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1. Background

The mission of the National Department of Healthtasimprove health status through
prevention of ill-health and promotion of healthfestyles and to consistently improve the
health care delivery system by focusing on accespjity, efficiency, quality and
sustainability. In order to achieve the overall stog, one of the strategic objectives is to
contribute towards human dignity by improving gtyaliof care. Quality of care is
multifaceted of which the reduction in medical esrand other adverse events is an important

aspect

The adverse event monitoring system is consistetht thie vision of the Kwa Zulu-Natal
Department of Healtto achieve optimal health status for all persons éngtovince and at a
specific level with the vision and mission of theality Control, Monitoring and Evaluation
Unit which is to promote an optimal level of comgiasate quality health care for all persons
in the Province of Kwa Zulu-Natal, by empoweringfadalth facilities in Kwa Zulu-Natal to

achieve and maintain service excellence.

The adverse event reporting and monitoring systencontinuous and permits access to
information on a real time basis. Furthermore, Haalth Charter enshrines the right of every
person to complain about health care services@hdve such complaints investigated and to
receive a full response on such investigations Ithierefore important for institutional and
provincial mangers to have management tools thdit emable them to deal with any
complaints that may arise. The adverse event riegoand monitoring system is a passive
surveillance system that does not solely depenatamplaints from patients and permits
institutional and departmental managers to havevagit information for proactive decision
making. So in fact managers are able to anticipetblems and take action to prevent them
from occurring before they become problematic. $y&em is intended to be supportive in a
stressful environment where life and death decssiwawve to be taken on a minute by minute
basis. Under such exacting circumstances whegedtways possible for errors to occur, an
The adverse event reporting and monitoring systéiersothe opportunity to reduce the

incidence of these errors and achieve the visidgh@KwaZulu-Natal Department of Health.



Definition of Terms

Clinical incident: A clinical incident is defined as "any event thas caused harm, or has the
potential to harm, a patient, visitor or staff me&mkor any event which involves malfunction,

damage or loss of equipment or property, and aeptawvhich might lead to a complaint

Medical Error: The failure of a plan of action to be completedn#snded or the use of a
wrong plan to achieve an aim.” Errors can includsbj@ms in practice, products, procedures

and systems.

Patient Safety: Patient safety applies to initiatives designefrevent adverse outcomes
from medical errors. Enhancements of patient safetyde activities in preventing errors

known and visible, and mitigate the effect of esror

Adverse Event: Unintended incidents in care that may result weasie outcomes and may

require additional care efforts.
Near Miss. Events in which unwanted consequences were pregent

Sentinel Event: Event in which death or serious harm to a patstoccurred.



2. Introduction

An adverse event is a happening, incident, or setaumstancewhich exhibits three key

characteristics to some degree:

Negativity: it must be an event which is, by its very natunedesirable, untoward, or
detrimental to the healthcare processo the patient. This is a theme which is comnoon

all definitions

Patient involvement/impact: it must in some way involve tiavesome negative impact or
potential impact on a patient patients.The wider definitions of adverse events include
occurrencef which there is no actual effect on any pati¢émbugh therés the potential
for harm. More restrictive definitions oftemmly include events where the patient has

suffered some definabdand identifiable ill effect from the event

Causation: theremust be some indication that the event i®sult of some panf the
healthcare process (either throwggimmission or omissiondather than a result of events
outsidethe healthcare processjch as the patient's own actiongh& natural progression
of the disease. Again, definitions vawith some acceptingvents as adverse events with
little or no evidence of causatiomhile others insist on strong amlirect evidence of

causatiort.

Some adverse events are not preventable and tiegt the risk associated with treatment,

such as a life-threatening allergic reaction towgdvhen the patient had no known allergies

to it. However, the patient who receives an antibitw which he or she is known to be

allergic, goes into anaphylactic shock, and diegtesents a preventable adverse event.

