patient requests for non-childproof packaging, and require the patient to sign
for any non-safety bottle caps dispensed.




Competencies
As noted above, annual performance of the ISMP self-assessment process may be helpful in identifying
gaps in staff competency. A robust quality improvement program, effective peer review, regular per-
formance assessments, and a process for reviewing errors and “near misses” will assist in identifying
areas where additional skills or enhanced competencies are needed. The following measures are
also essential to maintaining professional competencies and protecting patients from harm:

1. Regularly review professional association Web sites for known and emerging risks, as well as

for educational and self-assessment tools.

2. Fulfill continuing education requirements for ongoing licensure. Select a range of topics in
order to maintain current knowledge, as well as to explore cutting-edge pharmaceutical prod-
ucts, research initiatives and risk warnings.

3. Work in the setting most aligned with your individual skills and competencies, one that is
suited to your unique tolerances regarding work volume, workplace environment and design,
staffing patterns and work hours.

CONCLUSION

The critical first step in the process of protecting patients and reducing liability exposure is to learn
about the risks that confront today’s pharmacists. The claims data, analysis and risk management
recommendations contained in this resource are intended to inspire pharmacists nationwide to care-
fully examine their practices, dedicate themselves to patient safety, develop effective risk prevention
programs, and direct their risk management efforts toward areas of demonstrated error and loss.



RISK MANAGEMENT SELF-ASSESSMENT CHECKLIST FOR PHARMACISTS

(AND PHARMACY TECHNICIANS WHEN APPLICABLE)

The checklist that follows is designed to assist pharmacists (and other pharmacy professionals where

appropriate) in evaluating and modifying their current customs and practices, in order to enhance

medication and patient safety.

The checklist is designed to be easily detached from the rest of the document for use by our readers.

Additional copies of the checklist may be downloaded at Healthcare Providers Service Organization

(www.hpso.com) or CNA Healthcare (www.cna.com).

Self-assessment Topic

| select a work environment that is consistent with my licensure, specialty
certification, training, experience and personal workload tolerances.

| know my competencies — including experience, training, education
and skills — are consistent with the scope of work requested of me by
my pharmacy and/or clinical setting.

| ensure that my competencies and experience are appropriate before
accepting an assignment to provide coverage for another pharmacist
during breaks or unscheduled absences.

| am provided with (or request and obtain) orientation whenever | work
in a new or different location or setting.

| obtain continuing education and training, as needed, to maintain my
license and refresh and expand my competencies.

| review my state's specific regulations regarding the scope of practice
for pharmacists at least annually, in order to ensure that | understand and
am in compliance with the legal scope of practice and standards of care
for pharmacists in my state.

| comply with the requirements of my state regarding other regulatory
bodies, such as the board of medicine (if applicable).

| prepare and dispense medications pursuant to a legal prescription
from a licensed practitioner as defined and regulated in my state.

| consult the prescribing practitioner if | am not provided with an
appropriate, legible prescription or if | have any questions regarding
the safety or efficacy of the prescribed medication.

If my state permits pharmacists to prescribe certain medications as part
of a defined prescriptive protocol or collaborative drug therapy agreement
with a physician or nurse practitioner, | know exactly what medications

| may prescribe and under what conditions | may do so, and | adhere to all
regulations, protocols and agreements involving the prescribing of the
defined drugs.

If my state permits pharmacists to administer some immunizations and
drugs within specific guidelines and pursuant to a legal prescription,

I know exactly which immunizations and drugs | may administer and under
what conditions | may do so, and | adhere to all regulations, protocols
and pharmacy policies and procedures involving administration of immu-
nizations and drugs.

| decline to perform any requested action/service if it is outside of my
legal scope of practice.

| decline to perform any requested action/service if it is outside the
accepted standard of care.

Yes

Action(s) | need to
No take to reduce risks

Scope of Practice and Standard of Care
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Action(s) | need to
Self-assessment Topic Yes No take to reduce risks

Proactive Patient Safety Actions

I inform my pharmacy of the existence of self-assessment tools — such
as the Institute for Safe Medication Practices’ "Medication Safety Self
Assessments®” (www.ismp.org) or the Agency for Healthcare Research
and Quality’s “Pharmacy Survey on Patient Safety Culture” (www.ahrg.gov)
— and assess my own safety practices at least annually.

| actively participate in the review of pharmacy policies and procedures
to ensure they are in compliance with state scope of practice and standards
of care, and | make necessary changes when gaps appear in needed poli-
cies, information is outdated, or policies do not fully comply with regulations
and standards.

| obtain drug-related patient laboratory values, document them in the
pharmacy system, alert the patient’s practitioner of abnormal findings,
and document the practitioner contact and any changes in the patient's
prescription(s).

| utilize electronic systems effectively by

= insisting upon ongoing education for all pharmacy staff in the
proper use of all aspects of the system, especially after any
upgrade or change in the electronic process or equipment

= periodically requiring all dispensing staff to record, prepare and
dispense prescriptions without using the electronic system, in
order to evaluate current skills and avoid developing an over-
dependence on the system

