Idea for research project

1. Title of the project:

Pediatric Medications Errors in Pediatric Hospitals 2009: Incident
and Management

2. Project Summary

This project will focus mainly on medication errors as it represents one of the most common types
of reported medical errors. This is especially valid as medicines are the most commonly used
health-care intervention.

The project development process considered mainly the global priorities in patient safety researches
because there was a great demand for such information. In addition to that there are special needs
for the identification of comprehensive and simple solutions within the process of quality
improvement. Reports revealed that, there is no enough knowledge about effective solutions for
medications adverse events in developing countries.

Understanding adverse events and its types, incidence and preventability is essential component of
any patient safety program. This project design was forced to great extent by methodical
approaches in implementing safer practices, which in turn requires developing safer systems. The
main investigations in this study will concentrate on different components of quality system which
include its structure, process and outcomes.

This project plan followed a systematic approach in developing its protocols which were
formulated as evidence based. This approach was built on efforts, experiences and initiatives done
in this area of work, so as to validate and/or improve the targeted interventions to suit with the local
demand for these interventions.

The project team adopts the international patients’ safety (High 5) initiative as important and
central component in this proposal. This will support the institutionalization and promotion of
patient safety culture within the project implementation areas and on mid/long terms. Project team
also realized the great needs for transferring the knowledge in patient safety programs. This could
be achieved by transferring knowledge from developed countries to developing countries and at the
same time transferring it into practical steps in these countries.

This project will be implemented in three phases; including phase one which is considered as
situational analysis step then followed by phase two that concentrate on problems identification and
solutions selection and the last stage is piloting period phase for the selected solutions.

During the implementation of this project it will be important to make use of available resources
(human, knowledge and money) from all supporting partners. Budget management and make use of
funds will be considerably preserved during the implementation.
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3. Background and Rationale:

Patient safety is defined in general as freedom of a patient from unnecessary harm or potential harm
arising from, or associated with, plans or actions taken during the provision of health care rather

than an underlying disease or injury. !

A lot of theories consider that unsafe medical care is among the major source of morbidity and
mortality throughout the world. One of the major contributors for unsafe medical care is the
medication errors those result in occurrence of harmful adverse events to patients, especially
vulnerable populations, such as the elderly and children.

A medication error is defined by the National Coordinating Council for Medication Error Reporting
and Prevention 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. This including prescribing; order communication; product labeling, packaging,
nomenclature, compounding, dispensing, distribution, administration, education, monitoring and
even its use.

The impact of medication errors is significant, as it harm an estimated 1.5 million people and kill
several thousand each year in the United States of America (USA) and costing the health system at

least US$ 3.5 billion annually. 2

Experts agreed on fact that medication errors have the potential to cause harm within the pediatric
population at a higher rate than in the adult population. Children are more prone to medication
errors and resulting harm; mainly because of the physiological differences of children from adults
(developing renal, immune and hepatic functions). These make them less able to tolerate
medication errors. Lack of pediatric- specific formulas which increase the possibility of errors with
modifications of adult formulas and difficulties around effective communication between young
children and health care providers represents other contributory factors. 3

There is essential need for information about such important issue like incidence of medication
errors and their associated risks among pediatric patients those received the health care at hospitals
settings. There is a clear need to conduct a study as rapid assessment of the current situation in
order to provide baseline data about medication errors in pediatric population.

In many developing countries, there is a considerable gap in information about the incidence and
potentiality of medication errors. There is one study conducted on prescription errors (not focused
on pediatric), and it was figure out only on the trends in errors associated with prescribing practice
of general practitioners rather than the evaluation of errors incident and the impact of these errors.

Medication errors may occur at any point in the medication administration process - during
ordering, transcription, dispensing, and administering medications. In USA one study focused on
the incidence of adverse drug events and potential adverse drug events showed that the majority of
errors occur during the ordering (39-49%) and administration (26-38%) stages, while errors during

transcription and pharmacy dispensing represent 11-12% and 11-14% respectively. 4

Another study on the incidence and timing of adverse events in patients admitted to a Canadian
teaching hospital showed that: incidence of adverse events is 12.7% (in which 4.8% is preventable
and 0.6% led to death). Most of adverse events were due to drug treatment, operative procedures, or

nosocomial infections. °




In a Critical Incident Analysis done in USA to describe the types of patient safety problems that
occur in pediatric medical care they found that the most common domains of medicine in which
problems occurred were medication-related (40.1%), surgical and non-surgical procedures (21%),
diagnostics (18.5%) and monitoring (10%). Patient identification was a factor in 8.2% of the
problems and concludes that patient safety problems were described in all domains of pediatric
medical care, with medication problems the most prominent.

In India a study on medical errors in pediatric practice showed that Of 457 errors identified in 1286
children cases, medication errors were 68.5%, those related to treatment procedures were 13.6%
and to clerical procedures 17.9%. Physiological factors accounted for 27.3% of errors, equipment
failures in 14.9%, clerical mistakes 25.8%, carelessness 21.4% and lack of training for 10.5%.
Morbidity was nil in 82%, mild in 10.7%, moderate in 4.8% and severe in 2.4% errors. ©

It was clearly realized that pharmacovigilance center and adverse events monitoring play an
important role in order to support any patient safety program in this area of work. However the
availability of data and information is essential to get such support. The pharmacovigilance center
is still at its very beginning activity and there are no solid reports or data that could be used in this
area to serves as baseline data for this project.

All these facts indicate the great contribution of errors with pediatric medications in public health
services provision. For the great majority of patient safety programs in developing countries this
area could be considered less important than other areas. But still medications errors (especially in
pediatric medicines) represent an enormous burden on the health system.




4. Study goal, objectives and main research questions:

4.1 Goal and objectives:

Goal:

To support the plans and polices of the national patient safety program by providing information on
pediatric medications adverse events and its contributory factors. In addition to that by providing
evidence based solutions for weak areas in pediatric medicines handling system.

Objectives:

To analyze the incidence, types and preventability of medications errors and its contribution
in adverse events to pediatric patients in specialized hospitals.

To identify and test the most applicable, sustainable and reliable solutions or interventions
to improve the practices to decrease pediatric medications errors in the study hospitals.

To evaluate the impact of the projects tested in improving medical care practices in pediatric
hospitals.

4.2 Research questions:

1.

What is the incidence of medications errors in pediatrics hospitals?

Is there is any harm (s) resulting from medications errors in pediatrics hospitals?

If any, what is the incidence of the incidence of adverse events resulting from medications
errors in pediatrics hospitals?

What is (are) the most applicable method or strategy (s) that could be used in order to
minimize the medications errors in pediatrics hospitals?