Among the problems that commonly occur during thrse of providing health care are

adverse drug events and improper transfusionsicsliigjuries and wrong-site surgery,

suicides, restraint-related injuries or deathsfddurns, pressure ulcers, and mistaken patient

identities. High error rates with serious consegasrare most likely to occur in intensive

care units, operating rooms, and emergency depatsme



This guideline prepared by the Health Outcomes &ekdaJnit and the Evaluation Unit of the
KwaZulu Natal Department of Health is directed ratating a standardized methodology of
determining the nature, incidence and causes gquitieg of Adverse Health Events at

Hospitals in KwaZulu Natal and the design of staddgperating procedures for preventative
actions.



3. Methodological Approach

The approach to be adopted to create a framewoikdatifying, monitoring and correcting

risks associated with the adverse health outcosmeshiematically represented in figure 1
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Figure1: Risk Management Cycle




The process begins with identifying the adversenese that it can be analyzed in terms of its
nature and cause. The adverse event after idextidiccan be stratified according to its
consequences so that control measures can betedtiOnce accepted, steps can be taken to
either avoid or prevent its occurrence in the feitdihe methodological approach to be
adopted will be based on the above conceptual frenmkeand will include the following

steps:

1) Development of a risk management culture througlctleation of a Hospital Clinical

Risk Management Team or Clinical Governance team
2) Standardized approach to identification and steatifon of adverse events.
3) Analysis of the root causes of the identified adeezvents
4) Classification of adverse health events
5) Development of action plans to prevent or avoidréaairrence of adverse events.

6) Standardized reporting mechanisms for adverserheadénts.



3.1. Creation of Clinical Risk Management Team
The Chief Executive Officer is personally respotesifor corporate governance within the

organization, which includes risk management aatiwi All of the senior management team
has a role in setting the strategic direction @f tlospital and overseeing the implementation
of policies and objectives including those relatiegrisk management. However, certain
members of the senior management team have a wartioole in assisting the Chief

Executive with risk management and these are:

The Nursing Service Manager is responsible for risk management, including dyali
assurance, complaints, nursing professional corahattlinical effectiveness.

The Medical Manager is responsible for clinical governance includingniclal risk

management and medical professional conduct

The Systems Manager is responsible for Health & Safety, security, fa@&ety, management
of the estate, catering and environmental healthemmergency planning.

In order to support the above managers in theestahe following staff has designated risk

management responsibilities:

. Infection Control Manager

. Health & Safety Manager

. Quality Assurance Manager

. Complaints Manager/ Client Relationship Officer

In addition, each clinical department is require@ppoint a clinical risk manager (doctor) as

well as nursing risk manager on to the clinicat nsanagement team.



3.2. ldentification of Adverse Health Events

All adverse events should be recorded retrospdgtideverse events will recorded at
different levels. These should include all inpati@and emergency department clinical/incident
reporting records, laboratory records, and patientplaints. The screening of clinical

records for adverse events should be performetidgactor responsible for the clinical care
of the patient, the ward sister responsible forgpditcare as well as the hospital client liaison
officer. (PRO)

3.2.1. Screening of Clinical Records

The medical records of all patients admitted tohtbgpital should be reviewed, in accordance
with the following standard operating procedurdidPds admitted to the ward and fulfill any

one of the following criteria (Table ¥ )should be required to be risk assessed.

10



Table 1: Risk Assessment Screening Criteria

1. Death

Unnatural death ( suicide, homicide, maternal, agginprocedure related)

Death associated with a nosocomial infection

Procedure related

2. Procedurerelated events

Surgery on the wrong body part

Surgery on the wrong patient

Wrong surgical procedure performed on patient

Unplanned return to operating room on this admissio

3. Patient care events

Transfer from general care unit to a higher levgl Bligh care or ICU

Length of stay greater than 10 days

Unplanned re-presentation to department within @& for same condition

Return to emergency department or outpatients tlepat for complication related to the lag

hospital admission

Disability associated with labour related evenparcedure. E.g. CVP/LP

4. M edication related events

Allergic Reaction ( Steven Johnson syndrome)

Drug Interaction

5. Blood Product Related events

Blood transfusion reaction ( Fever, Jaundice, arii)

Incorrect blood administered ( Blood to wrong patfje

6. Hospital Related events

Multi drug resistant organism ( organism resistarg or more antibiotics)