= regularly updating clinical decision support systems and “hot links”
to drug-related informational resources

= ensuring that the system includes flagging and/or warning screens
for nonstandard dosages, medication duplication, allergy or cross-
allergy, potential/known drug interactions and contraindicated drugs
based on the patient’s profile

= addressing the cause(s) of any system flag or warning screen and
taking proper measures to protect the patient's safety before
proceeding

| strongly recommend that pharmacy management institute a daily off-site
data backup process to secure patient records in case of pharmacy fire or
other damage.

| encourage the use of bar-coding and (if appropriate in my pharmacy)
robotics and other tools, in order to decrease the possibility of human error.

| encourage implementation of electronic systems that support e-prescribing.

| actively participate in discussions regarding shelf placement and
flagging of sound-alike drugs, including implementation of multiple
visual flags such as colored warning labels, “Tall Man" letters and
sequestering of some medications.

| encourage storage of high-risk and commonly confused drugs in a
locked, sequestered place in the pharmacy, which alerts pharmacists
and requires them to actively pass through the protections in order
to dispense high-risk drugs.

| maintain a copy of the “ISMP’s List of Confused Drug Names”
(www.ismp.org/Tools/confuseddrugnames.pdf) at my workstation
or on a "hot link” on my computer terminal, and/or post the list
in a visible area for all pharmacy staff to observe.

| integrate the patient’s pharmacy and electronic medical records, when
appropriate and feasible.
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Self-assessment Topic

Proactive Patient Safety Actions (Continued)

| participate in the pharmacy’s quality assurance program, which involves
monitoring the effectiveness of pharmacy systems, policies, procedures
and protocols, as well as reviewing system-produced reports.

| ensure that my pharmacy considers any override of a warning screen
to be an incident, which is reviewed for appropriateness.

| ensure that there is a system to counsel and educate pharmacy staff
involved in any incidents deemed improper.

| encourage my pharmacy to utilize “near misses” as safety improvement
educational opportunities.

| encourage my pharmacy to perform at least annual criteria-based
performance reviews of each staff member as part of the quality and
medication safety program.

| encourage my pharmacy to regularly distribute customer satisfaction
surveys, in order to continually improve the quality of patient services
and identify opportunities to enhance medication safety.

Patient Education and Counseling

| counsel each patient regarding his/her medications and document
the process, including patient refusals of counseling.

| encourage patients to ask questions regarding their medications.
| respond to all such questions until they are able to correctly repeat
back the information, and | document this in their pharmacy record.

| ensure that patients know both the brand and generic names for their
medications, as well as the expected appearance of each form of the drugs
they are taking.

| counsel patients to keep drugs in a safe place and require them to sign
for non-safety caps.

I instruct patients to discuss their expectations regarding any off-label
drug use with the prescribing practitioner, and | document this request.

Documentation

| document all drugs and prescribed supplements in the patient’s
pharmacy record.

I document all counseling sessions and/or refusals of counseling in the
patient’s pharmacy record.

| document the patient’s ability to correctly repeat back the information
provided regarding the drug's name, dosage, expected results and
common side effects.

| perform and document patient counseling regarding all high-risk drugs,
including signs of an adverse response, contraindications for use with
other prescribed and nonprescribed drugs or remedies, risks of not taking
the medication exactly as prescribed and symptoms that necessitate
immediate medical intervention.

For those drugs where it is clinically required, | review and document
relevant laboratory test results. | consult with the prescribing practitioner
to modify the patient’s prescription as needed based on the test results,
and document those actions.

| document all discussions with the patient, family members, the prescribing
practitioner and appropriate healthcare personnel.

Yes

Action(s) | need to
No take to reduce risks

For additional pharmacist-oriented risk management tools and information,

visit www.cna.com and www.hpso.com.
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INTRODUCTION: REVIEW OF LICENSE PROTECTION DEFENSE PAID CLAIMS
An action taken against a pharmacist’s license to practice differs from a professional liability claim in
that it does not necessarily involve allegations directly related to his or her professional responsibil-
ities. Such an action may involve allegations of substance abuse or other personal issues that could
potentially have an impact on the ability to perform professional duties. Another difference is that

the amounts paid for license protection defense claims represent legal fees and other costs involved
in defending the pharmacist against the complaint, rather than indemnity payments to a plaintiff.

A board complaint can be filed against a pharmacist by a patient, a patient’s family member, a col-
league or an employer. Understanding the most common allegations can help pharmacists identify
situations where they may be vulnerable and take steps to minimize board complaints.

DATABASE AND METHODOLOGY

During the study period, there were 734 reported incidents or claims involving license protection
defense for pharmacists who were insured through the CNA/HPSO insurance program. The final
dataset included 200 license protection defense paid claims that

= closed between January 1, 2002 and December 31, 2011
= concerned a pharmacist or a pharmacy owned by a pharmacist

= resulted in a license protection defense expense payment

Of the 734 total reported incidents, 200 or 27.2 percent resulted in a payment, totaling $737,073. The
average payment for this group was $3,685, reflecting legal expenses and associated travel, food,
lodging and wage loss costs reimbursable under the policy. The average payment amount may not
be reflective of the total expense paid by the pharmacist for his or her license defense.