5. Methods

This project was basically designed and developed in the following described manner in order to
achieve the overall study objectives. The overall protocol was considering different patient safety
research methodologies which are generally used in this research area.

In addition to that, the proposal also attempt to cover, as appropriate as possible, the key issues
addressed in the global prospect regarding patient safety demanded data in the area of medication
errors. Nevertheless the approach adapted will generate both current situation overview in addition
to suitable solutions testing and evaluation.

This methodology is highly recognize and consider the common concept in medications use which
is the “Five Rights” Concept (Right patient, Right drug, Right dose, Right route and Right time)

The protocol of this project was built in order to achieve its objectives after the completion of 3
complementary phases in different study settings and areas.

These phases will be as follows:

Phase I: Situational analysis.

Phase 2: Problems identification and solutions selection.

Phase 3: Piloting period.

Phase 1: Situational analysis
This phase was designed in order to provide critical and essential information and data regarding
the adverse events related to medications use in pediatric hospitals.
This phase will provide baseline data for the pediatric patients’ safety using specific operational
indicators. It was devised this manner in order to focus on certain areas of work related to
medications adverse events. This will include the following specific areas:

e Evaluation of medications ordering step and associated errors.

e Evaluation of medications transcribing step and associated errors.

e Evaluation of medications dispensing step and associated errors.

e Evaluation of medications administration step and associated errors.

The results obtained from this phase will provide essential information potentially could help to
outline the definitions of errors incidence. The classification of these events will be of great
importance regarding the weak points in the system.

In addition to that the next step in this project will be based, and depend, on the findings concluded
through the development of this phase and its main findings. The methodology for conduction of
this phase will be detailed below.

Phase 2: Problems identification and solutions Selection




The major objective of this phase is to, decisively; determine the main problematic areas that
contribute to the key problems and triggering factors related to medications of pediatric patients’.
This will be obtained through a comprehensive in-depth evaluation of the primarily collected data
from phase 1.

In addition to that, the selection of appropriate solution (s) for each area will be carefully identified
and designed in all aspects related to the identified problems. The development of the proposed
solutions for phase three will depend mainly on the specific problem characteristics. However the
overall adjustment of each solution will depend also on the specific needs and gaps in each study
setting. This means that; the surrounding factors including the affordability of the proposed
solutions, appropriateness and effectiveness will be considered as important selection criteria. The
plan will be based on the concept of service (demand-delivery) approach rather than irrelevant
implementation.

Annex no (1) contain some of (pre-proposed) solutions based on the experiences derived form other
countries in this area. The presentation of these projects were only represent the prospect will be
followed in selecting the specific solution to address defined problem. That mean may be one, some
or all of these projects could be selected depend on the situation.

Each proposed solution will state the following issues in details:
- Project name.

- Objectives.

- Requirements.

- Targeted areas.

- Impact.

- Setup (how each project to be implemented).

As stated before that; the final selection will be decided based on the results and gathering of
information form phase 1 findings evaluation. In addition to that decision makers will be involved
at all selected hospitals in which the specific project will, planned to, be implemented. This will be
achieved through the conduction of focus groups discussion technique which will be especially
formulated for this purpose.

Following the exercise of the focus group discussion; a small working groups of relevant expertise
in each area will be formulated to finalize the outcomes of groups’ discussion

By the end of this phase an operational workshop will be conducted to share information with all
responsible and relevant stakeholders at different levels (policy making level, patient safety
program level and hospitals/health services delivery level).

The products and the outcomes delivered form this workshop will guide thoroughly the
implementation of phase 3 in this project. This workshop will help to mobilize and advocate the
support needed for this project.

Phase 3: Piloting period




The outcomes expected from phase 2 include to great extent the provision of guidance for the final
step. The project team will be able to precisely select the appropriate solutions that address and
target the priority areas in medications adverse events in pediatric hospitals.

The piloting process will be built on small scale level, but at the same time, this should consider all
factors could affect the implementation of these projects at larger scale at program level; or as
strategic options to solve targeted problems at national and/or sub-national levels.

The setup of the project and its implementation at each selected hospital will be forced mainly by
the critical needs for such project. The cost of establishment, running and other expenses will also
largely affect the development of piloting module and the overall expanding plan for large scale.
Understanding the domestic and internal environment, on which the selected projects will tested,
could be of initial and important determinant issue. The culture, needs, attitudes and cooperation of
health staff work at each hospital were also be among the main factors that need to be considered
when each project adjusted (or re-adjusted) to suite the hospital local health system.

Each projected solution, selected for the piloting phase, will be managed through a collaborative
manner between the project team and the local management in each hospital to ensure the
adaptability, transparency and support.

The duration of testing period will vary from one project to another based on the interventions
needed, setup required and the validity of the results obtained from these interventions. But this will
be clearly identified in phase 2 workshop for each and every selected project.

After the completion of piloting period of each projected solution, this phase will also consist of
evaluation component for each solution applied or implemented. The evaluation will track the same
methodology used during phase 1 with the same techniques, instruments and results presentations.
This will be especially important for tow reasons. Firstly; the comparison between results of phase
1 and results of phase 3 will reflect the impact of each project implementation and measuring the
improvement achieved in each targeted area. Secondly; the validity of the investigation and
evaluation methods will be assured and re-tested for future use in other assessments.

After the evaluation of these projected solutions the project team will conduct second workshop for
stakeholders to present and assess the outcomes obtained from this phase and to conclude the final
recommendations for further improvements.

5.1 Setting:




Public sector pediatric hospitals, specialized in pediatric medicine, was targeted in as the public
sector provide the major health services contribution for this group of age within the population.
One teaching hospital will be included in this study setting and treated as special case study. This
hospital has good academic environment that encourage and support the scientific projects to be
implemented.

Within the selected pediatric hospitals, the study will be focused in the major departments that
provide, or deal with, health care services directly to the targeted patients. This will include
principally the inpatient ward(s), emergency room(s) and inpatient pharmacy(s).

Outpatient cases and cases admitted for less than 24 hours will be excluded from the targeted
sample under the design of this study.

5.2 Study design:

The overall plan of this study structure determines, to great extent, the design formulated to achieve
the objectives and aims. By applying the following approach, the study will deeply investigate the
cause-effect relationships that generally outlined the problems structure. Then this will help to
conduct relationships assessment based on WHO causality definitions in patients' harm and safety
programs.

As describe above; 3 major phases will be implemented during the project period. Among these
phases it was clear that phase 1 (situation analysis component) and phase 3 (subsequent evaluation
component) were both represent the main investigational segments of this study. Since other
components will include more operational and applied work.

