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Guidelines for Adverse Event / Incident Reporting 

Introduction 

Patient safety is a major concern for all healthcare providers. It appears perverse that 
patients can suffer harm when they are being treated and cared for. However, healthcare is 
complex and its outcome is influenced by many factors. It is inevitable that within any healthcare 
system patients may be harmed, and in every encounter there is the potential for harm to occur. 
This has been recognized since the time of the physicians of Ancient Greece and Rome — 'First, do 
no harm.' 

Safest place for patients is a Hospital. Are hospitals as safe as we think they are? Vast 
number of misconducts, negligence and adverse events are recorded from these patient care 
institutions. 'Patients are harmed from their health care either resulting in permanent injury, 
increased Length of Stay (LOS) in hospitals and even death. Adverse events occur not because bad 
people intentionally hurt patients but rather that the system of health care today is so complex 
that the successful treatment and outcome for each patient depends on a range of factors, not 
just the competence of an individual health-care provider' . There is no institution that can 
provide total patient safety. Risk that patients have to face is not homogeneous. It differs 
according to how sick the patient is, number of interventions he /she has to go through and 
duration of the stay. Unless substantial changes in the system are made, the vulnerable have to 
carry the burden of errors. 

In Sri Lanka, there are many reported as well as unreported cases related to patient safety. 
Moreover, there are allegations that hospitals are covering up these incidents. Necessity of 
initiating patient safety culture in health care system and a compensation mechanism has been 
raised. It was found that medical staff lacks proper awareness on patient safety and its 
importance. Blame and shame leads to underreporting. In turn the organization lacks the 
opportunity to learn from its errors and prevent / mitigate future adverse events. 

Patient safety is a new concept introduced to Sri Lankan health care system. "To Err is 
Human; Building a Safer Health System" was an eye opener which highlighted patient safety and 
patient safety culture. Health sector has learnt safety culture from other highly reliable 
organizations such as aviation, nuclear power industry etc. Similar to those organizations, the 
highly reliable health care providers have an inbuilt patient safety culture. 

Directorate of Healthcare Ouallty & Safety, , ministry of Health, Nutrition & Indigenous Medicine 
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Purpose of Reporting 

In seeking to improve safety, one of the most frustrating aspects for patients and professionals 

alike is the apparent failure of health-care systems to learn from their mistakes. Too often neither 

health-care providers nor health-care organizations advise others when a mishap occurs how to 

prevent from their experiences. Also they do not share what they have learned when an 

investigation has been carried out. As a consequence, the same mistakes occur repeatedly in 

many settings and patients continue to be harmed by preventable errors. 

One solution to this problem is reporting: by the Consultant, Medical Officer, Nursing Sister, 

Nursing Officer or other provider within the hospital or health-care organization, and by the 

organization to a broader audience through a system-wide reporting system. Some believe that an 

effective reporting system is the cornerstone of safe practice and, within a hospital or other 

health-care organization, a measure of progress towards achieving a safety culture. At a 

minimum, reporting can help identify hazards and risks, and provide information as to where the 

system is breaking down. This can help target improvement efforts and systems changes to 

reduce the likelihood of injury to future patients. 

Objective 

The objective of this guideline to facilitate the improvement or development of reporting systems 

that receive information that can be used to improve patient safety. 85-90% of errors occur due 

to system failures and only 10-15% of errors due to individual failures. The reporting system 

mainly focuses on the system failures. This reporting system is not to punish or find fault with any 

healthcare personnel but to improve the systems for a safe healthcare delivery. Also this reporting 

allows learning through: 

Reporting can lead to learning and improved safety through: 

• Generation of "alerts" regarding significant new hazards, for example, complications of a 
new drug. 

• Dissemination of "lessons learnt" by health-care organizations from investigating a 
serious event. 
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• Analysis of many reports can reveal unrecognized trends and hazards requiring attention, 

insights into underlying systems failures and generate recommendations for "best 

practices" for all to follow. 

The ultimate success of a reporting system is whether the information from the reporting system 

is used appropriately to improve patient safety in the healthcare delivery. 

A successful reporting and learning system to enhance patient safety should have the following 

characteristics: 

• Reporting is safe (i.e. non-punitive) for the individuals who report. Also reporting should 

no focus on targeting or find fault with anyone; 

• Reporting leads to a constructive response; 

• Expertise, adequate resources and training are available to allow for meaningful analysis of 

reports; 

• The reporting system must be capable of disseminating information on hazards and 

recommendations for changes. 