FIGURE 1: License Protection Defense Claim Payment
(Closed January 1, 2002 through December 31, 2011)

Percentage of

total reported Average

Payment status Count incidents Total paid payment

Paid claims 200 27.2% $737,073 $3,685
Closed without payment 534 72.8%
Total 734 100.0%
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LICENSE PROTECTION DEFENSE PAID CLAIMS

Paid claims for license protection defense involved both medical and non-medical regulatory board
complaints against pharmacists. All but one paid claim involved pharmacists who were individually
insured in the CNA/HPSO program. The exception was a pharmacist who owned the pharmacy
where the event occurred, which was insured through the HPSO program.

The pharmacists with a license protection defense paid claim most often worked in a pharmacy
setting (98.0 percent), followed by hospitals (1.0 percent) and aging services facilities (1.0 percent).
The average paid for pharmacy claims ($3,689) and hospital claims ($3,694) was slightly higher than
the overall average payment ($3,685).

FIGURE 2: Severity by Practice Location
(Closed January 1, 2002 through December 31, 2011)
Percentage
of total Average
Location paid claims Total paid payment
Pharmacy 98.0% $723,135 $3,689
Hospital 1.0% $7,389 $3,694
Aging services facility 1.0% $6,549 $3,275
Total 100.0% 737,073 $3,685

Drug diversion is one of the

three most frequent allegations.
It also has the highest severity,
with an average payment of $4,947.
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ANALYSIS OF ALLEGATIONS

This section examines the frequency and severity of the license protection defense paid claims by
allegation class. Primary allegation classifications utilized by the various state boards of pharmacy
include misconduct, unprofessional conduct and incompetent practice, to name a few. The goal of
this report, however, is to provide insight into the action(s) or behavior(s) that led to the board com-
plaint. Therefore, the allegation classes selected here are based on the primary reason for the complaint.

In considering the total paid claims for license protection defense, certain trends appear in the data,
which in turn suggest risk management measures that pharmacists can implement to minimize the
likelihood of a board complaint. The most frequent board complaint involves medication misman-
agement (56.0 percent). For the purposes of this report, medication mismanagement encompasses
a wide range of alleged infractions, including wrong drug, wrong dose and failure to obtain the pre-
scriber’s signature. The next most frequent board complaint is drug diversion (18.0 percent), followed
by failure to supervise (10 percent).

Drug diversion is one of the three most frequent allegations. It also has the highest severity, with an
average payment of $4,947.

FIGURE 3: Severity by Primary Allegation Class

Percentage
of total Average
Allegation paid claims Total paid payment
Drug diversion and/or use on duty 18.0% $178,076 $4,947
Documentation error 4.0% $36,814 $4,602
Beyond scope of license 3.0% $27,221 $4,537
Medication mismanagement 56.0% $379,790 $3,391
Fraud and/or deceit 5.5% $36,375 $3,307
Failure to supervise 10.0% $62,752 $3,138
Administration error 1.0% $5,345 $2,673
Boundary violation 1.5% $6,606 $ 2,202
Breach of confidentiality 1.0% $4,094 $2,047
Total 100.0% $737,073 $3,685
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Medication Mismanagement

The most frequent allegation in the medication mismanagement allegation class was wrong drug
at 31.0 percent. Wrong dose was the second most frequent at 21.0 percent. A total of four deaths
resulted from wrong dose allegations. There was nothing unique about wrong drug license protec-
tion claims, as compared with wrong drug professional liability claims. Complaints and allegations
were similar, as are appropriate risk management measures

The costliest allegations were not the most frequent. Failure to follow wastage procedures for expired
medications had the highest payment ($10,000). Prevention of such complaints requires implemen-
tation of and consistent adherence to established procedures and protocols.

Complaints ranged widely in this allegation class. Many medication mismanagement events could
be prevented by following the risk management recommendations on page 64, as well as those
set forth in Part 1 of this report.

FIGURE 4: Detailed View of Allegation Class - Medication Mismanagement
(56.0 percent of total license protection defense paid claims)
*Total percentage is calculated within the allegation class, and percentages are rounded.

