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The Patient Safety (Notifiable Patient Safety Incidents) Bill 2019 seeks 

to provide a legislative framework for a set of patient safety issues 

including, among others, mandatory open disclosure of a set list of 

serious patient safety incidents and the notification of such incidents to 

Health Information and Quality Authority, Chief Inspector of Social 

Services and the Mental Health Commission. The Bill also seeks to 

contribute in this way to national learning and system-wide 

improvements in respect of patient safety. The Bill also provides 

respectively for clinical audit, extension of the Health Information and 

Quality Authority’s remit to private hospitals and amendments to Part 4 

of the Civil Liability (Amendment) Bill 2017 to align its provisions with 

this Bill. 
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Summary 

The Patient Safety (Notifiable Patient Safety Incidents) Bill 2019 proposes to introduce measures 

to provide for the establishment of a legislative framework for a range of patient safety measures. 

These measures include the following: 

• Mandatory open disclosure of a specified serious patient safety incident; 

• A process to designate other patient safety incidents by regulation; 

• The notification of serious patient safety incidents externally to the Health Information and 

Quality Authority (HIQA), Chief Inspector of Social Services and the Mental Health 

Commission; 

• Provision for clinical audit (that is a clinically-led quality improvement process in health 

care); 

• Extension of HIQA’s remit to private hospitals; 

• Amendments to Part 4 (Open disclosure and patient safety incidents) of the Civil Liability 

(Amendment) Act 2017. 

Background 

Internationally, health service systems have over recent decades paid increasing attention to the 

need to improve the quality of care provided to service-users. This includes the safety, 

effectiveness, appropriateness, access, efficiency and acceptability of care provided to patients. 

Patient safety has been defined as: 1 

“The avoidance, prevention and amelioration of adverse outcomes or injuries stemming 
from the processes of health care. These events include ‘errors,’ ‘deviations’, and 
‘accidents’. Safety emerges from the interaction of the components of the system; it does 
not reside in a person, device, or department. Improving safety depends on learning how 
safety emerges from the interactions of the components. Patient safety is a subset of health 
care quality” 

The report of the Commission on Patient Safety and Quality Assurance (2008) - the Madden 

Report, from the Madden Commission-  which is the main policy impetus for developments 

including the present Bill, suggests that a number of internationally2 influential patient safety 

reports, together with high profile reports in the media of deaths caused by health system error, 

consumer demand and political pressure have facilitated the development of national patient safety 

and quality strategies in a number of countries (particularly the United Kingdom, the United States, 

Australia and Canada). These strategies recognise that adverse events cannot be entirely 

eliminated from modern patient care but acknowledge that health care systems can be designed 

that learn from the mistakes of the past and minimise the risk of such events happening in the 

future. 

                                                
1 Institute for Health care improvement 
2 Quality in Australian Health care Study (1995) and the To Err is Human report (1999) 

https://data.oireachtas.ie/ie/oireachtas/bill/2019/100/eng/initiated/b10019d.pdf
http://www.irishstatutebook.ie/eli/2017/act/30/section/7/enacted/en/html#part4
http://www.irishstatutebook.ie/eli/2017/act/30/section/7/enacted/en/html#part4
http://www.health.gov.au/internet/main/publishing.nsf/Content/1A0D1857F9101D2FCA257BF0001F96F1/$File/ocpahfsv6.pdf
http://www.nap.edu/read/9728/chapter/1#xix
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Patient safety incidents and reporting 

The purpose of patient safety incident (adverse event) reporting is to learn from the experience of 

patient incidents in order to reduce or prevent patient injury or harm. The objective of such 

reporting is to employ the results from data analysis and investigation to formulate alerts and 

enable the lessons learned by health care organisations to be disseminated more widely.3  

Summary of the Bill 

The Bill is comprised of 8 Parts which together account for 54 sections. The Bill also has two 

Schedules. A summary of the Bill is set out in Table 1 below. 

