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Medication errors and
pharmacovigilance

1 Pharmacovigilance is defined as a system for
monitoring the safety and effectiveness of
medicines.

1 As part of the overall effort, analysis of
medication errors represents a critical
component

1 Knowledge of the medication use system Is
required to understand root causes of
medication errors, including medical product
ISsues



Medication errors and

pharmacovigilance

1 Medication errors are a public health issue

1 Patient harm arises from both adverse
drug reactions and medication errors

1 Medication error reporting and learning
must be part of international
pharmacovigilance efforts

1 Similar adverse outcomes arise from
medication errors globally



Medication errors and
pharmacovigilance

1 Because of their knowledge of medication use
systems, familiarity with regulated products, and
ultimate responsibility for medication safety,
pharmacists are ideal health professionals to
assume roles in pharmacovigilance

1 Such medication safety expertise must be
Incorporated into pharmacovigilance efforts in a
collaborative way

1 The main purpose is to share learning, identify
unsafe conditions and support implementation of
product and practice improvement strategies that
serve to prevent patient harm
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1 Established to support and facilitate the
transfer of information to benefit
medication error prevention efforts in
participating countries



www.Intmedsafe.net




WHO Initiative

1 Support and strengthen consumer reporting of
ADRs and adverse events

1 Expand the role and scope of national
pharmacovigilance centres to prevent medicine-
related adverse events

1 Promote better and broader use of existing
oharmacovigilance data for patient safety

1 Develop additional methods of
oharmacovigilance to complement data from
spontaneous reporting systems
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National Medication Errors Reporting Program

Operated by the
Institute for Safe Medication Practices
WWW.ISmp.org

ISMP is a federally certified patient safety organization (PSO)

PARTNER
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Medication Error Reporting System

Acute Care
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1 Early warning system
— Issue nationwide hazard alerts and press

CIEENES
== m |earning
— Dissemination of information and tools

1 Change

— Product nomenclature, labeling, and

continnd 1 pago 2t B

Community/Ambulatory Care

__ISMPMedication SafetyAlert
& - P ——

In medicine, be wary of “misspeakers” who
“shoot from the hip”

packaging changes, device design, practice

iIssues

1 Standards and Guidelines
— Advocates for national standards and

guidelines
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Error Reporting Programs

1 Not just focused on quantitative data

1 Learning Is from qualitative information in the
reports

1 Allows national alerts after just a single report of
a major safety issue

1 Generally reaches audiences long before FDA,
CDC, industry actions

1 However, all too often, practitioners and
organizations don’t act until it happens to them
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drug events (ADEs) reported to the US F00=1 s inistration ble tragedy in Syria where 15 children died

(FDA) fo n safety signals involving four drugs. The report examines after being vaccinated against measles.

cases of homicidal, self-injurious, and idal ideation for varenicline (CHANTIX); The diluent tuned out to be atracurium.

multiple adver n the brain with sodium oxybate (XYREM); card cular, Don't think that something similar couldn't
infection, and pregnancy ris ith fingolimod (GILENYA; and severe gastrointestinal happen here. It has, many times.

(Gl) toxicity and hypersensitivity associated with dimethyl fumarate (TECFIDERA).

Apparently in the Syrian incident, the man-

Varenicline (Chantix): Thoughts of suicide/self-injury and homicide ufacturer shipped vials of v e asa

In October 2014, FDA will move the smoking tion drug varenicline into the lyophilized powder along with separate

drug safety spotlight. The agency has scheduled a joint public meeting of two advisory glass ampuls of diluent. Somehow, a mix-

committees to review the current Boxed Warning and IV Guide.Thus far, FDA up occurred either before shipment from

has revealed little about why it scheduled thi ial meeting.The in ural issue of the manufacturer or at the central area

continued on p te where the vaccines and diluents were

stored in a refrigerator, prior to distribution

to other areas. The diluent ampuls were




Two chamber vial used for
medications with diluents

Liquid diluent
or vaccine
component B

Lyophilized

powder or

vaccine

component A
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The following information is intended for healthcare
professionals only:

Instruclions for vse Dual chamber syringe [See diagram
averleaf]