IV site inflammation/ Catheter related infections

Post operative wound infection

Hospital incurred patient incident, such as fall

Development of pressure sores

Patient abscondment

Infant discharged to wrong person or missing infant

Patient with needle stick injury

11




Records with at least one of the criteria shoulddr to a designated nursing unit manager to
estimate its likelihood of occurrence and consegegased on Australia/ New Zealand Risk
Management StandatqTable 2).These events are ranked according toribk severity

(risk severity = consequence score X likelihoodecdEvents with high risk severity (score
>10) will be should be reviewed within 48 hourscl#ical incident report form will be

required to be completed and submitted togethdr thi¢ risk assessment tool and patients
medical records to the designated practitionghdfnature of the incident is purely a system
or predominantly a nursing issue then the riskssseshould be the designated nursing
practitioner from the department. However, shobllriature of the event be a clinical issue

then the risk assessment is to be conducted byetsignated medical practitioner.

The designated risk assessor should undertaketacaose analysis and the adverse event
analysis forms together with the relevant recomragods should be forwarded to the

hospital manager and medical manager for immedition.

For adverse events with a low risk priority, a al incident form as well as the risk
assessment tool should be submitted and discussieel @inical risk management meeting,
where a decision as whether to take action ord¢edhe risk and continue monitoring for

that event will be made.

3.2.2 Patients complaints

All complaints received by the client liaison o#ficshould be reviewed and classified in
terms of the above stipulated criteria. If a higék revent is documented the necessary
documentation should be completed and forwardedhéo medical manager for review.

Administrative, systemic and human resource comfdaieceived should be documented and

discussed at the risk management meetings.

12



Table 2: Qualitative measures used to determinerisk severity of adver se events

(modified from Australian/New Zealand Standard 43:60)

M easur es of consequence or impact

1
2

5

Insignificant

Minor

Moderate

Major

Catastrophic

M easur es of likelihood

1

a b~ W DN

Rare
Unlikely
Possible
Likely

Almost certain

No injuries, low financial loss

Minor treatment required, no increase imgn of stay or
readmission, minor financial loss

Major temporary injury, increased lermjtstay or readmission,
medium financial loss

Major permanent injury, increased lengtist@afy or readmission,
major financial loss

Death, huge financial loss or thi@gioodwill

May occur only in exceptional circumstances
Could occur at some time

Might occur at some time
Will probably occur in most circumstances

Is expected to occur in most eimstances

13




Clinical/Incident Report Form
This form is to be accompanied by Clinical Risk éssment Tool

Ward: Department:
Date of I ncident: Time of Incident:

Name of Patient:

Date of Admission:

Admitting Diagnosis:

Brief Description of Incident/Clinical Event:

Notified by: Date:

14



3.3. Root cause analysis

Once the preliminary adverse event analysis is ¢eteqh, a root cause analysis must be
performed which identifies the main reason thatttethe event as well as the contributing
factors.

The steps followed in the root cause analysis®are:

a) Description of the event: Using medical records the adverse event and ietiveading
up to it must be described in detail. When didcitw? Did it happen over the weekend or
during off hours? What service areas were affec&utify the injury or potential injury to

the patient.

b) Identification of the proximate cause(s) that led to the event: The proximate cause
explains why the event occurred. For example, aerasé drug reaction (the event) occurred
because the doctor wrote an order for a tenfolddms® of antibiotic (proximate cause) that
the pharmacy dispensed (proximate cause) and a adrsinistered (proximate cause). These
proximate causes of the adverse event are defieemcthe processes of care, and hence
errors. It may be helpful to construct a diagranthefevent, showing the steps in the current
process of care and the steps where the procésd. fai

c) ldentification of the contributing factors (or latent errors) that led to the proximate
cause(s): Contributing factors permit errors to occur. Fmstance, a nurse who forgot to
administer a dose of medication may have beennmedjto do a double shift. Fatigue and staff
shortages were the contributing factors to thisiosbn error. Contributing factors to

adverse events often fit into the following categer

* Human resourceissues. Was the staff adequately trained? Was the stafideguate?

Was there appropriate supervision?

* Information availability: Was necessary information available, accurate, and

complete?

* Environmental issues: Did the physical environment contribute to theré?eAre

safeguards in place to minimize and address envieoial risks?

15



» Leadership and culture: Did the organizational culture impair safe care?