Percentage
of total Average
Allegation detail paid claims* Total paid payment
Failure to follow wastage procedures for expired medications 1.0% $10,000 $10,000
Filling prescriptions across state lines 2.0% $18,329 $9,165
Failure to obtain/review laboratory values required for proper dosing 1.0% $ 8,480 $8,480
Failure to identify overdosing 2.0% $12,006 $6,003
Failure to report theft of controlled substances 3.0% $16,205 $5,402
Failure to obtain prescriber’s signature 6.0% $36,596 $5,228
Equipment error 1.0% $ 5,000 $5,000
Dispensing without legal prescription 1.0% $5,000 $5,000
Failure to provide instructions to patient or provision of wrong instructions 3.0% $13,599 $4,533
Failure to consult with prescriber regarding any questions/concerns 1.0% $3,939 $3,939
Wrong strength 4.0% $19,426 $ 3,885
Fraudulent actions 6.0% $27,132 $ 3,876
Labeling error 3.0% $11,157 $3,719
Dispensing expired medications 2.0% $7,003 $3,502
Wrong patient 4.0% $13,987 $3,497
Infection control error (contamination) 1.0% $3,000 $3,000
Wrong drug 31.0% $94,453 $2,699
Failure to properly handle dangerous drugs 3.0% $8,008 $2,669
Wrong dose 21.0% $57,701 $2,509
Did not fill prescription 2.0% $3,951 $1,976
Failure to inform patient of change to generic form of drug 3.0% $3,299 $1,100
Failure to counsel patient 1.0% $1,055 $1,055
Improper repackaging and/or relabeling of drug 1.0% $465 $465

Total within allegation class 100.0% $379,791 $3,391




Case Study: Wrong Dose

This license protection defense paid claim involved a pharma-
cist working in a hospital pharmacy. The pharmacist incorrectly
calculated a zinc concentrate for a premature newborn, who
weighed slightly over one pound at birth. The written order
was for zinc concentrate at 330 mcg/100ml, prescribed in
quantity per volume rather than in quantity per patient weight.
Using an electronic compounding device to prepare the zinc
concentrate, the pharmacist recalculated for quantity by

Drug Diversion

weight but incorrectly entered mg rather than mcg, and dis-
pensed 330 mg/100ml. Although the nursing staff stopped
administration to the baby immediately upon discovering that
the dosage was incorrect, attempts at providing an antidote

failed and the baby died.

The board suspended the pharmacist’s license for 30 days and
required the pharmacist to participate in a retraining program.
Payment made for this license protection defense was $3,495.

Drug diversion to self and others, together with pharmacist use while on duty, represented 18.0 per-

cent of the total license protection defense paid claims. While diversion to self was the most frequent

complaint (52.8 percent), diversion to others resulted in the highest average payment ($6,288) and

accounted for 25.0 percent of the paid claims in this allegation class. The remaining 22.2 percent of

the complaints in this category centered on use while on duty, which had the second highest average

payment ($5,919).

FIGURE 5: Detailed View of Allegation Class — Drug Diversion

(18.0 percent of total license protection defense paid claims)
*Total percentage is calculated within the allegation class.

Percentage
of total Average
Allegation detail paid claims* Total paid payment
Diversion to others 25.0% $56,594 $6,288
Use while on duty 22.2% $47,352 $5,919
Diversion to self 52.8% $74,130 $3,902
Total within allegation class 100.0% $178,076 $4,957




Failure to Supervise

Failure to supervise accounted for 10.0 percent of the total license protection defense paid claims.
The three most frequent situations grouped under this allegation were failure to report theft of

controlled substances by staff (45.0 percent), improper utilization of unlicensed assistive personnel
(UAP) (35.0 percent) and failure to restrict access to the pharmacy (20.0 percent). The highest average
payment ($3,487) was related to improper utilization of UAP.

Various inappropriate tasks were performed by UAP, including signing for deliveries of controlled
substances, accepting and recording prescriptions over the telephone, and being put in charge
while the pharmacist left the premises.

Failure to report theft of controlled substances by staff is an indication of inadequate supervision
and insufficient controls for handling controlled substances. It also reveals a failure on the part of
the pharmacist in charge to ensure that procedures and protocols are being correctly followed by
staff, or to enact such procedures in the first place.

Complaints related to failure to restrict access to the pharmacy included not securing the pharmacy
and/or pharmacy area to prevent unauthorized staff from entering.

The pharmacist in charge is ultimately responsible for the activities of the staff under his or her
supervision. Proper oversight, effective controls for theft prevention and regular review of pharmacy
procedures with the staff will reduce the likelihood of finding oneself before a board of pharmacy,
defending one’s license because of the negligence or misdeeds of others.

FIGURE 6: Detailed View of Allegation Class — Failure to Supervise
(10.0 percent of total license protection defense paid claims)
*Total percentage is calculated within the allegation class.
Percentage of Average
Allegation detsail paid claims* Total paid payment
Improper utilization of unlicensed assistive personnel (UAP) for pharmacy tasks 35.0% $24,407 $3,487
Failure to report theft of controlled substances by staff 45.0% $30,291 $3,366
Failure to restrict access to pharmacy 20.0% $8,054 $2,014
Total within allegation class 100.0% $62,752 $3,138
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LICENSING BOARD ACTIONS

More than a quarter — 26.5 percent — of paid license protection defense claims resulted in no action
by the board. Another 70.5 percent resulted in monitoring, continuing education requirements or
the issuing of a caution to the pharmacist. Career-ending decisions included license surrender (2.0

percent) and revocation (1.0 percent).