The reporting of incidents is most effective when the data collected are analysed (at local, district 

as well as national levels with the professional colleges) and recommendations are disseminated 

and acted upon by those with the responsibility and mandate to act. 

Directorate of Heait&care Duality & Safety, ,Ministry of Health, Nutrition & Indigenous Medicine 
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Definition of Terms 

(WHO Draft Guidelines for Adverse Event Reporting & Learning Systems 2005) 

No Term Definition 

I Safety Freedom from accidental injuries. 

Ii Incident 	(or 	adverse 

incident) 

Any deviation from usual medical care that causes an injury to 

the patient or poses a risk of harm. Includes errors, preventable 

adverse events, and hazards. 

Adverse event An injury related to medical management, rather than the 

complications of disease. 	Medical 	management includes all 

aspects of care, including diagnosis and treatment, failure to 

diagnose or treat, and the systems and equipment used to 

deliver care. Adverse events 	may be 	preventable 	or 	non- 

preventable. 

lv "Near-miss" 

or "close call" 

Serious error or mishap that has the potential to cause an 

adverse event but fails to do so because of chance or because it 

is intercepted. Also called potential adverse event. 

v Hazard Any threat to safety, e.g. unsafe practices, conduct, equipment, 

labels, names. 

vi System A 	set 	of 	interdependent 	elements 	(people, 	processes, 

equipment) that interact to achieve a common aim. 

Guidelines of filling the Adverse Event / Incident Reporting Form (Please find the 

process of adverse event / incident reporting in Annexure) 

Part A 

Part A can be filled by any health care worker in their own language. This may be different from a 

unit / ward where the patient received treatment. The adverse event / incident form must be 

completed immediately after the occurrence of the adverse event and the area and people are 

safe. For example, if a patient had a fall, it is important to attend the patient immediately and give 

appropriate treatment. Also to see the reason for fall, immediately remove the root cause of a fall 

(if the fall is due to wet floor, make arrangements to dry the floor area). 

Directorate of Healthcare Duality & Safety, ,Ministry of Health, Nutrition & Indigenous Medicine 
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Then fill the form. The form should be filled within 24 hours. For the staff working in shift duties, 

they have to fill the form before they hand over to the staff of next duty shift. 

Serious adverse events / incidents MUST be reported to the Head of the Institution and the 

relevant consultant as soon as possible. 

All the adverse events related clinical management should be reported by the consultant, Senior 

Registrar, Registrar, Medical Officer or Intern House Officer. All such reports must be seen by the 

respective consultant or any other Senior Medical Officer assigned by the consultant. 

The adverse events associated with the non-clinical management (such as fall) can be reported by 

the Nursing Sister or the Nursing Officer. 

The nature of the adverse event must be mentioned briefly in the relevant cage. The immediate 

measures taken to manage the adverse event / incident should mention in the next cage in brief. 

Part B 

Part B should be filled by the head of the unit. It can be a Consultant, Medical officer, Nursing 

Sister/in charge nurse, Chief pharmacist, Chief MLT, Chief Radiographer, Officer in-charge of a unit 

etc. 

Root causes and contributing factors relating to the adverse event should write after a brief 

discussion with relevant staff in the unit / ward. Based on the risk factors, root causes and 

contributing factors, preventive measures need to be taken or recommended. 

The officer writing the form can write the category of staff member who is directly involved 

adverse event / incident which is optional. Then the outcome an also the type/types of the 

adverse event / incident should be ticked off. A list of types of adverse events and incident is 

provided at the other side of the form, 

A copy of the form must be retained in the ward. Also s separate register must be maintained to 

record the details of all the adverse event forms filled and sent to the QM U. 

DIRECTORATE of Healthcare Quality & safety, ,Ministry of Health, Nutrition & Indigenous Medicine 
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Once the Adverse event/Incident report form is filled it should be sent to the Quality 

Management Unit (QMU). At the QMU, when the adverse event form is received it must be 

entered in a designated register.. When a form is received, date and time of the reception should 

be notified. It is then sent for the information and authorization to the head of the institution 

after notifying the 

date and time of notification. 

Once it is received the categorization of the adverse event/incident based on the International 

Classification of Patient Safety should be filled by Quality Management Unit (QMU). It is 

recommended consult Head of the Institution. The head of the institution should go through the 

form and provide his comments and authorize to carry out further root cause analysis if 

necessary. If Director has requested to further investigate on the adverse event / incident, the MO 

/ QMU should analyze the incident with the relevant consultant and / or other stakeholders. 