Designs prescribed below will provide an overview of the scale of harm and adverse outcomes
(assessing the nature and scale of harm). The lack of information, and even incompleteness, largely
affect the planning process in any patients’ safety programs. For this reason, the study will adapt
the active surveillance approach in the provision of information rather than passive monitoring or
assessment.

Within these 2 parts there are different approaches will be used during the study implementation.
This will be represented as follows:

Design 1:

The primary target of this design is to investigate the nature and scale of harm associated with
pediatric medication errors.

This will include cross-sectional study that aims to evaluate the errors associated with medications
ordering and prescribing that classified as adverse events.

Structured prospective records/charts review will be conducted using pre-determined errors domains
related to each area (annex 6).

Additional supporting data could be gathered from health professionals to support the evaluation of
preventability; this will be collected through target oriented interviews.

Records/charts review process will be structured according to the following categorization protocol:
Sample unit will be determined based on the sampling technique detailed in sampling part.
Each chart will be evaluated using pre-formulated chart form (annexes 2&3).

Each event will be recorded in separated data collection instrument.

The review process will consider the demographic data obtained.

The classification of charts will be based on the occurrence of the adverse event (or not),
then to follow the classification of events into the following categorization.

Al




Design 2:

The primary target of this second design is also to investigate the nature and scale of harm
associated with pediatric medication errors.

This will include observational study that aims to evaluate the errors associated with medications
dispensing and administration that classified as adverse events.

The evaluation of administration practices will be assessed based on observation technique against
best practices in this area.

This data will be collected using pre-prepared checklists upon which the data collectors will be
trained to ensure the validity of data.

The evaluation process will be conducted, similar to design 1, by using pre-determined errors
domains related to medications administration.

Additional supporting data could be gathered from health professionals to support the evaluation of
preventability.

The same categorization scheme will be applied for classification of all circumstances related to
administration.

5.3 Study subjects:

All public hospitals providing pediatric health services will be included in the study sample. No
public pediatric hospital will be excluded from this study.

Ministry of health through these hospitals provides services for children under 5 years old, in
addition to children in the age range from 5 years up to 18 years old whom were also receive health
care in pediatric hospitals.

For the purpose of this study, and within the study areas, pediatric patients under 18 years of age
will be included and all other patients above this age will be excluded. This will be based on the
demographic data presented in the patients’ charts in all hospitals during the screening process.

5.4 Sample size and sampling techniques:

Hospitals:

The selection of hospitals for this project will follow the total coverage approach. There is limited
number of pediatric specialized hospitals. Accordingly all hospitals will be included in the sample.
One teaching hospital will be included as case study.




The targeted hospitals are detailed as follows:
Hospital Classification

Cases:

The sample of cases to be reviewed, using 2 designs described above, will be determined mainly by
the international validated standards in this area of researches. The total number of cases from these
hospitals is 2,000 admitted cases (500 per each hospital). This was guided by the recommendations
regarding medical records review for adverse events measurements.

Stratified randomized sampling technique will be used in approaching admitted cases included in
the sample. The clusters will be defined depend on the admission to specialized wards or areas
within the hospital. This will include emergency ward, general ward, surgery ward, inpatient
pharmacy and ICU if applicable.

The admissions less than 24 hours in the hospital will be excluded from the sample depend on the
charts data.

From each site equal number of cases will be selected to get overall sums of 500 cases in each
hospital. Accordingly the sampling interval will be calculated based on the access rate for each site
per day. The overall average daily entrance will be based on the calculation in last month admission
within each specific site. This will consider the overall duration of the review period.

The same approach will be followed during the assessment component of phase three.




5.5 Data Collection methods, instruments used, measurements

5.5.1 Study definitions

The project methodology adopts and adapts the following definitions which are based mainly on
standardized definitions in International Classification for Patient Safety (ICPS) developed by
WHO.

This approach was followed in order to support WHO efforts for standardizing and unifying the
definitions used in patients safety researches.

Medication error: is 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; labeling, packaging, and nomenclature;
compounding; dispensing; distribution; administration; education; monitoring; and use.

Adverse event is an incident which results in harm to a patient.

Adverse reaction: is defined as unexpected harm arising from a justified action where the correct
process was followed for the context in which the event occurred.

Circumstance: has been defined as any factor connected with or influencing an event, agent or
person(s).

Contributing factor: is defined as a circumstance, action or influence which is thought to have
played a part in the origin or development of an incident, or to increase the risk of an incident.
Disease: is defined as a physiological or psychological dysfunction.

Event: as something that happens to or involves a patient.

Harm implies impairment of structure or function of the body and/or any deleterious effect.

Hazard: as a circumstance, agent or action which can lead to or increase risk

Healthcare: has been defined as services received by individuals or communities to promote,
maintain, monitor or restore health.

Incident is an event or circumstance which could have resulted, or did result, in unnecessary harm
to a patient.

Patient: has been defined as a person who is a recipient of healthcare.

Patient safety: is defined as freedom for a patient from unnecessary harm or potential harm
associated with healthcare.

Preventable: has been defined as being accepted by the community as avoidable in the particular set
of circumstances.

Safety: has been defined as freedom from hazard.

Side effect: is a known effect, other than that primarily intended, relating to the pharmacological
properties of a medication.




5.5.2 Main variables and measures
The variables or indicators that could be abstracted from tools, used in the assessment components,
could be divided into two levels:

Group A: Outcome Indicators
- Incident of errors associated with pediatric medications ordering.
- Incident of errors associated with pediatric medications transcribing.
- Incident of errors associated with pediatric medications dispensing.
- Incident of errors associated with pediatric medications administration.

Group B: Process Indicators

% of medication orders clearly identified the right patient.

% of medications order included the right drug.

- % of medication orders correctly calculated the right dose.

- % of medication orders correctly identified the right route of administration.

- % of medication orders correctly identified the right dose interval.

- % of medication transcribing steps clearly identified the right patient.

- % of medications transcribing steps included the right drug.

- % of medication transcribing steps correctly copied the right dose.

- % of medication transcribing steps correctly copied the right route of administration.
- % of medication transcribing steps correctly identified the right dose interval.

- % of medication dispensing steps carefully revised the identity of the patient.

- % of medications dispensing steps handed out the right drug.

- % of medication dispensing steps carefully revised dose calculation.

- % of medication dispensing steps handed out the right route of administration.

- % of medication dispensing steps correctly laid down the right dose interval.

- % of medication administration steps clearly identified the right patient.

- % of medications administration steps correctly directed the right drug.

- % of medication administration steps correctly directed the right dose.