FIGURE 7: Analysis of Board Outcomes for Paid Claims
Percentage
of total
Outcome paid claims
Closed, no action 26.5%
Continuing education or fine or both 16.0%
Citation 2.0%
Agreement/consent order/stipulation 8.0%
Letter of concern/warning/guidance 19.5%
Revocation 1.0%
Suspension 9.0%
Surrender 2.0%
Probation 16.0%
Total 100.0%

EXPLANATION OF TERMS

= Consent agreement — a stipulated condition or conditions that must be met for the pharmacist

to continue to practice

= Letter of concern — a communication from the board expressing concern that the pharmacist
may have engaged in questionable conduct

= Citation — a communication from the board noting that a violation has occurred and cautioning
the pharmacist not to engage in the same action(s) in the future
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RISK MANAGEMENT RECOMMENDATIONS
The following risk management strategies for pharmacists can help improve safety and reduce the
likelihood of a board complaint:
= Maintain consistent documentation, follow established procedures, and deliver clear and
timely patient consultations. Each is essential to minimize allegations against a pharmacist.

= Recognize the stressors that may lead to substance abuse and allegations of unprofessional
conduct. Be proactive in seeking support to manage the situations or circumstances that can
make a pharmacist vulnerable to substance abuse.

= Be certain that patients understand the drug name, the reason for its use, and the prescribed
dosage and frequency at the time of purchase.

= Use a "repeat back” technique to ensure that the patient knows what the drug is called, what
it does, and when and how it should be taken.

= Allow new patients additional time to ask questions during the first consultation.

= Be aware of cultural and linguistic differences. For example, the word “once” in English indi-
cates one time, but in Spanish it denotes the number eleven.

= Consider providing patients with a date and time form they can use to remind themselves
when their medications should be taken, and also to record what they have taken and when.

= Always encourage patients to take medications exactly as prescribed and to call with ques-
tions, documenting the discussion and instructions provided to the patient.

= Know the state pharmacist scope of practice and manage and dispense medications only
within that defined scope of practice.

= Consult with another practitioner when appropriate to mitigate the risk of dispensing the
wrong medication or dosage.

= The pharmacist in charge should review with the manager/owner any outstanding compliance
issues on a regular basis. Remember that the pharmacist in charge will be held accountable by
the board for failure to follow regulations, procedures and directions, and is also responsible
for reporting any violations of the controls mandated by the board.

= Never assign pharmacy personnel to tasks beyond the scope of their license, certification
or job description. Similarly, never use unlicensed assistive personnel for tasks that require a
licensed professional.

= Maintain security procedures to prevent access to the pharmacy area by unauthorized staff.

Additional risk management recommendations can be found in Part 1 of this report.
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INTRODUCTION

In 2012, CNA and HPSO conducted three separate studies, designed to analyze pharmacist closed
professional liability claims (Part 1), review pharmacist license protection closed claims (Part 2), and
survey insured pharmacists about a range of professional and risk issues (Part 3).

Part 3 differs significantly from the closed claims analyses in Parts 1 and 2, as it presents selected
highlights from the Healthcare Providers Service Organization’s 2012 Qualitative Pharmacist Work
Profile Survey. (The complete results of the survey may be accessed on the HPSO Web site at www.
hpso.com/PharmClaimReport2013.%) It reflects direct feedback from two subsets of our insured
pharmacists: those who have had a claim filed against them, and a demographically similar group
with no claims. Both groups of respondents electively opted to complete the 2012 HPSO survey
tool. In this survey, the term respondent refers to those HPSO-insured pharmacists who voluntarily
replied to the HPSO survey.

This survey was performed at the request of insureds and others interested in issues that are not
addressed by the analysis of closed claims. It should be noted that the findings in Part 3 are derived
only from those pharmacists who responded to the 2012 HPSO pharmacist survey, and do not reflect
all HPSO-insured pharmacists or all pharmacists in general.

The survey approach permitted the comparison of several variables that influence professional
liability exposure, including

= experience and specialty certification

the effect of annual continuing education requirements on average paid indemnity

= characteristics of the incident, such as day of the week and time

the effect of robotics and automation on average paid indemnity

= presence of adequate staffing and risk management policies

HPSO engaged Wolters Kluwer Health, Lippincott Williams & Wilkins to survey pharmacists on these
and associated issues. The survey participants included pharmacists who participated in the HPSO
insurance program between January 1, 2002 and December 31, 2011.

*Note that the numbering of the figures in Part 3 is not sequential, as they have been excerpted
from the full survey results posted on the HPSO Web site in a somewhat different order.


www.hpso.com/PharmClaimReport2013
www.hpso.com/PharmClaimReport2013

SURVEY BACKGROUND AND METHODOLOGY

The purpose of this survey was to examine the relationship between professional liability exposure
and a variety of demographic and workplace factors. To that end, the responding pharmacists were
divided into two groups: those who had experienced a professional liability claim resulting in loss
that had closed between 2002 and 2011, and those who had never experienced a claim.