There should not be any criticism or breach of confidentiality at any point of this process. Every 

attempt should be taken not to find fault with any individual unless there is a gross negligence. 

During the analysis quality improvement tools such as Why-Why Diagram, Fish-Bone Diagram or 

Problem Tree can be used. 

Prevention action taken based on the adverse event / incident should be written in the form. If 

there are any other vital facts indentified, it should be also mentioned in the form. 
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Category of Adverse Event / Incident (Adopted from ICPS) 

Category Example 
.1 

• 
Blood / Blood Products Reqbest for a blood product for the wrong 

blood with the wrong blood type was administered 
a patient 

1 
patient; or 

to 
1 	' 

2 Clinical Administration Wrong document were filled out for admission; or a 
patient was treated by different doctor than previously 
discussed 

3 Clinical Process [Procedure 
. 

A delay in treatment due to postponemek 
or a diagnosis is missed 	 II 

of surgery; 

4 Documentation Patient chart was missing; or information on patient 
chart was incorrect or missing 

5 Health 	care 	associated 
infection.: 

Patient develops infection near the surgiciM site, due to 
II a gauze that has been left behind in the wound 

6 Infrastructure Trolley does not fit into the lift, or a nurse slips on wet 
floor or a patient fall. 

7 Medical / equipment Computer malfunction or surgical tools that break or , 
are Unsterile 	

. 	
I 
1 

8 Medication fluids Wrong drug is administered to the patient; or patient 
has not received medication 

9 Nutrition Wrdng 	quantity 	or 	wrong 	sort 	of 
adthinistered 

drip-feed 	is 

10 Oxygen / gas / vapour Patient returns from procedure and a nurse forgets to 
connect the oxygen 

. il Patient accidents-. ' patient has fallen out of bed; or patient tWat 
the oxygen 

to connect 
I 

12 Resources 	/ 	organizational 
management 

Understaffing or no available beds 

13 

. 

Behaviour trekment of patients by staff was 	inc6nsiderate 
ride 

I 
1 

or 
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Certain serious adverse events / incidence can be discussed in the monthly clinical meetings. This 

is mainly to learn from experience and prevent such events in future in other wards / units. At any 

point of these meetings, no individual should be criticized. 

Then after keeping of this form, a summary of the adverse event / incident should be sent to the 

Directorate / Healthcare Quality & Safety (D / HQS) of Ministry of Health quarterly. The name of 

the hospital, the unit and the health personnel involved in the incident need not to mention when 

sending to the D /HQS. 0 / HQS will analyze these events and discuss with the relevant 

professional colleges if there epidemiology or serious adverse events or if there a increasing trend 

of a particular event / incident. 
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If severe — transfer to the closest 
specialized institution 

If mild — manage in the ward 

Appropriate management of the 
victim (may be better as some times 

investigations are needed) 

1  
Ir 

QMU after entering details sent the form to head of the 
institutions for information and authorization 4  li  

[ Head of the institution provide authority for further study of ..‘ 
the adverse event / incident. MO/QMU to carry out root 

cause analysis and submit recommendations 
	../ 

• 
Discuss the event at the monthly review meeting 

with the  findings  
i[ •	 

4- 

• 

Send the form to the QMU while keeping a copy in the ward (pink 
colour form) 

•	  

Records maintained at the QMU; a report sent 
to D / HOS quarterly; seek help from relevant 

consultant whenever necessary 

• Annexure I 

PROCESS OF HANDLING ADVERSE EVENTS / INCIDENTS 

Adverse Event is assessed by a MO and the relevant Consultant is informed immediately. lithe 
consultant is not available, Head of the Institution should be informed 

	 • 
Fill the Adverse Event Report Form Part A (by any 

health staff) 

I  
[ • . Investigate on the Adverse Event by the relevant unit by the 

consultant or an officer designated by the consultant 
• Find the root causes and take immediate preventive action * Part B 

II 
Development of a mechanism to avoid such events in 

the futihre 
•	  

• 

 

 

Implementation of such decisions made and 
monizpeine 

Evaluate at the monthly meeting and 
improve further 

•	 

DIRECTORATE Of Healthcare Quality& safety„ Ministry of Health, Nutrition & Indigenous Medicine 
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Publish in the Annual Report. Disseminate 
your experience to other hospitals 

(publication, presentation in Annual Review 
meetings) to help other institutions to avoid 

such incidents 



Annexure II 

Grading of Incident Severity (Adopted from Department of Health, Social Services and Public 

Safety in the Northern Ireland) 

The initial assessment of an incident should be performed quickly, even when all facts may not be 

available. There is always scope to re-grade as facts and issues emerge over time and following 

investigation. 