Table 1: Provisions of the Patient Safety (Notifiable Patient Safety Incidents) Bill 2019  

Section Title Effect 

Part 1 Preliminary and general provisions (Sections 1-4)  

1. Short title and 

commencement  

This is a standard provision. Different parts of the 

Act may be commenced at different times. 

2. Interpretation Sets out definitions for the Bill including ‘apology, 

‘notifiable incident’ and ‘patient’.  

3. Health services provider Defines health services providers to include both 

public and private providers of a wide range of 

services  

4. Expenses This is a standard provision. 

 

Part 2: Open disclosure of notifiable incident procedure (Sections 5-12) 

5. Obligation to make an open 

disclosure of notifiable 

incident 

Obliges a health care provider to make an open 

disclosure of a notifiable incident to a patient or a 

relevant person. 

6. Health practitioner to inform 

health services provider of 

notifiable incident 

A health practitioner is obliged to notify a health 

care provider, if of the opinion that a notifiable 

incident has happened.  

7. Persons to whom open 

disclosure of notifiable 

incident is made 

An open disclosure must be made to the patient, or 

to a relevant person in certain circumstances (as 

well as or instead of the patient). 

8. Regulations specifying 

notifiable incident 

The Minister can make regulations which will 

prescribe other patient safety incidents as 

notifiable incidents.  

                                                
3 “World Alliance on Patient Safety – Forward Programme 2005”, 2004, World Health Organisation 

http://www.who.int/patientsafety/en/brochure_final.pdf
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9. Open disclosure of notifiable 

incident 

Where a health services provider follows the open 

disclosures procedures set out in the Bill then it is 

covered by the protections in the Bill.  

10. Open disclosure of notifiable 

incident: information and 

apology not to invalidate 

insurance; constitute 

admission of liability or fault; 

or not to be admissible in 

proceedings 

An apology or disclosure given after the correct 

procedures have been followed does not constitute 

and admission of liability or fault; and cannot be 

admissible as evidence in proceedings. The 

apology/disclosure is not an admission of fault, 

misconduct or unfitness to practice. 

11. Statement in relation to 

procedure for open disclosure 

of notifiable incident and 

application of s.10 to 

information and apology 

Health care providers must set out their 

procedures for making an open disclosure, and a 

statement of any information given to the patient at 

the notifiable incident disclosure meeting 

12 Disclosure of information by 

health services provider and 

health practitioner 

Provides that health services provider and health 

practitioners must provide all relevant information 

to the patient (and other health services where 

appropriate)  

Part 3 Procedure for making open disclosure of notifiable incident (sections 13-25) 

13. Making of open disclosure of 

notifiable incident by health 

services provider 

An open disclosure must be made by the principal 

health practitioner on behalf of the health services 

provider   

14. Time of making of open 

disclosure 

The open disclosure should be made as soon as 

practicable, having regard to the circumstances of 

the notifiable incident  

15. Matters to be addressed by 

health services provider 

before making open 

disclosure of notifiable 

incident 

This includes to whom the disclosure should be 

made, who the designated person is, and other 

practicalities  

16. Designated person A person (an employee or a health practitioner) 

can be made a designated person by the health 

services provider  

17. Notifiable incident disclosure 

meeting generally to be held 

in person 

Meetings should be held in person unless the 

patient or relevant person prefers to hold the 

meeting by phone or other means of 

communication  

18. Notifiable incident disclosure The health services provider must arrange the 
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meeting meeting with the patient and/or relevant person. 

The health service provider must also arrange the 

information to be given at the meeting which must 

be given orally at the meeting (and in writing at the 

meeting or within 5 days of the meeting).  

This information must include: 

• the names of the persons present at the open 

disclosure meeting; 

• a description of the notifiable patient safety 

incident concerned; 

• the manner in which the notifiable incident came 

to the notice of the health services provider; 

• the physical and psychological consequences of 

the notifiable incident for the patient; 

• the treatment and care plan for the patient in 

relation to any of the consequences arising out of 

the incident that occurred to them; 

• any actions, policies or procedures proposed or 

that have been taken by the health services 

provider to address the incident; and, 

• any apology to be made by the health services 

provider to the patient and / or their relevant 

person. 