The sample for the group that experienced claims consisted of 378 pharmacists who have submitted
a professional liability claim within the past 10 years. This claim group sample had two subgroups:

188 pharmacists with an indemnity payment made on their behalf and 190 with an expense payment
but no indemnity payment. The non-claims sample was produced from a randomized sample of

5,000 current CNA/HPSO customers that approximately matched the geographic distribution of the
claims group.

A hybrid methodology was used, consisting of a printed mail survey along with an e-mailed invitation
to complete an online version of the survey. To ensure that no one could take the survey twice, each
participant was sent the print version and, if an e-mail address was available, the online invitation as
well. Those receiving the print version were invited to take the online survey via a generic link. Each
survey was labeled with a unique identifier to ensure against duplicate respondents. To encourage
study participation, respondents were eligible to receive a prize.

Within Part 3 of the report, results are reported on overall responses for both the claims and non-
claims groups, as well as expense-only and indemnity data for the group with claims. The margin of
error at the 95 percent confidence level for the claims portion of the study was +6.1 percent, and
the corresponding margin for the non-claims version was +2.8 percent. In either case, 95 percent of
the time we can be confident that percentages in the total population would not vary by more than
these percentages in either direction.

SURVEY RESPONSE RATES SUMMARY
Claims Non-claims
Print Online
Initial deployment 9/3/2012 9/15/2012 9/15/2012
Reminder #1 sent 10/1/2012
Reminder #2 sent 11/1/2012
Field closed 11/16/2012
Initial sample size 378 5,000
Undeliverable/opt out 19 103
Usable sample 359 4,897
Number of respondents 113 989
Response rate 32% 20%
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Please note that the survey findings are based on self-reported information and thus may be skewed
due to the respondents’ personal perceptions and recollections of the requested information.

The qualitative HPSO survey results are not comparable to the quantitative CNA pharmacist closed
claims data in Part 1 or the pharmacist license protection closed claims data in Part 2. Some figures
and narrative findings in Part 3 include a reference to the average total paid amount of the respon-
dents’ closed claims. It is important to remember, first of all, that the average total paid amount
combines average paid indemnity and expense-only payments. Secondly, in this section, this figure
reflects only those payments made on behalf of HPSO-insured pharmacists who had a closed claim
and who responded to the survey. Therefore, average total paid findings in Part 3 should not be
compared with average paid indemnity findings in Part 1.

SUMMARY OF FINDINGS

= Most respondents, both those who experienced claims and those who did not, have not par-
ticipated in a residency program. However, the effect of such a program on average payments
appears to be positive.

= All of the respondents surveyed said they are required to obtain a certain number of continuing
education credits per year, with a majority (64.5 percent) needing up to 15 credits annually. This
group saw the overall highest average total payment ($71,487).

= Having experience as a pharmacy tech or paid intern for at least two years before becoming a
licensed pharmacist corresponded to significantly lower average total payments.

= Respondents who did not have a mentorship experience were more likely to experience a claim.
Non-mentored pharmacists also had a higher average total payment ($91,759), compared with
those who had a mentor ($29,434).

= While more pharmacists are expected to fill a prescription within 15 minutes, higher average
total payments were made on behalf of those without a fill-time limit. Payments made on behalf
of those with time limits were consistently lower, no matter the length of their time limit.

= Bar-coding was used less frequently by respondents who experienced a claim (66.0 percent),
compared with the non-claims group (76.7 percent). The use of bar-coding resulted in lower
average total payments.

= The use of automation and robotics appeared to result in lower average total payments. While
only a third of respondents who experienced a claim benefited from this technology, their aver-
age total payments were approximately $15,000 less.

= Most respondents do clarify a prescription with the prescribing practitioner before making any
substitutions. Clarifying prescriptions before making a drug substitution appeared to result in
lower average total payments.

= Pharmacy technicians served as the main source of assistance for most respondents surveyed.
However, higher average total payments were made when the pharmacist was working with
another pharmacist ($77,647) or when the pharmacist worked alone ($69,589).



TOPIC 1: RESPONDENT DEMOGRAPHICS

Gender

The proportions of male and female respondents within the claims and non-claims samples were
mirror images of one another, with a majority of male participants having experienced a claim. Despite
this, overall average payment on behalf of female respondents was more than twice that of their
male counterparts.

TABLE 1: Pharmacist Gender
Q: What is your gender?

Non-claims Claims Average total paid
Female 60.2% 39.1% $77,571
Male 39.8% 60.9% $35,314

Age

The majority of respondents having experienced a claim were over the age of 50, with 33.9 percent
falling between 51 and 60 years of age. This is in contrast to the non-claims respondents, who were
primarily under the age of 40. The highest average total payments were made on behalf of pharma-
cists over 46 years of age.

TABLE 2: Age
Q: What is your age?