- % of medication administration steps correctly directed the right route of administration.

- % of medication administration steps correctly directed the right dose interval




5.5.3 Instruments/tools

All tools that will be used during the course of this project were formulated in order to give smooth
process in charts review, records evaluation and observations monitoring.

The data collection tools developed in a way that provides answers to evaluate the
adherence of medications management within the context of the “Five rights Concept”.
Each question in these tools was designed to provide critical conclusion in specific issue in the 5
rights concept. In addition to that, the components in this concept were used to drive the study
variables those will be used to evaluate the situation.

The data needed for this study will be collected through different tools including:
e Data collection form (No 1) “Ordering evaluation form”.
e Data collection form (No 2) “Transcribing evaluation form”.
e Data collection form (No 3) “Dispensing evaluation checklist”.
e Data collection form (No 4) “Administration evaluation checklist”.

NB: Copies of all these instruments were attached (please see annexes 2 to 5).

5.5.5 Quality control measures

It was become clear that health services provision, especially in medications selection and handling,
become more oriented toward the patient rather than concern about the products/services provided.
A lot of changes were taken place among health professionals approaches. This is appearing as the
practice was generally shifted from being product oriented practice to become more and more
patient oriented practice.

This concept was largely driven most of good practices developed now a days. Although the project
team will be guided mainly by the following important tools including best practices in different
areas, however this should be always steered by the sense of patient care approach rather than
product focusing even during the assessment process.

Since there are no ‘“National” good practices guidelines, the following list of international
documents will be considered during the evaluation process which include mainly (but not limited
to):

1. Guide to Good Prescribing: A Practical Manual, developed by (WHO).
2. Standards for Quality of Pharmacy Services, developed by (IPF).
3. Guidelines For Good Practice - Drug Administration, developed by (NHS).




5.5.4 Techiques/ methods

While many studies has been conducted in the area of medication errors, pediatric medications,
errors solutions testing; but still these studies were scattered in different areas.

This study adopted different techniques and methods during the implementations of different
phases. Within the setup of each phase (especially phase one and three) the instruments used were
developed by the project team. However the classification method used to classify the errors
indentified were referred to USP Medication Errors Monitoring Program, and all the rights were
reserved for this issue.

The instruments will be tested to evaluate its validity and relevance as described below.

Pilot Study:

Data collection forms and checklists will be tested through specific pilot study designed especially
for this purpose. It will be conducted in similar study selected setting to simulate the actual study.
The results of pilot study will be discussed in a group discussion activity. This will involve multi-
discipline professions (other than the study team) to give different prospective evaluation of these
tools structure, relevance, validity and applicability.

The recommendations from this group on the outcomes of this pilot study will be considered to re-
evaluate the study tools.

5.5.6 Data management and analysis plan:

The data analysis process will include mixed analysis methods according to the type of data and the
tool of data collection, but in general it will be done using the following:

e Computer programs e.g. SPSS + MS Excel + MS Access will be used.
e Manual analysis.

To ensure the quality of data the process of data entry and data analysis will be in specific period
after the completion of data collection from the study sites.

The data entry and analysis will be conducted with support of specialized personnel in the area of
statistical analysis and data entry with help and support of project team.




6. Expected direct products (outputs)

Operational:

e Projected solutions which will be tested during phase three, upon the evaluation process,
could be extended to operate after the project completion. This will be the case if it was
proved to be successfully help to decrease the incident of medication errors within the
project site.

Reporting:

e Upon the completion of phase one of this project, comprehensive situational analysis report
will be produced. This will include both quantitative and qualitative data regarding the
baseline assessment in the study settings. This will be considered as first progress report.

e By the end of phase two the following essential products will be produced:

- Operational plan for phase two implementation after the workshop.
- Second progress report regarding the project implementation.
e After phase three was completed, two sort of products were expected to be delivered:
- Third progress report of the project implementation.
- Final project report.
Project Final Report; will include:
- Executive summary and recommendations.
- Review of project progress and performance.
- Measurements and evaluation.
- Objectives achieved.
- Activities completed.
- Resources and budget used
- Assumptions and risks.
- Key Quality/Sustainability issues.
- Overview of practical next steps (plans) needs to be developed and/or implemented.
- Overview of inputs.

7. Implications of study results on patient safety practice and/or interventions

e Patient safety capacity improvement is one of the important component, this policy adopt
the importance of developing Patient Safety Program (PSP).

e This health policy reiterates the government’s resolve for the enforcement and fulfillment of
country's commitment towards implementation of the program strategies in wide range of
health delivery settings.

e The commitment in the government policy could be of valuable support to this project
results and recommendations to be incorporated into the governmental plans at national as
well as states level. This is especially important after the establishment of PSP which need
to be supported by evidence based information.

e The study team will ensure that the results obtained from this project will support the
national program by providing effective and scientific interventions that help to minimize
the harm occur for pediatric patients due to errors associated with medications.

e One of the objectives of this project is to promote the patient safety culture regarding the
safe use and safe handling of medicines. This is especially true in a country characterized by
high rate of irrational use of medicines, in addition to the wide spread of self-cure approach
among the public's.

e The promotional plan will focus mainly on pediatric medicines and its unique particularity.




8. Dissemination of results and publications plan

e The plan is to endorse the results and final report of this study by the higher level of
political bodies in to ensure that the massage of the study findings could be utilized at the
higher policy making levels.

e The report and findings of the study will be discussed in the regular meeting of the national
board of medical research to ensure the quality of the final report.

e The plan also included the conduction of dissemination seminar that will include all of the
relevant parties with regard to the implementation patients’ safety program.

e This similar will include Federal and some States Ministries of Health, patient safety
program, World Health Organization, relevant civil societies, individual consultants and any
other relevant bodies.

e The final draft of the project will be shared with WHO and World Alliance for Patient
Safety.

e Series of articles and scientific papers (in consultation with WHO and World Alliance for
Patient Safety) will be published locally and internationally. This will enrich the knowledge
regarding the magnitude, causes and solutions of these kinds of problems in developing
countries and among interested parties.




9. Ethical Considerations:
9.1 Ethical considerations

This project doesn’t include any direct involvment of human beings and no any direct (or indirect)
interventions or medications intended to be applied or used by patients.

Basically this project proposal doesn’t imply any risk, or potential circumstances for risk, to the
publics or people work in the study area.

The patients targeted for this study will be approached in the study settings described early based
on the pre-defined selection criteria without any bias. The identity and privecy of patients included
in the study (including the health proffesionals) will be mentained.