19. Refusal, by patient or relevant 

person, to participate in open 

disclosure of notifiable 

incident 

A patient (or relevant person) can refuse to 

participate in the open disclosure of a notifiable 

incident and can refuse to accept any written 

information about the notifiable incident. The 

patient or relevant person however has 5 years 

from the date of the refusal to change their request 

to the health service provider to make the open 

disclosure. The health services provider must keep 

a record of the refusal. 

20. Failure to contact patient or 

relevant person (or both) for 

purpose of open disclosure of 

notifiable incident 

Section 20 obliges a health services provider to 

take all necessary steps (not defined) to contact a 

patient (or relevant person) to arrange a notifiable 

incident disclosure meeting. Where it fails to make 

contact with a patient (or relevant person) to 

arrange an open disclosure meeting it must set out 

the steps taken in an attempt to establish contact 

in a written statement. If the patient (or relevant 
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person) can be contacted later, then the health 

services provider must proceed to hold a notifiable 

incident disclosure meeting. 

21. Additional notifiable 

information 

If additional notifiable information, which was not 

available at the time of the meeting, becomes 

available then the health services provider can 

hold an additional notifiable incident disclosure 

meeting with the patient (or relevant person).  

22. Additional notifiable 

information to be provided at 

additional notifiable 

information meeting  

Section 22 details the information that must be 

given orally and in a statement in writing by the 

health services provider that is additional to what 

was provided at the first open disclosure meeting 

(as outlined in section 18). 

23. Clarification of information 

provided at notifiable incident 

disclosure meeting or 

additional notifiable 

information provided at 

additional notifiable 

information meeting 

A patient (or relevant person) who attended a 

notifiable incident disclosure meeting can make a 

request at any time to the designated person for 

clarification in relation to the information provided.  

24. Statements specifying 

information given at certain 

meetings 

The written statements given to the patient and / or 

their relevant person at a notifiable information 

disclosure meeting or any subsequent meeting can 

be provided at that meeting or not later than 5 days 

from the day on which that meeting was held. 

25. Records relating to open 

disclosure of notifiable 

incident 

Records in relation to a notifiable patient safety 

incident must be maintained by the health services 

provider. The Minister can set out the form of 

records to be kept and maintained by the health 

services provider. 

Part 4: Notification to certain bodies of notifiable incidents (sections 26 to 34)  

26. Interpretation for Part 4 The most important definition is that of ‘National 

Treasury Management Agency incident 

management system” means the system 

established under the National Treasury 

Management Agency (Amendment) Act 2000; 

27. Notification to Authority by 

health services providers of 

notifiable incident 

A health services provider under the remit of the 

HIQA, must make a notification of a notifiable 

patient safety incident as soon as practicable and 

not later than 7 days from when the provider is 

satisfied that an incident has occurred. 

http://www.irishstatutebook.ie/2000/en/act/pub/0039/index.html
http://www.irishstatutebook.ie/2000/en/act/pub/0039/index.html
http://www.irishstatutebook.ie/2000/en/act/pub/0039/index.html
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28. Notification to chief inspector 

of notifiable incident by certain 

health services providers  

A health services provider carrying on the business 

of a designated centre, must make a notification of 

a notifiable patient safety incident to the Chief 

Inspector of Social Services (CISS) as soon as 

practicable and not later than 7 days from when 

the provider is satisfied that an incident occurred. 

29. Notification to Commission of 

notifiable incident by certain 

health services providers 

If the health services provider is an approved 

centre construed in accordance with s.63 of the 

Mental Health Act 2001, it must notify the Mental 

Health Commission (MHC) of a notifiable patient 

safety incident as soon as practicable and not later 

than 7 days from when the provider is satisfied that 

an incident occurred. 