Non-claims Claims Average total paid

30 years or younger 29.6% 0.9% 1 $2,640

31 to 35 years 15.6% 4.6% $27,475
36 to 40 years 13.2% 6.4% $8,115
41 to 45 years 9.6% 15.6% $16,263
46 to 50 years 7.0% 13.7% $81,361
51 to 60 years 17.0% 33.9% $42,018

61 years or older 8.0% 24.7% $55,473
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Highest Level of Education

A large percentage of respondents who experienced a claim were practicing with their bachelor’s
degree, which can be correlated to the age demographic of this sample. With the recent emergence
of doctorate programs in pharmacy, it is not surprising to see more of these degrees in the non-claims

data, which was dominated by younger pharmacists.

The highest average total payment was seen for pharmacists with an entry-level doctorate degree
($88,402), an increase of nearly $40,000 over those holding a bachelor's degree alone.

Those with the most comprehensive education history (i.e., post-BS doctorate) had the overall low-

est average total payments.

TABLE 3: Highest Level of Education
Q: What is your highest level of education completed?

Non-claims Claims Average total paid

Bachelor of Pharmacy 38.1% 73.2% _ $51,657
Doctor of Pharmacy (entry-level) 34.7% 13.9% — $88,402

Doctor of Pharmacy (post-BS) 27.2% 12.9% _ $18,405

Location

The overall distribution of practice location was consistent between the claims and non-claims groups.
Respondents in the suburbs, the most common setting (48.1 percent), had the lowest average total
payment ($14,157). Urban-based pharmacists had the highest average total payment ($112,294).

TABLE 4: Location
Q: Which of the following best describes the location of your practice?

Non-claims Claims Average total paid
Rural 15.0% 22.2% _ $58,508
Suburban 50.8% 48.1% P $14,157

Urban 34.3% 28.7% — $112,294
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Years in Practice

Nearly all respondents (90.7 percent) who experienced a claim had been in practice for at least
11 years. The highest average payments ($69,013) were made on behalf of those practicing at least
15 years. The likelihood of experiencing a claim increases with the number of years in practice.

TABLE 5: Years in Practice

Q: How many years have you been practicing as a pharmacist?

Non-claims Claims Average total paid
Less than 2 years 13.2% 21% # $1,374
2 to 5years 23.1% 0.0% ‘ $0
6 to 10 years 12.7% 7.3% _ $15,233
11 to 15 years 11.3% 11.5% _ $12,148

More than 15 years 39.8% 79.2% — $69,013

TOPIC 2: PRACTICE PROFILE

Completing a Residency Program

Most respondents, both those who experienced claims and those who did not, have not participated
in a residency program. However, participation in such a program appears to have a positive effect
on average payments.

TABLE 6: Having Completed a Residency

Q: Did you complete a residency program?

Non-claims Claims Average total paid

Yes 11.7% 5.9% _ $33,405
No 88.3% 94.1% — $56,923
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Number of Annual Continuing Education (CE) Credits Required

All of the respondents surveyed said they are required to obtain a certain number of continuing
education credits per year, with a majority (64.5 percent) needing up to 15 credits annually. This
group saw the overall highest average total payment ($71,487). Payments for those respondents in
states requiring more than 15 hours per year were fairly consistent.

TABLE 11: Number of Annual CE Credits Required

Q: According to your state licensing board, how many CE credits are you required to complete annually to maintain your pharmacist licensure?

Non-claims Claims Average total paid
None 0.3% 0.0% | $0
1-15 51.2% 64.5% — $71,487
16-30 40.1% 31.8% _ $18,877
31-60 8.4% 3.7% b $22,057

Years Working Before Pharmacist Certification

Having experience as a pharmacy tech or paid intern for at least two years before becoming a
licensed pharmacist corresponded to significantly lower average total payments.

TABLE 12: Years Working Before Certification

Q: According to your state licensing board, how many CE credits are you required to complete annually to maintain your pharmacist licensure?

Pharmacy technician Non-claims Claims Average total paid
None/NA 44.6% 40.3% — $87,031
Less than 2 years 19.5% 18.2% — $92,679
2 to 5 years 28.9% 37.7% _ $37,885
6 to 10 years 6.4% 2.6% P $6,969
11 to 15 years 0.8% 1.3% _ $36,645
More than 15 years 0.3% 0.0% ‘ $0
Paid intern Non-claims Claims Average total paid
None/NA 13.4% 18.6% — $115,972
Less than 2 years 33.8% 51.5% _ $60,753
2 to 5 years 52.2% 32.0% h $13,926
6 to 10 years 0.8% 0.0% | $0
11 to 15 years 0.0% 0.0% | $0
More than 15 years 0.0% 0.0% | $0
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TOPIC 3: PHARMACY DETAILS
Mentorship During Initial Work Experience

Respondents who did not have a mentorship experience were more likely to experience a claim. A
correlation can be made to indemnity payments, as this group had a higher average total payment

($91,759) than did those who had a mentor ($29,434).

TABLE 18: Mentorship

Q: During your first two years of working, did you have a mentor that you could go to when you had questions?