The study team will preserve the confidentiality of the data collected during this study; the data will
be stored in secured place for documentary purposes for a period up to 3 years.

If there is any changes in this study protocol, in any issues that affect the ethical considerations,
will be communicated with relevant stakeholders in the relevant program including WHO and
ministry of health ethical committee. The recommendations of partners in this case will be treated
with full respect and handeled in a proffesiaonal way.

9.2 Informed consent form

Not applicable.

9.3 Institutional ethical clearance
o Do you have an ethical review board in your institution? Yes [ | No[ ]

o Institutional ethical clearance has been obtained for the study: Yes [] No[ ]
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Part I11- A: Project Management and Organisation

11. Project plan and duration

The overall management of the plan, as joint team with project sites managers, will provide
valuable support to the project implementation in efficant manner. The prior communiaction with
these partners will facilitate each phase implemenation.

This project as detailed above was desinged to be implemented in three phases. Each of the second
and third phase are depend critically on the previous phase. According to that, the shorter each
phase was implemented the shorter the project was finished.

Although this is true, the depandancy of phases implementaion, put still the project team will
complete any independent steps at paralall approach so as to decrease the whole project priod. But
still this will be observed carfully to insure the quality measurement during the implementation.
The project period was estimated to last for about 15 months starting from the beginging of phase
one which is expected to be finalized after 4 months. Phase tow will be the shorter phase with
expected period of about 3 momths. After the operational plan for phase three is finalized by the
end of phase two, phase three is expect to take between 7 months to 8 months depend on the type of
selected small projects during the impelmentation of phase three.

In the detailed workplan for this project the project team followed the describtion of the
impelentaion based on the determination of products, activities and tasks. This will help both the
funding agent and the project team to follow the impelmentation closely for monitoring and
evaluation purposes.

WHO World Alliance for Patient Safety-Small Research Grants: Application form ID: 19




12. Timelines:

Key milestones

MONTH (from project commencement)

1 |2 3 4 516 |7

8

9

10

11

12

13

14

15

16

17

18

Communications for Support
and team mobilization

Preparation/finalization and
validation of instructions
manual and other documents

Select and train data
collectors

Conduction of the pilot study

Phase One commencement

Assessment and data
collection

Situational Analysis report

Phase one completion

Phase two commencement

Technical Groups discussion
activity

Hospitals needs assessment
working group

Project solutions operational
plan Workshop

WHO World Alliance for Patient Safety-Small Research Grants: Application form

ID:

20



12. Timelines:

Key milestones

MONTH (from project commencement)

7

8

9

10

11

12

13

14

15

16

17

18

Phase Two completion

First Progress report

Phase Three commencement

Procurement and supply of
needed logistics

Hospital (1) project*

Hospital (2) project*

Hospital (3) project®

Hospital (4) project*

Rapid assessment (Impact
Evaluation)

Project Final Workshop

Phase Three completion

Second Progress report

Project report writing

Final report submission

Project finishing point




13. Budget

Budget Breakdown

Unit cost
(SUS)

Budget
(SUS)

Other Source
(SUS)

Component 1: Personnel

Component 2: Supplies and Equipment

Component 3: Capacity Building

Component 4: Data collectors Training

Component 5: Others

Total

Miscellaneous (5% of the total above)

GRAND TOTAL




13.1 Budget justification

Budget management and make use of funds will be considerably preserved during the
implementation.

While the project team recognize well that compering with the proposed budget comparing to the
range of small grants allocation could be considerably high, but it was also valid that the inputs
required for such kind of projects need considerable amount of money to face the and cover all
expected request.

While the overall budgetary plan was cover multi displined areas of work, the cost per each item
was kept to the minimum as much as possible.

It was clear that the component include the provision of supplies and equipment represent
considerable portion of the proposed budget, but at the same time it include the most critical project
needed inputs for the operational work.

It was well understood that all procurement process will be according to WHO guidelines and
regulations.

The cost doesn’t include any office supplies or any physical infrastructures at the projects setting.
The project manger, and upon the agreement with targeted hospitals, will secure all needs required
for the operational level in the implementation.

For many reasons the the cost was based on the local expenses estimation for the relavent
components on which the local rate was used for such kind of items.

No similar study that could be used as a guide in the implementation, and accordingly there is no
baseline for the budget comperison.

The budget for specifc budgetary components could be re-adjested based on the advice form the
reviewers.

14. Risks and assumptions

The development of the project in such manner, situational analysis and soultions testing, was
expected to derive some problems or difficulties but at the same time some fevrable implementation




conditions.

Technical Aspects:

1.

While the project team was coniderably consist of multi-sectoral members from different
careers relevent to the project, but still it was expected that some clinical issues may
challange the experience (or knowladge of the team) which will need experts advice in these
issues. The project team will refer these cases (if any) to be discussed in the clinical
meetings conducted within the hospital in which the case was occur. Then the advice
received will be consiered, aknowladged and registered is special reports for the sacke of
the records.

During the implemtaion of the selected solutions in phase three, it was expected that some
areas in these projects may need technical assistance form some specialized persons in that
areas. The project manager agreed with pharmacy directorate to provide ditrect support if
availabe, or to facilitate its provision through third parties with acceptance of hospitals
management on which the project implemented.

The data, and records in general, was excpected to be of potentailly poor quality within the
selected hospitals. This is not is special case in these hospitals, but this is characterizing the
whole health management information system in the country. This was particularrly
expected regarding the data needed to evaluate the ordering step. The project team will
evaluate the degree of missing data; and any incomplete chart or record will be excluded
from the review process.

Manengerial & Adminstretive Aspects:

1.

Although the project team have primery contact with the partners who will be involved
during the implementation, but still the high rate of staff turnover in some of the targeted
hospitals was expected to affect the common understanding and agreements of this project.
The team provide an operational copy of this project proposal to the managers at the tergetd
hospitals, and they asked to provide written agreement to implement the propsal in case it
was become eligable for funding.

The project could be considered as medium term project with regard to its period. The delay
of each phase, specially phase one, could largely affect the project obligation to the
scheduled time. If this was the case, the project team will evaluate the situation and then an
alternative plan will be developed to compensate any delay to finalize the subsequesnt
phases as it was planned in this proposal.

The project team realize that the available budget that could be allocated to this project will
be limited comparing with the size of this proposed project. However the project team was
also understand that this project will be small scale project for testing purpose. Therefore
the budgetary management will be executed in efficient manner benefiting from all terms of
support obtained from partners to implement the projected solutions.

15. Annexes:

Annex 1:- Example of “Pre-proposed” Solutions for phase three.
Annex 2:- Data collection form (No 1) “Odering evaluation form”.
Annex 3:- Data collection form (No 2) “Transcriping evaluation form”.