30. Method of making notifications 

under sections 27, 28 and 29 

This provides that the National Treasury 

Management Agency incident management 

system is the method for making notifications to 

HIQA or CISS or MHC. 

31. Provision of additional and 

further information by health 

services provider 

Where a notifiable patient safety incident is 

reported to HIQA or CISS or MHC and there is a 

requirement for additional information, the 

regulatory bodies can ask the health services 

provider for further information.  

32. Sharing information Section 32 provides that HIQA or CISS or MHC 

may share information on notifiable patient safety 

incidents with other health regulatory bodies, as 

well as Coroners, for the purposes of the safety of 

patients and other limited reasons. The relevant 

body can only use any information provided for the 

purposes of the performance of its functions.  

33. Notification under Part 4: 

information not to invalidate 

insurance; constitute 

admission of liability or fault; 

or not to be admissible in 

proceedings 

Section 33 clarifies that information relating to a 

notification made to HIQA, CISS or MHC in 

accordance with this Part, including further 

information or sharing information, does not: 

 • constitute an express or implied admission of 

fault or liability; 

• be admissible as evidence of fault; 

• invalidate insurance; 

• constitute an express or implied admission, by a 

health practitioner of fault, professional 

misconduct, poor professional performance, 
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unfitness to practise a health service, or other 

failure or omission in relation to notifying a 

notifiable patient safety incident. 

This section also defines “clinical negligence”, 

“clinical negligence action” “medical defence 

organisation” and “professional indemnity 

insurance”. 

34. Restriction of Act of 2014 in 

respect of notification made 

under this Part 

The Freedom of Information Act 2014 does not 

apply to a record of notification made under Part 4 

to HIQA or CISS or MHC (or information relating to 

the record of notification)  

Part 5: Clinical audit (Sections 35-39) 

35. Interpretation for Part This sets out the definitions for Part 5 including 

clinical audit, clinical standard, clinical guideline, 

aggregated data and clinically-led. 

36. Clinical audit and clinical 

guideline 

This is a detailed definition of clinical audit and 

clinical guideline.  A health services provider or a 

health practitioner who undertakes and publishes 

an audit can only be protected from the Freedom 

of Information Act 2014 where a clinical audit has 

been carried out in accordance with these 

definitions in the Bill. 

37. Clinical audit to which Part 5 

applies 

This sets out how a clinical audit, should have 

been carried out, that data is collected solely for 

the purpose of improving patient safety and quality 

improvement and published as aggregated data in 

order to avail of the protections. 

38. Restriction of Act of 2014 This provides that a record of a clinical audit, a 

component of, or information provided in respect of 

a clinical audit, to which this Part of the Bill applies, 

is exempt from the Freedom of Information Act 

2014. 

39. Clinical audit data: information 

not to invalidate insurance; 

constitute admission of liability 

or fault; or not to be 

admissible in proceedings 

Section 39 provides that information or data 

provided in a clinical audit does not: 

• constitute an express or implied admission of 

fault or liability; 

• be admissible as evidence of fault; 

• invalidate insurance;   

• constitute an express or implied admission, by a 

health practitioner of fault, professional 
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misconduct, poor professional performance, 

unfitness to practise a health service, or other 

failure or omission in relation to notifying a 

notifiable patient safety incident. 

Part 6: Amendment of Health Act 2007 (sections 40 to 48) 

40. Amendment of section 2 of 

Act of 2007 

This amends definitions in the Health Act 2007 to 

reflect changes in the Bill  

41. Amendment of section 8 of 

Act of 2007 

This means that HIQA standards will apply to 

private hospitals and health care services also.  

42. Amendment of section 9 of 

Act of 2007 

This will allow HIQA to investigate private health 

care providers where HIQA believes (or where 

required by the Minister for Health or the Minister 

for Children and Youth Affairs) that there is a 

serious risk to the health and welfare of people 

receiving a particular service.  