VIATIMG, Suspension and solution for suspension lor injection
prefilled syringe

Hepalilis A [inoctiv led adsorbed) and yphoid

||| lunger .'_I infc -I||,_ |_|U ger sl [_[d—* Ih opp
then mix the vaccine cor mponents

[:--__-,hi":] Ihe plunger, kee ping the needle H}'.'-.*,--'1|-"]5- he

vaccine in the lower chamber moves inlo Ihe e
|' means of the by-pass channe
Shake vigorously until o  homogeneou:
achieved
Heolding the needle shield at the tip,

upwards withaut hwistir

Procead immediately |I| the injection, A vein test may be
caried ocut by [ H||||| -|IE_1||I|'-_.- an the plunger The stoppers
may separale but ensure that Stopper 2 does nol reach the
oypass channel in order to avoid any leakage of liquid. IF o

blood vessel has been peneiraied, blood will be pulled bac
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VARIZIG dilution problems reported

An issue came to our attention recently regarding varicella zoster immune
prophylaxis against chicken-

Wx in high-risk g, auch w5 EAAon S5 ks WG i -
compromised. The product is available as a kit (Figure 1) that contains a

n single vial of diluent along with a vial of 125 units of lyophilized powder {la-

essary expression that is sometimes misread as V). The diluent is packaged as a single-
dose vial containing 8.5 mL.VARIZIG is approved in the US for IM use only but approved
in Canada for IM or IV use. According to the US label, only 125 mL of diluent is necessary
for reconstitution of the 126 unit vial for IM use, resulting in a solution of 100 units per
mL. In Canada where IV use is approved, 25 mL of diluent must be added to the vial

Rocently, in a US hospital emergency department (ED), a S-year-old pediatric patient
/as to receive 125 units IM. However, a nurse misunderstood the instructions and used
the entire volume of diluent (8.5 mL} to reconstitute the product. Rather than waste the
dose, the nurse docided to divide the dose into two 3 mL injoctions and one 2.5 mL in-
jection—for atotal of 3 IM injections, which
is bound to be traumatizing, particularly for
2 5eyearold child. It is unclear why the in-
structions were misunderstood, but since
only a fraction of the diluent {125 of the 85
mL) is necessary, it s likely that the packag-
ing contributed to the error. We could also
foresee a situation where the entire diluent
is used to reconstitute the powder, and the
practitioner assumes this provides the la-
beled 100 units per mL concentration, which
would lead to a subtherapeutic dose.

The product is distributed in the US by Emergent Biosolutions and manufactured by its
subsidiary, Cangene Biopharma, in Canada. According to Emergent Biosolutions, the
diluent vial presently contains 85 mL because higher dases were originally used in
Canada, and stabilty studies ducted with larger Th

SAFETY briefs

/I\ Nitrogiycerin injection shortage iss

=== Caution: During the mtravenous {IV) ni

trogiycerin shortage, if you have had to
jockey between Baxter and Hospira for
available premixed nivoglycerin bottes
you may already know how this can lead
toerrors. The Baxter container label ex
presses thenitroglycerin strength prima
rily as the mg of drug per total volume in
the container fe.q., 100 mg/250 mL), fol
lowed by the amount in micrograms per

Figure 2

ml listed within parentheses (Figure 1}
Onthe other hand, Hospira labels it pre
mixed infusion of nitroglycerin primarily
inmicrograms per mL e.g. 100 meg/mL},

with the mg of drug per total volume in

told us that Cangeno has a new liquid form of the product under development that will
not require reconstitution The dosing for the new formulation is also weight-based and
may require more than one vial according to a dosing chart in the package insert. For
now, if you stock the lyophilized product, considor adding an auxiliary label that reminds
practitioners to reconstitute with the volume listed in the labeling (1.25 mL per 125 unit
vial, which provides 100 units per mL), and then to discard the remaining diluent

We also had a pharmacist express concern regarding the amount of sodium phosphate
administered based on the diluent vial label. The label states that it contains *10 mM" of
sodium phosphate, which seems to be a high dose of sodium phosphate for treating
hypophosphatemia. But dor't confuse mM with mmeol as we did along with the reportor).