» Communication among clinicians: Was communication among staff adequate?

The root cause analysis will be summarized in altaldormat as follows:

Adverse Event Proximate Causes Contributing Factors

Human resources:

Communication

Systems:

Information:

3.4. Classification of Adverse Events
The adverse events will be classified accordingpéoNational Quality Forum standard

measures that were developed for Serious Reporéaierse Events. The detailed
classification system is attached in Appendix le @dverse events can be can be categorized
as follows:

a) Surgical Events

b) Product or Device Events
c) Patient Protective Events
d) Care management events
e) Environment events

f) Criminal events

16



3.5 Action Plans Development

This is the most important step. The goal is toetlgy improvements that can be implemented
and tested. How could one prevent this problem fnappening again? Although education
and training are important, improvements that cglyexhortation, education, and reliance on

memory are unreliable. The best action plans chédmgprocess of care itself.

The broad categories of action plans that can Ipéeimed are listed in Table’3.

Table 3: Actions taken to reduce the frequencydvkese events
Changes to clinical and administrative protocols

Focused audits to investigate specific adversetsven
Discussion with staff involved

Education (including presentation of adverse evanfostgraduate education

meetings and clinical risk management presentgtions

Creation of worksheets containing details of cihigolicy, space to write clinical
notes and a patient management checklist

Developing checklists for complex procedures
Increasing the supervision of junior hospital matafficers

Introduction of patient risk assessment tools tewmheine risk of falling, developing g
pressure ulcer or thrombo-embolus and difficultyhvdischarge home

Regular feedback to clinical staff about adversenévand the results of actions taen

to reduce risk

The management action undertaken needs to be estbadow the action plans.

17



3.6. Reporting system

Once all the relevant documentation has been caethléhe unit manager or sister in charge
of the ward must collate the documents. A photoamipiyhese documents should be made. A
hard copy will need to be kept in an Adverse Evaatin the sister’s office. The copy of the
documents then needs to be forwarded to the Qudkilyager at the hospital who will then
enter this information onto the Adverse Health Bvglonitoring database. The completed
adverse event notification, analysis, classificatiand recommendations must then be

forwarded to the clinical risk management teamstedeically.

The software programme is designed to generatebaatareport which will provide a
summary of the adverse events as well as recomrenslaimplemented. This can be

discussed at the bimonthly clinical risk managenmee¢tings.

The quality coordinator will be required to generatmonthly report for onward transmission
to the District Quality coordinator for monitorirend evaluation of the implementation of
action plans.

A quarterly report will be required to be forwardedthe Quality Control, Monitoring and

Evaluation Unit at the Department of Health.

In the event of a catastrophic adverse event oogyrimmediate notification needs to be
provided to the District and Provincial offices.

18



4. Conclusion

Adverse events can, as individuadtances of care, provide an information-rich and
compellingcase for action and improvement, and in aggregate ¢an besed to identify and
explore important variations in performandeyverse events are important to healthcare
organizationspot only because of their impact on patients be &lecaustey can provide

an insight into the quality of health camed an opportunity for improvement because of the
direct connection between adverse evgraents' healthcare experience, and the process of
care itself. Clinicians recognize the importancaa¥erse eventnd see the opportunities for

improvement that they present.

Although adverse events in health care prowng®rtant and useful insights into the
healthcare process whichn certainly be used to great effect in promogjuglity and
performance improvements, some caution should becsed. The negativity of adverse
events which makes thenpawerful tool in quality improvement also makesnportanthat
guality measurement does not solely focus on suehts.

19
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6. Appendices

6.1. Appendix 1: Classification of Adverse Events

EVENT

ADDITIONAL SPECIFICATIONS

1. SURGICAL EVENTS
A. Surgery performed on the wrong body part

Defined 35 any surgery performed on 2 bady part that ls not
coms stent with the documented infomed consent for that patient.

Excludes emengent situations that ocour in the course of surgery
andfor whoss exigency prechades obtaining informed corgent.

Surgery incudes endoscopies and other invasive procedures,

B. Surgery performed on the wrong patient

Defined a5 ary surgery o & patdert that is not consistent with the
documented infommed consent for That patient.