43. Standards set by Authority This will amend section 10 of the Health Act 2007 

and means that HIQA will be able to set standards 

for private health care providers  

44. Provision of information to 

Authority 

This amends section 12 of the Health Act 2007 and 

means that HIQA can require the provision of 

information or statistics from a private health 

provider to determine compliance with HIQA 

standards.  

45. Amendment of section 73 of 

Act of 2007 

Section 73 is amended to include premises owned 

or used by persons as a private hospital  

46. Reports of Authority or chief 

inspector 

This amendment means that HIQA can prepare 

and publish reports on compliance with standards 

by private hospitals  

47. Prescribed private health 

services 

Section 47 allows the Minister for Health to 

prescribe a health service as a prescribed private 

health service for the purposes of the Bill.  

48. Repeal This repeals Section 100 of the Health Act 2007 

which deals with standard setting  

Part 7: Offences and penalties (section 49) 

49. Offences This sets out the offences under the Bill which 

mostly relate to failure to make an open disclosure 

of a notifiable patient incident. All offences are 

liable to a class A fine (up to €5,000) 

Part 8: Miscellaneous and general (sections 50 to 54) 

50. Guidelines The Minister can make guidelines re. the operation 
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of and compliance with the Bill (and any 

subsequent regulations)  

51 Regulations The Minister has the power to make regulations for 

any matter prescribed or to be prescribed in the 

Bill.  

52. Amendment of Act of 2000 This amends the National Treasury Management 

Agency (Amendment) Act 2000 to provide that the 

NTMA will provide the incident management 

system for making a notification re. a notifiable 

event to HIQA, CISS or MHC.  

53. Amendment of Act of 2017 This makes amendments to the Civil Liability 

(Amendment) Act 2017 which are set out in 

Schedule 2 

54. Savings and transitional 

provisions in respect of open 

disclosure under Part 4 of the 

Act of 2017 

If a health care provider makes an open disclosure 

under the Civil Liability (Amendment) Act 2017 

which would be a notifiable incident under this Bill, 

but the Bill has not come into operation, then Part 

4 of the Civil Liability (Amendment) Act 2017 will 

continue to apply to the open disclosure.  

SCHEDULE 1  

Section 2 Notifiable incidents  

Part 1:  Sets out 12 unintended or unanticipated notifiable patient safety incidents  

1.1 Surgery performed on the wrong patient resulting in unintended and unanticipated 
death which did not arise from, or was a consequence of, an illness, or an 
underlying condition, of the patient, or having regard to any such illness or 
underlying condition, was not wholly attributable to that illness. 
 

1.2 Surgery performed on the wrong site resulting in unintended and unanticipated 
death which did not arise from, or was a consequence of, an illness, or an 
underlying condition, of the patient, or having regard to any such illness or 
underlying condition, was not wholly attributable to that illness. 

 
1.3 Wrong surgical procedure performed on a patient resulting in an unintended and 

unanticipated death which did not arise from, or was a consequence of, an illness, 
or an underlying condition, of the patient, or having regard to any such illness or 
underlying condition, was not wholly attributable to that illness. 

 
1.4 Unintended retention of a foreign object in a patient after surgery resulting in an 

unanticipated death which did not arise from, or was a consequence of, an illness, 
or an underlying condition, of the patient, or having regard to any such illness or 
underlying condition, was not wholly attributable to that illness. 

 
1.5 Any unintended and unanticipated death occurring in an otherwise healthy patient 

undergoing elective surgery in any place or premises in which a health services 
provider provides a health service where the death is directly related to a surgical 
operation or anaesthesia (including recovery from the effects of anaesthesia) and 



Oireachtas Library & Research Service | Bill Digest       10 

 

the death did not arise from, or was a consequence of (or wholly attributable to) the 
illness of the patient or an underlying condition of the patient. 