continued on pago 2—VARIZIG >

pa (Figure 2). This is a long
standing problem that ISMP has brought
to the attention of he product manufac
turers and the US Food and Drug Admn-
istration {FDA} i the past

Errors are more liely during product
shortages because infusion pumps may
ed to be reprogrammed. For example
nurses familiar with Hospira's 100 megiml
label as the primary display may confuse
this with a Baxter bottle labeled as 100
continued on page 7—SamErY ek >

Nurse AdviseERR’

Recommendations for practitioners to address
system-based causes of vaccine errors (f

tive heaith interv entions ever introduced worldwide. According to the\orld Health

SAFETY wires

Immnmvilun\yﬁ widely recognized a5 one of the most successful and cost-offec: @ Nitroglycerin jection shnna;e is:

Organization (WHO), immunezations prevent 2to 3million deaths per year Despits
this sucoess, some children and adults in the L
preventable disesses targeted vith specif

an vulnerable tothe 17 vacsine
unization Fecommend sions.

The failure to varminate due to lack of information or misinformation s the prmary
roason for the existence of susceptible populations in the US However, emors with

can result in an ded and sroe o While

e immediots impect of & vaccinevelated srror on & putent may ot b sericu
such errors may render the vaccine inefective or reduce its effectiveness, leawving pa-
tients unpeotected against senious diseases such a hepatitis A, hepatiis B, diphtheria,
totanus, measles, corvical cancee, and many others.

In Septeember 2012, ISP G coopartion with the Califomia Depanment of Public
Health} P Nstional Vacoine £ ogram {ISMPVERP)
tooollect data about llml,[nr(»l\innvﬂmr salorogsod h s they omur
In our June 2014 newsletter (e is 261}, we provided a summary
anatysis of aor eports subitted o the ISHPVE " during 6 st your

The vacainations most frequenty involved in emors included

sonzan type b conjugate (Hib)
s toxonds, sosllular pertussis sdsorbed, and insativated

and 3 .
 Diphtherta and tetanus toxords and soelldar perty orbed (DTaP)
® Hopatitis A (Hop

® Hopatts B Hopl)

® Human papillomavirus (types 6, 11, 16, 19}, recombinant {HPY4)

» Zoster

= Measles, mumps, rubella, and varicella (MMRY

The most commmon contributing factors with the reported vaoane emors induded

W Mistakes in choosing age-dependent formulations of v acxnes intended t pre-
vent the same diseases

® Unfamilianty with the vaocine, particularly its dose, dosing schedule, age spec-
fications, route of administration, and the vacoine’s various components fe.g.
combsnation vacsines; diluent and powdert

W Failure tochedk or verify the patient’s age, heakh record, oe state vaocine registry

® Similar vacine names and abbreviations

imilar and confusing vaccine labeling and pakag
afe storsqe conditions {e.q., stored near other similar vacdines, u

tempersture fluctustions)

® Expiration dates not noted or misunderstood

sue. Caution: Dus b shortage

Supported by educational grants from Baxter and BD
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ISMP Websites

3] [nstitute for Safe Medication Practices

S, onsumerMedSafety.org ISMP) |
A Nonprofit O ion Educating the c and C //:(/ASMSO : atecy ol

E:
EITTIEEE About Safe Medication Practices S Ve ELF FROM MEDICATION ERRC

e Medication Safety Officer
Home  Support ISMP Newsletters Webinars ReportErrors Educational Store Consulting FAQ Tools AboutUs Contact Us .
Society

AboutUs Career Certification Discussion Education Events FSMSO Join  Links

16" ANNUAL ISMP Sucstion s Ao — FDA rem]n_dsco sumers aboul fentanyl patch safety; safe use
around children and proper disposal

The Food and Drug Administration (FDA)is alerting patients, caregivers, and healthcare