Non-claims Claims Average total paid
Yes 71.6% 59.4% _ $29,434
No 27.0% 38.7% — $91,759
Don't know 1.4% 1.9% P $4,783

Time Limit for Filling Prescriptions

While more pharmacists are expected to fill a prescription within 15 minutes, higher average total
payments were made on behalf of those without a fill-time limit. Payments made on behalf of those
with time limits were consistently lower, no matter the length of their time limit.

TABLE 22: Time Limit for Prescriptions
Q: What is the time limit or expectation for filling prescriptions?
Non-claims Claims Average total paid
No limit/expectation 19.2% 11.8% — $88,588
Within 15 minutes or less 62.5% 70.6% h $9,661
20 minutes or less 9.4% 5.9% ’ $238
25 minutes or less 3.1% 5.9% # $1,650
30 minutes or less 2.7% 0.0% ‘ $0
More than 30 minutes 3.1% 5.9% # $5,000
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Bar-coding Usage
Bar-coding was used less frequently by respondents who experienced a claim (66.0 percent), com-
pared with the non-claims group (76.7 percent). The use of bar-coding resulted in lower average

total payments.

TABLE 24: Bar-coding Usage

Q: Does your pharmacy utilize bar-coding to scan for correct drug products?

Non-claims Claims Average total paid

Yes 76.7% 66.0% _ $28,062
No 23.3% 34.0% — $102,453

Use of Robotics/Automation
The use of robotics and/or automation appeared to result in lower average total payments. While
only a third of respondents who experienced a claim benefited from this technology, their average

total payments were approximately $15,000 less.

TABLE 25: Robotics and/or Automation Usage

Q: Does your pharmacy utilize robotics/automation?

Non-claims Claims Average total paid

Yes 42.1% 32.1% — $43,146
No 57.9% 67.9% — $58,135

Clarification of Drug Substitutions

Most respondents do clarify a prescription with the prescribing practitioner before making any sub-
stitutions. There appears to be a positive correlation between clarifying prescriptions before making
a drug substitution and average total payments, which totaled $53,481 for those who do clarify,

compared with $172,512 for those who do not.

TABLE 31: Clarifying Drug Substitutions

Q: Do you clarify with the prescribing practitioner before making substitutions?

Non-claims Claims Average total paid

Yes 92.8% 93.4% b $53,481
No 7.2% 6.6% — $172,512
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TOPIC 4: ABOUT THE CLAIM SUBMITTED
Assistance in the Pharmacy

Pharmacy technicians served as the main source of assistance for most respondents surveyed.
However, higher average total payments were made when the pharmacist was working with another
pharmacist ($77,647) or when the pharmacist worked alone ($69,589).

TABLE 35: Staff Assistance in the Pharmacy

Q: At the time of the incident, who was assisting you in the pharmacy? (Note: Respondents were asked to “check all that apply.”)

Non-claims Claims Average total paid
Pharmacy tech 86.9% 67.0% _ $43,948
Self/no one 13.9% 20.6% — $69,589
Other pharmacist 60.9% 20.6% — $77,647
Clerical 15.6% 8.2% _ $10,389
Pharmacy owner 3.2% 6.2% _ $9.803
Other 4.1% 4.1% _ $13,398
Registered pharmacist intern 25.9% 2.1% P $5,250
Assistant 7.9% 0.0% ‘$0

CNA AND HPSO 2013 PHARMACIST LIABILITY: PART 3



In addition to this publication, CNA has produced numerous studies and articles that provide useful risk control information on topics relevant to healthcare
professionals. These publications are available by contacting CNA at 1-888-600-4776 or at www.cna.com. Healthcare Providers Service Organization (HPSO) also
maintains a variety of online materials for pharmacists, including newsletters, articles and useful clinical and risk control resources, as well as information relating to
pharmacist professional liability insurance, at www.hpso.com.

The information, examples and suggestions have been developed from sources believed to be reliable, but they should not be construed as legal or other professional
advice. CNA accepts no responsibility for the accuracy or completeness of this material and recommends the consultation with competent legal counsel and/or other
professional advisors before applying this material in any particular factual situation. Please note that Internet hyperlinks cited herein are active as of the date of
publication, but may be subject to change or discontinuation. This material is for illustrative purposes and is not intended to constitute a contract. Please remember
that only the relevant insurance policy can provide the actual terms, coverages, amounts, conditions and exclusion for an insured. Use of the term “partnership” and/or
“partner” should not be construed to represent a legally binding partnership. All products and services may not be available in all states and may be subject to change
without notice. CNA is a registered trademark of CNA Financial Corporation. Copyright © 2013 CNA. All rights reserved.

Healthcare Providers Service Organization (HPSO) has over 30 years experience in providing healthcare providers with professional liability insurance coverage and
risk management information. Healthcare Providers Service Organization is a registered trade name of Affinity Insurance Services, Inc., an affiliate of Aon Corporation.
For more information about HPSO, or to inquire about professional liability insurance for pharmacists, please contact HPSO at 1-800-982-9491 or visit HPSO online
at www.hpso.com.
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