 
1.6 Any unintended and unanticipated death occurring in any place or premises in 

which a health services provider provides a health service that is directly related to 
any medical treatment and the death did not arise from, or was a consequence of (or 
wholly attributable to) the illness of the patient or an underlying condition of the 
patient. 

 
1.7 Patient death due to transfusion of ABO incompatible blood or blood components 

and the death was unintended and unanticipated and which did not arise from, or 
was a consequence of (or wholly attributable to) the illness of the patient or an 
underlying condition of the patient. 

 
1.8 Patient death associated with a medication error and the death was unintended and 

unanticipated as it did not arise from, or was a consequence of (or wholly 
attributable to) the illness of the patient or an underlying condition of the patient. 

 
1.9 An unanticipated death of a woman while pregnant or within 42 days of the end of 

the pregnancy from any cause related to, or aggravated by, the management of the 
pregnancy, and which did not arise from, or was a consequence of (or wholly 
attributable to) the illness of the patient or an underlying condition of the patient. 

 
1.10 An unanticipated and unintended stillborn child where the child was born without a 

fatal foetal abnormality and with a prescribed birthweight or has achieved a 
prescribed gestational age and who shows no sign of life at birth, from any cause 
related to or aggravated by the management of the pregnancy, and the death did not 
arise from, or was a consequence of (or wholly attributable to) the illness of the 
patient or an underlying condition of the child. 

 
1.11 An unanticipated and unintended perinatal death where a child born with, or having 

achieved, a prescribed gestational age and a prescribed birthweight who was alive 
at the onset of care in labour, from any cause related to, or aggravated by, the 
management of the pregnancy, and the death did not arise from, or was a 
consequence of (or wholly attributable to) the illness of the child or an underlying 
condition of the child. 

 
1.12 An unintended death where the cause is believed to be the suicide of a patient  

while being cared for in or at a place or premises in which a health services provider 
provides a health service whether or not the death was anticipated or arose from, or 
was wholly or partially attributable to, the illness or underlying condition of the 
patient. 

Part 2 

2.1 

‘A baby who— 
in the clinical judgment of the treating health practitioner requires, or is referred for, 
therapeutic hypothermia, or has been considered for, but did not undergo therapeutic 
hypothermia as, in the clinical judgment of the health practitioner, such therapy was 
contraindicated due to the severity of the presenting condition. 

Schedule 2 
 
Section 51 - Amendment of the Act of 2017  
These are various amendments made to the Civil Liability (Amendment) Act 2017 as a 
consequence of the Bill and are not examined  

Source: Prepared by the L&RS based on the Patient Safety (Notifiable Patient Safety Incidents) Bill 2019  

https://data.oireachtas.ie/ie/oireachtas/bill/2019/100/eng/initiated/b10019d.pdf
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Introduction 

The Patient Safety (Notifiable Patient Safety Incidents Bill) 2019 (‘the Bill’) was published on 9 

December 2019.4 The main purpose of the Bill is to provide for the establishment of a legislative 

framework for a range of patient safety measures. These measures include the following: 

• Mandatory open disclosure of a specified serious patient safety incident; 

• A process to designate other patient safety incidents by regulation; 

• The notification of serious patient safety incidents externally to the Health Information and 

Quality Authority (HIQA), Chief Inspector of Social Services and the Mental Health 

Commission; 

• Provision for clinical audit (that is a clinically-led quality improvement process in health 

care); 

• Extension of HIQA’s remit to private hospitals; 

• Amendments to Part 4 (Open disclosure and patient safety incidents) of the Civil Liability 

(Amendment) Act 2017. 

In the press release accompanying the Bill, Minister for Health, Simon Harris TD, stated that:5 

“the new Patient Safety Bill places clear responsibilities and obligations on the health 

services provider to ensure that mandatory open disclosure occurs and that external 

notification to the regulator takes place. This is to ensure health service employers take 

responsibility for ensuring the appropriate governance, systems, processes and resources 

are in place to support health practitioners in making disclosures."  

