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Abstract

Background: Medication safety is a worldwide concern and
voluntary reporting is one of the most important detection methods
used to avoid medication error recurrence. Medication errors should
be reported to a national monitoring program so that the shared
experiences can facilitate learning and enhance error prevention
strategies. In June 2014, we established the National Office for the
Handling and Reduction of Medication Errors (NO HARMe) and its
national online system for medication error reporting. The primary
objective of this system is to improve medication safety in Egypt by
learning from errors and sharing such experiences among health care

organizations.

Purpose: This study analyzes reports to the Egyptian medication error
(ME) reporting system from June to December 2014. The study also
evaluates MEs reporting barriers from the pharmacists' perspective,
before and after using the NO HARMe reporting system and to what
extent this new system was effective, satisfactory and suitable for their

use.

Methods: Fifty hospital pharmacists received training on ME reporting
using the national reporting system. All received reports were reviewed
and analyzed. The pieces of data analyzed were patient age, gender,
clinical setting, stage, type, medication(s), outcome, cause(s), and
recommendation(s).

After six months of using the new system, we used a paper based
questionnaire with participants to describe: Barriers of reporting they

were facing during reporting of errors (before receiving the training), any
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Abstract

remaining barriers they still have while using the new system and their

feedback on the national form.

Results: Over the course of 6 months, 12, 00 valid reports were gathered
and included in this analysis. The majority (66%) came from inpatient
settings, while 23% came from intensive care units, and 11% came from
outpatient departments. Prescribing errors were the most common type
of MEs (54%), followed by monitoring (25%) and administration errors
(16%). The most frequent error was incorrect dose (20%) followed by
drug interactions, incorrect drug, and incorrect frequency. Most reports
were potential (25%), prevented (11%), or harmless (51%) errors; only
13% of reported errors lead to patient harm. The top three medication
classes involved in reported MEs were antibiotics, drugs acting on the
central nervous system, and drugs acting on the cardiovascular system.
Causes of MEs were mostly lack of knowledge, environmental factors,
lack of drug information sources, and incomplete prescribing.
Recommendations for addressing MEs were mainly staff training, local
ME reporting, and improving work environment.

From the questionnaire analysis; four reasons represented the major
reporting barriers for pharmacists before training on the new system.
Those barriers were, lack of knowledge that MEs should be reported,
lack of knowledge on how to report them, unavailability of specific
reporting form and inability to know the details of the medication
incident or event. The main barrier that stills prevent some participants
from reporting, is their inability to be directly involved in the medication
use process. Generally all barriers reduced after training and availability
of the national form. According to their feedback two criteria can be

considered successful with the mode of selection being (excellent).

Page | viii



Abstract

Those criteria are; ease of access to the online form and feeling safe
because their information is confidential and secured. On the other hand,
five other items identify possible areas for system improvement with the

mode of selected evaluation was (good).

Conclusion: For the first time, Egypt has a national database of MEs
gathered through an online reporting system — NO HARMe, within the
Egyptian Drug Authority. Although there are general limitations of
voluntarily reported data, our analysis of this database has provided
useful background for researchers and decision makers that can be used
to assess the problem, identify the root causes of errors, and develop new
preventive strategies. Despite the positive impact of the newly
established national reporting system in changing the reporting

behaviors, this culture is still growing up in Egypt.

Keywords: Medication errors, Medication safety, voluntary reporting,

reporting barriers.
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1-Definition of medication errors

The National Coordinating Council for Medication Error Reporting
and Prevention (NCC-MERP) defines a medication error as "any preventable
event that may cause or lead to inappropriate medication use or patient harm while the
medication is in the control of the health care professional, patient, or consumer. Such
events may be related to professional practice, health care products, procedures, and
systems, including prescribing; order communication; product labeling, packaging,
and nomenclature; compounding; dispensing; distribution; administration; education;

monitoring; and use. (FDA 2015)

It can also be defined as ‘a failure in the treatment process that leads to, or

has the potential to lead to, harm of the patient’. (Aronson 2009)

Medication errors can occur while:

* Drug selection—irrational, inappropriate, under-prescribing and overprescribing.

= Prescribing errors—problems with writing the prescription, including illegible

handwriting.

» Manufacturing the formulation to be used—wrong strength, contaminants or

adulterants, wrong or misleading packaging.

* Dispensing the medication—wrong drug, wrong strength, wrong dosage form,

incorrect labeling.

* Administering or taking the drug—wrong dose, wrong route of administration,

wrong frequency, wrong duration.

* Monitoring therapy: inability to change the regimen when needed, change to

inappropriate drug.
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Review of literature

The word ‘failure’ in the definition means that there are certain standards, and
failure can be judged against them. All health professionals in the medical field should
establish or at least understands such standards. They should use specific measures to
make sure that no failure in meeting the standards not or unlikely to occur. (Aronson

2009)

An adverse event is ‘any abnormal sign, symptom or laboratory test result, or any

syndromic combination of such symptoms, any unexpected or unplanned occurrence
(e.g. an accident or unplanned pregnancy), or any unexpected progression in a
concurrent illness. If an adverse event happened while a person is using a drug it may
be an adverse drug reaction. If an adverse event is not caused by the drug it remains
an adverse event; if it can be attributable to a drug it will be a suspected adverse drug
reaction. An ADR is ‘an actually harmful or undesired reaction, resulting from the
use of a medicinal product’. Sometimes medication errors result in ADRs but many do
not.(Aronson 2009) The relationship between adverse events, ADRs, and medication

errors is illustrated in the Venn diagram in Figure 1.

Figure 1. A Venn diagram showing the relation among adverse events, ADRs

and medication errors (Aronson 2009)
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