. - pro ‘ Based
CHEERS awarps : Voaention Satety Toole: “socey|  The mission of the Medication Safety Officer Society (MS0S) isto  Our Partners

e advance and encourage excellence in safe medication use by
DECEMBER 10, 2013 . . ol - providing communication, leadership, direction, and education
A1 CUBA LIBRE, ORLANDO, FL
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FETY
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Report
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Which Concentration to Select?
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NOG 0074-4002-20

a 20 mlL Singla-dose Vial
[ Nimbex"®

Injection
(cisatracurium
besylate)

Equivalent to
200 mg/20 mL
(10 mg/mL)

cisatracurium,

For ICU use only,

l)'» only

NOC 0074.4380+10
10 ML morple-dose Vial

Nimbex”*

Injection
(cisatracurium
besylate)

Equivalent to

20 mg/10 mL
(2 mg/mL)

cigatracurium.

0.9% benzyl
glecohol (added as
o presorvative)

B only
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5 0 Coffee And Tea Festival: Diesl expires:

Atlantic City 7h:23m:56s
Ve ) L | il QFF Half Off Admission for Coffes &
INOWALNIE | 4 Tea Festival in Atlantic City Get This Deal

' ARCHECKIUP.

Check Up is your guide to health and medicine
v across the Philadelphia region.

Brought to you by Philly_.com/health and the

P Philadelphia Inquirer's Health and Science team,
comments %  ElRecommend || 5 this blog covers major health events in our region
and offers everything from personal health advice
to an expert look at health reform.

Insulin safety for people who inject with a "pen’

Our guest bloggers include:

by Michasl R. Cohen, R.Ph., M.S. * Michael Cohen — Medication Safety

With millions of Americans suffering from diabetes, there’s been tremendous growth in the use of insulin. For * Robert Field — Health Policy
convenience, many insulin dependent diabetics carry their insulin in a prefilled syringe available from drug
manufacturers. The device is called an insulin pen because it sort of looks like a pen and can be carried in your
pocket. But it's actually a sophisticated device designed for multiple injections of insulin until the cariridge within the
pen needs to be replaced.

* Daniel R. Hoffman -- Pharma

Unfortunately, not every insulin dependent patient knows how to use their pen in the proper way and they sometimes
place themselves at dangerous risk of complications. We received an interesting report from a cerified diabetes
educator/RN about a patient who suffered an insulin overdose by misreading the amount dialed. With some of the
most popular insulin pens now in use, you have to turn a dose selector dial to set the pen to deliver the prescribed
dose. The dose then appears in a litthe built-in window on the pen. Once you set the dose you inject the pen’'s needle
into your skin and push a button to release the dose. In the picture below you can see what that looks like where the
insulin dose that has been dialed is 46 units.

In this actual case that happened when a new patient was giving herself Novolog insulin for the first time, the patient
ultimately wound up in a hospital emergency room, unconscious and with a dangerously low blood sugar of just 20
mg/dL. A normal blood sugar would be above 70 to around 100. A blood sugar that low risks permanent brain injury B|09 Ro

of not caught in time.

= Health News blogs:



FDA Center for
Drug Evaluation and Research

Office of Surveillance and Epidemiology

o Office of Medication Error Prevention
and Risk Management
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NDC 0054-0352-4 W0 mL |

MORPHINE SULFATE
Oral Solution @

20 mg/mL

ONLY FOR USE IN PATIENTS
WHO ARE OP1OID TOLERANT l

SUGAR AND ALCOHOL FREE.

}\'A only

':‘q”u ;'. ane Ltara orie

Before

MORPHINE SUI.FATE
Oral Solution @

100 mg per 5 mL
(20 mg/mL)

ONLY FOR USE IN PATIENTS WHO
ARE OPIOID TOLERANT

PHARMACIST: Must dispense the
enclosed Medication Guide
to each patient.