Annex 4:- Data collection form (No 3) “Dispensing evaluation checklist”.




Annex 5:- Data collection form (No 4) “Administeration evaluation checklist”.
Annex 6:- Errors domians for records review.

Annex 7:- National edorsement of the study.

Annex 8:- Curriculum Vitae Summary - Principal Investigator.

Annex 9:- Endorsement letter from federal directorate of pharmacy.

Annex 10:- Study team signuture.




Part I11- B: Project Management and Organisation

16. Project team and project management

Name

Position

Organization

Role

Responsibilities

17. Networks/ collaborations




18. Other funding agency

Is this project part of the study funded by another funding agency: Yes [ | No [ ]

19. Other information
19.1 Collaboration with other scientists or research institutions

19.2 Links to other projects etc.
Not applicable.

19.3 Other research activities of the principal investigator

19.4 Financing and Insurance

In the last five years pharmacy directorate rcieved a total budget of about 150,000 USD from WHO
pharmaceutical program to implement different kind of studies and reaserches in different areas of
work. The financial system of pharmacy directorate is a part of the financial system for whole
federal minstry of health. This was managed with accountablity regulations and gudelines for
financial mangement.

All grants recived from WHO were financially cleared through financial reports sent from
pharmacy department to WHO. In the collaboration plan with WHO or other partners no pending
(or not implemnted) project now excist.

Pharmacy directorate has seperat researches depertment that provide technical support for all
studies conducted in pharmaceutical sector. In addition to that it serve as documentary bodey for all
reaserch activites in pharmaceutical sector.

Example of Pre-proposed Solutions for phase three




The presentation of these projects were only represent the prospect will be followed in selecting
the specific solution to address defined problem. That mean may be one, some or all of these
projects could be selected depend on the situation.

Each proposed solution will state the following issues in details:
- Project name.

- Objectives.

- Requirements.

- Targeted areas.

- Impact.

- Setup (how each project to be implemented).

General

The search of the literature for interventions to be suggested for the implementation in pediatric
hospitals, with the aim of decreasing medications errors and increasing patient safety, reveals a

number of solutions to this problem.

Of the founded interventions, computerized physician order entry with clinical decision support
systems; ward-based clinical pharmacists; and improved communication among physicians, nurses,
and pharmacists had the greatest potential to reduce medication errors in pediatric inpatients.
Development, implementation, and assessment of such interventions in the pediatric inpatient setting

are needed.”

The following presented projects are the foundation upon which the research team will select and

adapt solutions according to the individual hospital's need.

On the other hand these projects will be implemented in small scale to cover the need of each
hospital requirements, and to act as guidelines for broader implementations all around Sudan

pediatrics hospitals.



1) Compufterized physician order entry systems CPOE with calculators and point-of-

care decision support

Objectives:

(CPOE) is to aid in improvement of patient safety. And

1. To reduce medication errors those are attributed to an occasional lapse of personal
performance of every healthcare provider.

2. To prevent unintended care delays and morbidity and mortality.8.9

Requirements:

1. An ideal computer order entry system with special important functions.
2. Site-specific programming choices, helping the system in prevention of medication errors.
3. Careful system integration and skillful human-machine interfaces is required in areas that

are time-sensitive.®

Targeted areas:

This technology should be used in situations where accuracy is critical. And this will be

targeting ordering medications by physicians.®

Impact:

(CPOE) is an element used within an overall strategy to improve the safety of our patients. And

this is done only through the coordinated use of elements of a medication error reduction strategy.
This will add to healthcare a technological support by
providing information, facilitating clear and accurate communication, alerting the user to potential

errors, and prescribing data.®

Setup:

To implement an ideal computer order entry system the following functions are important:-

1. Prescriber order entry for the verification by nurse and pharmacist.
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A common database shared with the pharmacy and the prescriber. This is for the
provision of a computer-generated medication administration records.

Lists of current medications should be provided for each patient.

Two-way interface between pharmacy and other hospital systems.

An access to hospital patient data.

It must have a pediatric weight based dosing calculator and (weight or height) specific
maximum and minimum doses.

An access to vital patient and drug information directly from order entry, medication
profile, and medication administration screens.

Ability of system to use patient and drug information to provide accurate information
during order entry to reduce potential for adverse drug events. This should be part of a
comprehensive decision support program. These programs would include checking for
laboratory results and advising the prescriber of the need for dosing modifications for
specified medications. Automatic checking should also include drug-drug interactions,
drug-nutrient interactions, drug duplication, therapeutic duplication, contraindicated
medications, and weight-based dosage checking.

Provide a forced function by limiting the route and frequency by which a drug is

ordered.®

Opportunities:

Availability of funds and the encouragement of the researchers by the policy makers to provide such

interventions provide good chance for (CPOE) to be implemented.

Also the idea of this project is to be implemented in small scale, and the five hospitals suggested

resembling this scale.

Limitations:

1.

2.

(CPOE) have been implemented in developed countries however its feasibility and cost-
effectiveness in developing countries are not guaranteed. 0

There is a great promise holds by (CPOE) in reducing human errors during healthcare
delivery. However preventable unintended care delays and morbidity and mortality
could be associated with (CPOE). So care areas with time-sensitive processes will

require careful system integration and skillful human-machine interfaces.

However we proposed to overcome these by idea of this project, which is to be implemented in small

scale, and the five hospitals suggested resembling this scale.



2) Smart pump infusion technology

Objectives:

To reduce continuous medication infusion error rates, this technology could be useful. And to be

incorporated in a well-coordinated plan to improve patient safety.2
Requirements:

A criterion for selection of a smart syringe pump requires a multidisciplinary task force (staff
from nursing, pharmacy, clinical engineering, and the neonatal and pediatric intensive care units), as

well as the involvement of the hospital patient safety manager.12
Targeted areas:

Pediatric and neonatal intensive care units and all healthcare staff in these areas are included

in the targeted areas especially administration done by nurses. 2
Impact:

Smart pump infusion implementation increases the safety of infusion delivery. This is by

providing a ready safety net for nurses to check medication orders. 2

Setup:



1. This device incorporates sophisticated computer technologies for storing drug information as
drug library, making calculations, and checking entered information against dosing parameters.
Many steps needed to program the pump.

Selection of a smart syringe pump.

Modification of the drug library dosing ranges to avoid 10-fold overdoses.

a > DN

Finally generation of label changes by pharmacy to facilitate the correct transfer of information
from label to smart-pump during programming by provider.