Surgery indudes endoscopizs and other invasive procedures,

€. Wirong surgical procedure performed on a patient

Defined a5 any procedure performed on a patient that is not
coms stent with the docurnented infommed consent for that patient.

Exzludes emengent situations that ocour in the course of surgery
andorwhose exigency prechides obtaining infommed consent.

Surgery incdudes endoscopies and other invasive procedures.

[ Retention of a foreign object in a patient after surgery or other
procedure

Extludes objects intentionally fmplanted as part of a planned
intervantion and obects present prior o surgery that were
Intermicmally ratained.

E. Intraoperative or immediately post-operative death in an ASA
Class | patient

Incluces all 854 Class | patient deaths in situatons wher
anesthesla was administared; the planned surgical procedura may
ar may nat have been carrisd out.

[romediately post-operathve means within 24 hours after induction
of anesthesia (If surery not completed), surgeryor other invasive
proedure was ompktad,

2. PRODUCT OR DEVICE EVENTS

A. Patient death or serions disability associated with the use
of contaming ted druas, devices, of biologics provided by the
healtheare fadlity

Includes genarally detactable contaminants in drsgs, devices, or
biokqics regard less of the source of contamination and far product,

B. Patient death or serious disability associstad with the use or
function of a device in patient care in whidh the devics is used
or functions ather than as intended

[nchides, birtis not Bmited To, catheters, drains, and other
specialized tubes, infusion pumps, and veritilators.

G Patient death or serious disability associated with intravasoular
air embolism that eccurs while being cared for in a healthea re
facility

Excludes deaths assodated with neurosurgical procedures known
to present a high risk of mtravascular air embalism.

3. PATIENT PROTECTION EVENTS
M. Infant discharged to the wrong person

B. Patient death or seriows disability associated with patient
elopement (disappearance] for more than four hours

Exzludes events imvolving competent adults.

C. Patient suicide, or attempted suidde resulting in serious
disabiliny, while being cared for in 2 healthcare fadlity

Defined as events that result from patient actions after admission
to & healthcare facility.

Exrludes deaths resulting from self-inflicted injuries that were the
reason for admission o the healthears Tac iy,

21



EVENT

ADDITIONAL SPECIFICATIONS

4. CARE MANAGEMENT EVENTS

A

Patient death o serous disability associated with a medication
error {e.0., ermors involving the wrong dru g, wrong dose, wrong
patient, wrong time, wrong rate, wrong preparation or wrong
route of adminis tration)

Excludas reasonable differences in clinical judgment on diug
selection and dose,

f]

. Patient death or seriows disability associated with a hemolytic

reaction due to the administration of ABO-incompatible blood or
hlood products

- Maternal death or serious disability associated with Labor or

delivery in a low-risk preqnancy while being cared for in a
healtheare fadlity

Includes events that ocour within 42 days post-delivery.

Encludes deaths from pulmoenary or amniotic fuid embolism,
acute fakty [ver of pregnancy or cardiomyapathy.

[ Patient death or serous disability assoclated with hypoalycemia,

the oniet of which ocours while the patient is being cared forin
a healtheare facility

m

. Death or serious disability (kernictenus] assocated with failure

to identify and treat hyperbilinsbinimia in neonates

Hyperbilirufinimia is defined as Wlirubin levek =30 my/dl.
Meonates refers 1o the first 28 days of Ife.

F. Stage 3 or 4 pressure ulcers acquired after admission to a Excludes prograssion from Stage 2 to Stage 3 if S1age 2 was
healtheare fadlity recgnized upon admissian,
G, Patlent death or serous disability due to spinal manipulative

therapy

5. ENVIRONMENTAL EVENTS

A

Patient death or serious disability associated with an electric
shock while bedng cared forin a healtheare fadlity

Excludes events ivohing planned treatments such as electric
counteranock,

E.

Ay incident in which a line designated Tor oxygen or other
fas 1o be deliverad to 4 patient contains the wrong gas or is
contaminated by toxic substanges

L

Patient death or serious disability associated with a burn
incurred from any source while being cared for in a healthcare
fadlity

[ Patient death assodated with a fall while being cared forina

healtheare fadlity

E

Patient death o serous disability associated with the use of
restraints or bedrails while being cared for in a healthcare facility

6. CRIMIMAL EVENTS

A

Ay instance of care opderad by or provided by someane
impersonating a physician, nurse, pharmacist, or other licensed
healthcare provider

E.