Pn ane Laboratories Inc.
Columbus, Ohio 43216

Sugar and
Alcohol Free.
Boehringer Ingelheim

I|||I Roxane Laboratories R(Dnly
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FDA Medication Error Prevention

Guidances

1 Safety Considerations for Product Design
to Minimize Medication Errors (December
2012)

1 Safety Considerations for Container
Labels and Carton Labeling Design to
Minimize Medication Errors (April 2013)

1 Best Practices in Developing Proprietary
Names for Drugs (May 2014)



Forthcoming ISO standards to prevent
healthcare catheter misconnections

1 Enteral applications (feeding tubes and formula
delivery systems)

1 Breathing systems and driving gases
applications (oxygen and ventilators)
—_—

1 Urethral and urinary applications

1 Limb cuff inflation applications j

1 Neuraxial applications (spinal and epidural
catheters and infusions)

1 Intravascular or hypodermic applications




ISMP Launches
Targeted Medication Safety
Best Practices for Hospitals

Deciding what to focus your safety efforts on during the next year?
ISMP is encouraging adoption of consensus-based best practices
on specific issues that continue to cause harmful errors despite
repeated warnings.

For more information and a printable copy of the best practices,
visit www.ismp.org.

The 2014-15 ISMP
2014-15 Targeted best practices address:
Practosstoe sy Bes » VinCRIStine
: * Oral methotrexate
* Patient weights in metric units
* Oral syringes
* Oral liquid dosing devices
* Glacial acetic acid

Www.ismp.org INSTITUTE FOR SAFE MEDICATION PRACTICES SareTy




Examples of Continuing
Medication Safety Issues

1 Wrong-route errors

1 Order communication errors
— oral, written, CPOE

1 Look-alike packaging

1 Look-alike/sound-alike drug name
confusion

1 PCA-related errors
11V compounding errors
1 \/accine errors


http://www.macoalition.org/documents/SafetyFirst3.pdf

Causes of medication errors

Critical patient information missing? (age, weight,
allergies, lab values, pregnancy, patient identity, location,
renal/liver impairment, diagnoses, etc.)

Critical drug information missing? (outdated/absent
references, inadequate computer screening, inaccessible
pharmacist, uncontrolled drug formulary, etc.)

Miscommunication of drug order? (illegible,
ambiguous, incomplete, misheard, or misunderstood orders,
intimidation/faulty interaction, etc.)

Drug name, label, packaging problem? (look/sound-
alike names, look-alike packaging, unclear/absent labeling,
faulty drug identification, etc.)

Drug storage or delivery problem? (slow turn around
time, inaccurate delivery, doses missing or expired, multiple
concentrations, placed in wrong bin, etc.)



Causes of Medication Errors

Drug delivery device problem? (poor device design,
misprogramming, free-flow, mixed up lines, IV administration of

oral syringe contents, etc.)

Environmental, staffing, or workflow problems?
(lighting, noise, clutter, interruptions, staffing deficiencies,
workload, inefficient workflow, employee safety, etc.)

Lack of staff education? (competency validation, new or
unfamiliar drugs/devices, orientation process, feedback about
errors/prevention, etc.)

Patient education problem? (lack of “counseling,”
noncompliance, not encouraged to ask questions, lack of
Investigating patient inquiries, etc.)

Lack of quality control or independent check

systems? (equipment quality control checks, independent
checks for high alert drugs/high risk patient population drugs
etc.)



Use of storytelling

1 Powerful communication strategy

package experiences in an interesting way
share lessons learned

people remember information that evokes
emotion, captures attention, involves
personalization

people who remember stories also
remember the rationale behind specific
error-reduction strategies, thus improving
compliance



Communicating low frequency,
high harm events

ismp Quarte r\yActlonAgenda

ASMP) 0One of the mast Important ways fo prevent medication errors & fo learn about problems that have occumed In ether organizations and to use that information to prevent similar problems at your practice site. To promoie such a
process, the following selected ems from the October-December 2013 Issues of the [SMP Medcafion Safefy Alerd have been prepared for an interdisciplinary commitiee to stimulate discussion and action to reduce the risk of medication emors.
Each ttem includes a brief description of the medication safety problem, a few recommendations fo reduce the risk of emors, and the Issue number to locate addibonal Information & desired. Look for our high-alert medication Icon under the Issue
number If the agenda iizm Involves one or more medications on the [SMP's List of High-Alert Medications (www.lsmp.orm/Took/highalerimedications pdf). The Action Agenda ks ako avallable for download In a Microsoft Word format
(wwwtsmp o/ Newsletters/acutecare/articles/Actionnenda 40 doc) that allows expanston of the columns in the table designated for organizational documentation of an assessment, actions required, and asslgnmems for eal;h auenda tem. Many
product-related problems can atso be viewed In the [SMP Meolcs fan Safedy Alert! section of our website at: www lsmp.org, Continuing education credit | avallable for nurses at: wsw, i
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Organization Assessment