6. The time course for setup in a hospital supposed to be 1 week.12
Opportunity:

There is great need by ICUs in pediatric hospitals in Sudan which makes good environment for

the project.
Limitations:

Although it is an example of a well-coordinated plan to improve safety, implementation may
need special considerations in Sudan as developing country, as it requires stable system to assess
the efficacy of the interventions driven. As well as to ensure the make use of capital expenditure

invested in this project.

3) Establishing a new pharmaceutical care practice

Objectives:

1. This is to improve patient safety and outcomes by helping avoid medication errors and
by recommending optimal therapies and dosages.
2. By clinical pharmacy services we can serve and provide a collaborative drug

management by serving as patient-oriented, and provide consultation. 3.8
Requirements:

1. Qualified clinical pharmacist, with the required standards for professional behavior,
which are the standard of each of these categories (quality of care, ethics, collegiality,
collaboration, education, research, and resource allocation). Besides being a competent
practitioner.”

2. Hospital policies and procedures are required for clinical pharmacy services to be

directed towards these policies.13



3.

Guidelines for building a patient care practice.'3

Targeted areas:

The overall hospital healthcare professionals are being targeted by the service of clinical

pharmacy and also patients.3

Impact:

It is the impact of what clinical pharmacy competition likely has.

Setup:

By a system of pediatric clinical pharmacists we can effectively characterize and
prevent the inpatient prescribing pediatric medication errors.”

Giving the safest drug regimen possible while offering this professional assistance.3

By serving as a "gyroscope" to focus their clinical activities in cases that involve patients
with numerous, complex, and difficult therapeutic dilemmas. The impact of this practice
includes clinical improvement, healthcare savings, and sometimes both. 13

Prevention of serious morbidity from occurring.'3

The set of clinical pharmacy practice is by promoting clinical pharmacy team as if it were a

product.13

© N o o bk 0D

. A description of (the service we will offer, and the problem of medication errors that we

will solve) given to all hospital healthcare team.

For organization and implementation a marketing plan should be developed.
Identify a supportive practice environment.

Accommodate the hospital organization.

Develops techniques to recruit patients

Identification of a network of pharmaceutical care practitioners.

Internalize the rational thought process used for making clinical decisions.

Add developmental programs to hospital.



9. Apply the standards of care, standards of professional behavior, and ethical principles
involved in practice.

10. The time to set this service may be up to two years.
Opportunities:

Availability of two clinical pharmacists in the core of the team presenting this project,
international policies for pediatric hospitals, and guidelines for developing this system, this made the

promise of success.
Limitations:

Although of the existing international pediatric policies and guidelines, a lack of national unified

guidelines shared by pediatrics hospital in Sudan represent a great challenge to project team.

4) Capacity building programs

Objectives:

Prevention of medication errors by providing training programs for healthcare professionals. (These
programs are focused in education in medication prescribing, preparation, labeling, dispensing,

monitoring, and administration).8 Also to develop multidisciplinary quality improvement teams.15.



Requirements:

Training programs require availability of knowledge and skills important for provision of courses, and

instructions.4

1. Expertise in pharmaceutical science.
2. Support personnel to aid in implementation of the suggested program.

3. Brochures to be as small messages to healthcare providers.
Targeted areas:
Prescribing, dispensing, and administration. 14
Impact:

1. An increase in frequency and decrease in severity of medication errors reported.8
2. The continuum of quality improvement provides a process for reducing risk and optimizing

outcomes.®
Setup:
Two phases are required in the implementation of this project®:-

1. This phase will be done by the identification of how and why medications errors in practice
happen.

2. Then the learning programs implementation steps came and this will be done under the
light of phase one.

3. The healthcare trainee will be involved in the selection of learning programs.
Opportunities:

The two phases suggested in the implementation of this project already resemble the same phases

proposed by the research team.
Limitations:

Short tutorials in prescribing errors do not give the required impact'é. So the capacity building
programs will be implemented as a feedback to the actual reported medication errors by phase one of

this research and then be a continuous available programs as required.



5) Preprinted or structured order sheet!!

Objectives:
This sheet i1s used to minimize prescription errors, and in reducing the related prolonged
hospitalization, unnecessary diagnostic tests and treatments, and death.
Requirements:
1. Computers.
2. Professional personnel in information technology.
3. Doctor and pharmacist.

Targeted areas:

Doctors prescribing medications practice is the target.
Impact:

This is proposed to have a great impact in preventing prescribing errors as well as
1mproving patient safety in pediatric emergency departments.
Setup:

By information technology, we will cover all the required issues in formatting these sheets.
And this will be done under the consultation o f a doctor.
Opportunity:

This experience already has been done by some hospitals in Sudan which can act as a
foundation for suggestion of this project.
Limitations:

This computerized based intervention requires prior knowledge about basic tips and
tactics of computer. And to overcome this, proper personnel resources will be selected.

Hospital Code: .....oiniiii i
Section A: Demographic Data

1/ Area: General ward D Surgery ward D Emergency ward D ICU Pharmacy D Other D

2/ Gender: D Male D Female 3/Age: ..o 4/ Weight: ............... Km
R B T T 4101

6/ Patient known with drug allergy D Patient not known to drug allergy D
7/ Medication Administered ...........ocoviiiiiiiiiiiii e



ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section B: Medication Ordering
Person 08/ Who carry out ordering process D Specialist D Registrar D GP D Other

Patient 09/ Patient was identified clearly during the ordering Yes [] ] ~o

Medicines 10/ Existence of unnecessary medication(s) Yes ] ] ~o
11/ Existence of additional therapy Yes D D No

Dose 12/ Dose was ordered D Based on patient weight D Standard dosing scheme
13/ Dose revised, and it was D High dose D Correct dose D Low dose

Route 14/ Administration route ordered D Correctly D Incorrect

Time 15/ The frequency of administration ordered D Correctly D Incorrect

16/ Error in ordering process was identified Yes D D No

Section C: Primary Cause Identification
17/ The primary cause of this error could be related to:

D Professionals practice D Communication problem D knowledge problem
D Product related problem D Patient related problem D System related problem

Section D: Classification
18/ This error could be classified as (please refer to the next page):

D Class A D Class B |:| Class C |:| Class D D Class E D Class F DClass G DClass H DClass I




Classification Scheme

This classification scheme was developed by USP for the purpose of Medication Errors Reporting program. The Copy rights were preserved to USP.

Circumstances or
events that have the
capacity to cause error

Yes

(o)

Did an actual error
occur?

Yes

[ Class |

Class

No

Did error reach the
patient?

Yes

Did the error contribute to
or result in patient death?

Ves | Class

Was intervention to
preclude harm or extra
monitoring required?