Abduction of 3 patient of any age

=

Sexual assault on a patient within or on the grounds of a
healtheare fadlity

[ Death or signiflcant injury of a patient or staff member resulting

from a phiysical assault (1.2, battery) that oceurs within or on the
arounds of a healtheare fadlity

22



6.2 Appendix 2: Adverse Events Monitoring Tools

6.2.1. Risk Assessment T ool

1. Death

Unnatural death ( suicide, homicide, maternal, agginprocedure related)

Death associated with a nosocomial infection

Procedure related

2. Procedurerelated events

Surgery on the wrong body part

Surgery on the wrong patient

Wrong surgical procedure performed on patient

Unplanned return to operating room on this admissio

3. Patient care events

Transfer from general care unit to a higher levgl Bligh care or ICU

Length of stay greater than 10 days

Unplanned re-presentation to department within @& for same condition

Return to emergency department or outpatients tlepat for complication related to the lag

hospital admission

Disability associated with labour related event

4. M edication related events

Allergic Reaction ( Steven Johnson syndrome)

Drug Interaction

5. Blood Product Related events

Blood transfusion reaction ( Fever, Jaundice, arii)

Incorrect blood administered ( Blood to wrong patfje

6. Hospital Related events

Multi drug resistant organism ( organism resistar® or more antibiotics)

IV site inflammation/ Catheter related infections

Post operative wound infection

Hospital incurred patient incident, such as fall

Development of pressure sores

Patient abscondment

Infant discharged to wrong person or missing infant

Patient with needle stick injury

23




6.2.2. Clinical/l ncident Report Form
This form is to be accompanied by Clinical Risk éssment TooWard:

Department:

Date of I ncident: Time of Incident:

Name of Patient:

Date of Admission:

Admitting Diagnosis:

Brief Description of Incident/Clinical Event:

Notified by: Date:

24



Section 2: M easuretherisk severity of the adver se event

Choose the appropriate score for each of the falgwategories

M easur es of consequence or impact

1 Insignificant

2 Minor

3 Moderate

4 Major

5 Catastrophic
M easur es of likelihood
1 Rare

2 Unlikely

3 Possible

4 Likely

5 Almost certain

No injuries, low financial loss

Minor treatment required, no increase imgn of stay or
readmission, minor financial loss

Major temporary injury, increased lemgftstay or readmission,
medium financial loss

Major permanent injury, increased lengttstafy or readmission,
major financial loss

Death, huge financial loss or thi@gioodwill

May occur only in exceptional circumstances
Could occur at some time

Might occur at some time
Will probably occur in most circumstances

Is expected to occur in most emstances

b) Deter minethe Risk Adversity Score

Consequence of Impact:
Measures of Likelihood:

Risk Adversity Scor e

*

Score > 10 requiresimmediate action
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Section 3: Root Cause Analysis:

Adverse Event Pr oximate Causes Contributing Factors

Human Resources

Communication

Systems

Information

Section 4: Recommendations

Please tick appropriate box:

Actionstaken to reduce the frequency of adver se events

Changes to clinical and administrative protocols
Focused audits to investigate specific adversetsven
Discussion with staff involved

Education (including presentation of adverse evanfostgraduate

education meetings and clinical risk managemerggmntations)

Creation of worksheets containing details of clhigolicy, space to write

clinical notes and a patient management checklist
Developing checklists for complex procedures
Increasing the supervision of junior hospital metafficers

Introduction of patient risk assessment tools temheine risk of falling,
developing a pressure ulcer or thrombo-embolusd#fidulty with

discharge home

Regular feedback to clinical staff about adversenévand the results of

actions taken to reduce risk
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6.3. Appendix 3: Summary Report

6.3. Summary Report

Date Ward Classification of Natur e of Root cause Action plans | Management Current
Event Event Decision status

* Example of a summary report that can be manwgalyerated at facility level to monitor adverse és@md track the progress regarding action
plans.
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