Understanding and managing IV container overfill

Maore than 1,100 patients received less potent
chemotherapy than intended. Larpe bags of
chemotherapy had heen prepared and divided into
smaller doses for multiple patients. Overfill in the
large hags was not considered when listing the
concentration on fhe label because the
compounding pharmacy thaught each lame bag
was to be used a5 a single dose. Although the full
tose in each bap was listed on the lbel, the actual
concentration on e label was incorect. There ae
several methods that can be usad to prepare sterile
products, each with specfic means for managing
the overfill volume to avoid confusion.

(hose the most appropriate method of preparing
gach medication infusion according to whether or
nat the volume/concentration s crifical Obtain a list
of oveil amounts of commonly wsed products
from vendors for reference as necessary. For
continuous infusions firated fo effect, ensure
standardization in the preparafion process in onder
o avoid variafions in concentration and inconsisten-
cies with the dose delvered. For a single dose drup
infusian, the most crifical aspect of the process i
ensuring that the entire contents in the container
are administered; the el should include 2
remindss, “Infisse entire contents for ful dose™

Safety concems surrounding the use of U-500 insulin

s the wse of U-500 insulin grows, 50 da the
number of ermors, mostly reéated to dasing confi-
sion caused by not having a syringe with a U-500
scale. Healthcare providers and patients rely on
syringes meant for U-100 insulin to measure U-
500 insuiin doses. This resufts in communicating
the: dose by the number of units that comespond
to the U-100 syringe. Anather source of confusion
is name simiarity since HUMULIN R & the name
e for both U-100 insulin and U-500 insulin.

Until U-500 syringes ar pens are available, use
tuberculin syringes to measure dases by
volume, using a dosing conversion chart (avail-
able at: waw.ismp.omy'scid=260). Total doses
should be expressed in both units and volume
(i.e, 200 units [0.4 mL]). To minimize name
confusian, ensure the strength is listed with
gach HUMULIN R insulin product during
ander entry. Separate U100 insulin and U-500
insulin vials in storape areas.

Initiative to eliminate

tubing misconnections

(iatheter misconnections happen when tubing from
one type of delivery system is connected to another
delvery system that serves a different function. An
intermational efiort & underway to standardize the
various types of connectors usad in healthcare,
making them incompatiole with each other,

A phasedHn approach to launch the new conmec-
fors, starfing with enteral devices, will ocour in
2014, Orpanizations shauld review the publcation,
Sh} Gonnected, for Frequently Asked (Questions

j /5 Tid=26T) and to begin the
nifial steps to prepare for these changes.
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Making error reporting work

1 Capitalize on altruism

1 No public disclosure of involved staff

1 Personal response to reporters

1 Feedback and changes communicated

1 Non-critical of individuals — it's the system
1 Expert and credible analysis

1 De-1dentified information forwarded to
authorities

1 Regulator and manufacturer advocacy



Data Elements

1 Possible causes
— Ciritical patient information missing?
— Critical drug information missing?
— Miscommunication of drug order?
— Drug name, label, packing problem?
— Drug storage or delivery problem?
— Drug delivery device problem?
— Environmental, staffing, or workflow problems.
— Lack of staff education?
— Lack of patient education?

— Lack of quality control or independent check
systems?

(Assess-ERR™ www.ismp.org/Tools/AssessERR.pdf)



http://www.ismp.org/Tools/AssessERR.pdf

ASSESS-ERR™
Patient MR# Medication System Worksheet Incident #

(1f error reached patient)

Date of error: Date information obtained:

Drug(s) mvelved in error:

\ if no callback identified:
Patient age:

Non-formulary drug(s)?

Drug sample(s)?

Drug(s) packaged in umit dose/unit of use?