No

Was the patient harmed?

Yes

Class

Yes

Did the error require an
intervention necessary to
sustain life?

Class

Yes

Yes

Was the harm permanent?

Did the error require initial
or prolong hospitalization?

Yes

Was the harm temporary?

No

Yes

No

Class

- (s )




Hospital Code: ...ouiiniii i
Section A: Demographic Data

1/ Area: General ward D Surgery ward D Emergency ward D ICU Pharmacy D Other D

2/ Gender: D Male D Female 3/Age: ..ol 4/ Weight: ............... Km
R B T T 4 10 T

6/ Patient known with drug allergy D Patient not known to drug allergy D
7/ Medication Administered ............oooeiiiiiiiiiii e

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section B: Medication Transcribing

Person 08/ Who carry out the transcribing process D Doctor D Nurse D Other
Patient 09/ Patient was identified clearly during the transcribing Yes D No D
Medicines 10/ Medication the same as ordered Yes [ No []

11/ The handwriting was clear and readable Yes D No D
Dose 12/ The dose was the same as ordered Yes D No D
Route 14/ The route of administration was the same as ordered Yes D No D
Time 15/ The frequency of administration was the same as ordered  Yes D No D

16/ Error in ordering process was identified Yes D No D

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section C: Primary Cause Identification
17/ The primary cause of this error could be related to:

D Professionals practice D Communication problem D knowledge problem
D Product related problem D Patient related problem D System related problem

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section D: Classification
18/ This error could be classified as (please refer to the next page):

D Class A D Class B D Class C D Class D D Class E D Class F DClass G DClass H DClassI

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo




Classification Scheme

This classification scheme was developed by USP for the purpose of Medication Errors Reporting program. The Copy rights were preserved to USP.

Circumstances or
events that have the
capacity to cause error

Yes

(o)

Did an actual error
occur?

Yes

[ Class |

Class

No

Did error reach the
patient?

Yes

Did the error contribute to
or result in patient death?

Ves | Class

Was intervention to
preclude harm or extra
monitoring required?

No

Was the patient harmed?

Yes

Class

Yes

Did the error require an
intervention necessary to
sustain life?

Class

Yes

Yes

Was the harm permanent?

Did the error require initial
or prolong hospitalization?

Yes

Was the harm temporary?

No

Yes

No

Class

- (s )




Hospital Code: ...ouiiniii i
Section A: Demographic Data

1/ Area: General ward D Surgery ward D Emergency ward D ICU Pharmacy D Other D

2/ Gender: D Male D Female 3/Age: ..ol 4/ Weight: ............... Km
5/ Diagnosis

6/ Patient known with drug allergy D Patient not known to drug allergy D
7/ Medication Administered

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section B: Medication Dispensing

Person 08/ Who carry out the transcribing process D Pharmacist D Assistant D Other
Medicines 09/ Drug was dispensed as prescribed Yes [] No [
10/ If yes, the possible cause for this D look like D Sound like D Other
Dose 11/ The dose was dispensed the same as prescribed Yes D No D
12/ If yes, the possible cause for this [ Catcutation error L] Complex modification from other formuta L] Other
Route 13/ The route of administration was the same as prescribed Yes D No D
14/ Error in ordering process was identified Yes D No D

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section C: Primary Cause Identification
15/ The primary cause of this error could be related to:

D Professionals practice D Communication problem D knowledge problem
D Product related problem D Patient related problem D System related problem

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Section D: Classification
16/ This error could be classified as (please refer to the next page):

D Class A D Class B D Class C D Class D D Class E D Class F DClass G DClass H DClassI

oooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo




Classification Scheme

This classification scheme was developed by USP for the purpose of Medication Errors Reporting program. The Copy rights were

preserved to USP.

Circumstances or
events that have the
capacity to cause error

Yes

[ Class |

Did an actual error
occur?

Yes

[ Class |

Class

No

Did error reach the
patient?

Yes

Did the error contribute to
or result in patient death?

Ve | Class

Was intervention to
preclude harm or extra
monitoring required?

No

Was the patient harmed?

Yes

Class

Yes

Did the error require an
intervention necessary to
sustain life?

Ye:

[ Class

Yes

Was the harm permanent?

Did the error require ini
or prolong hospitalizatic

Yes

Was the

harm temporal

No

Yes

No

Class
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Hospital Code: ...
Section A: Demographic Data

1/ Area: General ward D Surgery ward D Emergency ward D ICU Other D

2/ Gender: D Male D Female 3/Age: ...ooiiiiin.l. 4/ Weight: ............... Km
R B T e 41013 T

6/ Patient known with drug allergy D Patient not known to drug allergy D
7/ Medication Administered ...........ooviiiiiiiiiiiiii e

ooooooooooooooo

Section B: Medication Administration

08/ The medication was given by: PhysicianD Nurse D Care-giver/patient I:l Other I:l
Person 09/ The person above is authorized to do

Patient D

Medicines D

14/ Medication identity was checked with the medication record prescribing

15/ The dose was checked with the original
Dose I:l
OTAET. .t

Route D

Time ............................... . )
18/ Dose should be ordered at (time)................... Given at
(tme).......coovviiiinin....
16/ Error in ordering process was identified Yes D No D

oooooooooooo

Section C: Primary Cause Identification
17/ The primary cause of this error could be related to:

D Professionals practice D Communication problem D knowledge problem
D Product related problem D Patient related problem D System related
problem

oooooooooooo

Section D: Classification




18/ This error could be classified as (please refer to the next page):

D Class A D Class B |:| Class C |:| Class D D Class E D Class F DClass G DClass H

Classification Scheme

|:| Class I

This classification scheme was developed by USP for the purpose of Medication Errors Reporting program. The Copy rights were

preserved to USP.

Circumstances or
events that have the
capacity to cause error

Yes

[ Class |

Did an actual error
occur?

Yes

[ Class |

Class

No

Did error reach the
patient?

Yes

Did the error contribute to
or result in patient death?

Ves | Class

Was intervention to
preclude harm or extra
monitoring required?

No

Was the patient harmed?

Yes

Class

Yes

Did the error require an
intervention necessary to
sustain life?

Ye:

[ Class

Yes

Was the harm permanent?

Did the error require ini
or prolong hospitalizatic

Yes

Was the harm temporai

No

Yes

No

Class

- (s



Errors domians for records review:

e Pediatric Patient Safety Taxonomy :
v Event type
v" Domains of medical care
v" Contributing factors
- Patient/child specific factors
- Human factors
- Latent conditions
v Outcomes
- The result of the problem

- Level of harm