Actual Incident Severity (according to the facts available) 

In determining the actual severity consider the outcome of the incident in terms of harm to 

people! resources / environment / reputation! quality. 

Severity of incident High Level Descriptors 

.._ 

(see Impact Table for a 	more 

detailed list) 

r rm-jewia, Incident 	with 	widespread 	implications 	to 

services 

Major Significant disruption to service 

Moderate 
I 

Short term disruption to services 

Minor No interruption to services 

Insignificant vident No adverse outcome but risk potential 
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Guidelines for Reporting of Readmission 

Introduction 

There are many challenges in precisely defining a readmission. Some of the readmissions may be 

unavoidable and in fact necessary and pre-decided between the physician and the patient. Others may 

be avoidable and arise due to possible lapses on the part of the patient or the physician. Finally there 

might also be cases wherein both the doctor and the patient performed all the required duties but it still 

resulted in a readmission. Time is another important factor. Usually readmission rates are calculated for 

7, 15 and 30 days after the previous discharge. In many cases the patient may opt to get readmitted to a 

different hospital. Such cases would be technically readmissions but they would be difficult to track. Also 

it might be possible that the patient is affected by an illness totally unrelated to the initial ailment and 

had to get readmitted. All such factors need to be taken into account making calculation of readmission 

rates a complex and cumbersome process. 

Tracking the number of patients who experience unplanned readmissions to a hospital after a previous 

hospital stay is one category of data used to evaluate the quality of hospital care. One example of an 

unplanned readmission would be someone who is readmitted to the hospital for a surgical wound 

infection that occurred after his or her initial hospital stay. 

It's important to note that unplanned hospital readmissions may or may not be related to the 

previous visit, and some unplanned readmissions aren't preventable. However, unplanned 

hospital readmissions are a burden to the health sector. 
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A significant proportion of patients (3% - 11% in UK) return to hospital within 28 days because 

complications have arisen related to the condition at the time of admission, their operation, they 

have acquired an infection during their hospital stay, or rehabilitation has not progressed as 

planned. An April 2009 New England Journal of Medicine article by Stephen F. Jencks reports that 

19.6% of Medicare fee for-service beneficiaries who had been discharged from a hospital were readmitted 

to the hospital within 30 days, 34.0% within 90 days, and more than half (56.1%) within one year of 

discharge. There is evidence that patients that are readmitted have a longer length of stay than for 

first admissions and that providers with lower than average lengths of stay for first admission 

have higher readmission rates. Reducing readmission rates can reduce average length of stay, 

whereas reducing average length of stay without tackling readmission rates may result in 

increase in readmission rates. 

A readmission is defined as a unplanned subsequent hospital admission in the same or a 

different hospital within 30 days after discharge from hospital due to the same illness. 

The readmission rate for a year is defined as: 
The number of readmissions in a given year 

X 100 
The total number of hospital admission in a given year 

Objectives of collecting readmission data 

• To identify the causes for readmissions. 

• To reduce readmissions 
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MO! OPD select readmissions on admission — 
Indicate it in the BHT by a rubber stamp 

The Rubber seal format to be adopted 	
RE-ADMISSION 

Directorate of Heatthcare Quality & Safety,, Ministry of Health, Nutrition & Indigenous Medicine 

Process of Collecting Readmissions 

( 
Nursing Officer check every BHT and get it confirm it as readmission by a 
Medical Officer! House Officer and attach readmission form to the BHT 
by admitting ward Nursing Officer and enter in ward admissions register 

Part A should be filled by the Nursing Officer 

Part B should be filled by the MO / HO 

Duly filled forms should be sent by Nursing Officer in-charge to 
the Head of the Institution / QMU of the hospital on patient 
discharge 

Analysis of reported readmission by QMU 

"G_ 

Preparing a document! including in annual / quarterly reports and 
dissemination of findings. Quarterly reports should be sent to Directorate 
Healthcare Quality and Safety and RDHS (Only for Provincial Ministry 
Hospitals) 
Discussing on important readmission findings in clinical meetings! review 

• 
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