Drug(s) dispensed from pharmacy?

Error within 24 hours of admussion, transfer. or after discharge?
Dad the error reach the patient?

Source of IV solution: O Manufacturer premuxed solution

Bref description of the event: (what, when, and why)

OYes

OYes

OYes

OYes

OYes

OYes ONo

O Pharmacy IV admixture O Nursing IV admixture

Possible causes

Comments

Critical patient information missing?
(age. weight, allergies, VS, lab values, pregnancy. patient
identity, location, renal/liver impairment, diagnoses, efc.)

Critical drug information missing?
(outdated/absent references, madequate computer screening,
mnaccessible pharmacist, uncontrolled drug formulary, etc.)

Miscommunication of drug order?
(1llegible, ambiguous, mcomplete, misheard, or
misunderstood orders, intinmdation/faulty nteraction. etc.)

Drug name, label, packaging problem?
(look/sound-alike names, look-alike packaging,
unclear/absent labeling, faulty dug identification, etc.)

Drug storage or delivery problem?
(slow turn around time, inaccurate delivery. doses missing or
expired, multiple concentrations, placed in wrong bin etc.)

Drug delivery device problem?
(poor device design, mmsprogrammung, free-flow, muxed up
lines. TV admumistration of oral syringe contents, etc.)

Environmental, staffing, or workflow problems?
(lighting, noise, clutter, nterruptions, staffing deficiencies,
wortkload, mefficient workflow, employee safety, etc.)

Lack of staff education?
(competency validation, new or unfamiliar drugs/devices,
orientation process, feedback about errors/prevention, etc.)

Patient education problem?
(lack of mformation. noncompliance, not encouraged to ask
questions, lack of mvestigating patient inquiries, etc.)

Lack of quality control or independent check systems?
(equipment quality control checks, independent checks for

high alert dmigs/high nisk patient population drugs etc.)

Dad the patient require any of the following actions after the error that yvou would not have done if the event had not occurred?
OTesting J Additional observation O Gave antidote [ Care escalated (transferred, etc) O Additional LOS O Other

Patient outcome:




Role of voluntary error reporting

programs

1 Programs should NOT have a regulatory
role or even direct connection with
regulators — examples Pa-PSRS; ISMP
national MERP)

1 Reporting inversely proportional to
oublicity generated for specific event types

1 Reporter satisfaction/reward when actions
communicated widely or changes visible;
knowledge that others will benefit




How do you ensure representative
reporting?

1 Difficult with mandatory reporting
— Hospital incident reporting
— Serious reportable events
— Allowance for “whistle blowers”

1 Voluntary can be open to all (e.g., ISMP MERP) or
closed (e.g., specialty such as blood or laboratory)
— Practitioners (ismp.org)
— Consumers (consumermedsafety.org)

1 Specialty organizations

— (ISMP has links to other organizations for reporting of
diabetes medication incidents, nutrition-related
Incidents, others)



How are errors investigated?

1 May/may not be

— Mandatory reporting may be for data collection or
public accountability vs. detail needed for action by
reporting program

— Voluntary reporting allows free discussion with
reporter
1 Materials such as photographs, screen prints, information
from product manuals, etc. often retrievable

— Note: IT vendors have sometimes prohibited such communications
via signed agreement/contract

1 Expert analysis applied

1 Reporting agency gathers facts from external sources as
required

1 More detailed reporting encouraged via responses
communicated with individuals and constituency



How are results from analyses
and investigations distributed?

1 Direct communication with reporter/organization
1 Published data analysis

1 Anecdotal reports/story telling more possible with
voluntary reporting

1 Published in newsletters/journal articles; websites;
media releases; news columns/blogs; social
media; meetings with constituents; webcasts, etc.

1 Multiple journal columns; Medscape,

1 Communication with regulatory agencies,
product vendors, accreditation agencies

1 Communication with consumers



Public health benefits

1 Minimal cost, little work for health-systems

1 Manufacturers and regulatory agencies
receive follow-up and improvement ideas

1 Practice related reports are processed
1 Data analysis and trending
1 Practitioner education

1 Useful in developing drug standards and
drug information