Minister Harris added that the Bill: 

“… seeks to support a just culture in our health services, which is focussed on openness, 

learning and improvement rather than blame. In many situations where patients are 

harmed, the error or mistake occurred because systems were not in place to support the 

health care professional or team in identifying and avoiding that error.”  

Principal themes 

Given the size of the Bill – eight Parts comprising 54 sections with two schedules – and that the Bill 

was published on 9 December 2019 and is due for Second Stage debate in Dáil Eireann on 12 

December 2019 (3 days), this Bill Digest does not treat all Parts of the Bill but instead concentrates 

on a number of principal themes set out in the Bill, namely: 

• Patient safety and patient safety incidents; 

• Mandatory open disclosure and notification of patient safety incidents; and, 

                                                
4 While the Bill was initiated in the Dáil on 5 December 2019, the text of the Bill and Explanatory 

Memorandum was only available on the Oireachtas website from 9 December 2019. 
5 Department of Health, "Minister for Health announces the Patient Safety (Notifiable Patient Safety 

Incidents) Bill 2019", (05/12/2019) 
 

https://data.oireachtas.ie/ie/oireachtas/bill/2019/100/eng/initiated/b10019d.pdf
http://www.irishstatutebook.ie/eli/2017/act/30/section/7/enacted/en/html#part4
http://www.irishstatutebook.ie/eli/2017/act/30/section/7/enacted/en/html#part4
https://www.gov.ie/en/news/d32f87-minister-for-health-publishes-the-patient-safety-notifiable-patient-/
https://www.gov.ie/en/news/d32f87-minister-for-health-publishes-the-patient-safety-notifiable-patient-/
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• Regulation of private hospitals. 

Structure of Bill Digest 

The remaining part of the Digest is arranged according to the following sections: 

• Policy context and background: 
- Patient safety  
- (Notifiable) patient safety incidents 
- Disclosure and notification of patient safety incidents 
- Regulation of private hospitals 

• Pre-legislative scrutiny; and, 

• Principal provisions. 

 

 

Further related Library & Research Service resources6 

 

On this Bill (including stakeholder and media commentary): 

 

• L&RS Bill Briefing page for the Patient Safety (Notifiable Patient Safety 
Incidents) Bill 2019 

  

                                                
6 Please note, these sources are not available outside of the Houses of the Oireachtas ICT environment. 

https://library.oireachtas.ie/legislative-resources/2019/patient-safety-bill-2019/
https://library.oireachtas.ie/legislative-resources/2019/patient-safety-bill-2019/
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Policy background and context 

Introduction 

The Patient Safety (Notifiable Patient Safety Incidents) Bill 2019 seeks to provide for the 

establishment of a legislative framework for a range of patient safety measures. These measures 

include, among others, the following: 

• Mandatory open disclosure of a specified serious patient safety incident; 

• A process to designate other patient safety incidents by regulation; and, 

• The notification of serious patient safety incidents externally to Health Information and 
Quality Authority, Chief Inspector of Social Services and the Mental Health Commission; 

This part of the Digest examines the policy context and background of the Bill, including a 

discussion of some the key policy problems, concepts and related data in respect of patient safety, 

patient safety incidents, their notification/disclosure and the licensing of private health care 

providers in the context of patient safety. 

Patient safety 

This section provides background on and discussion of patient safety with a focus on the Irish 

context where relevant. 

Commission on Patient Safety and Quality Assurance 

Recent policy initiatives in Ireland on patient safety (including the present Bill), their implementation 

and management structures were informed by and draw heavily on the findings of the work of the 

Commission on Patient Safety and Quality Assurance (2008) (See Box 1 below). 

Box 1: What did the Commission on Patient 

Safety and Quality Assurance do? 

The Commission on Patient Safety and Quality 
Assurance was established in January 2007 by the 
then Minister for Health and Children, Mary Harney. 
The overall objective of the Commission was to 
develop clear and practical recommendations to 
ensure that quality and safety of care for patients is 
paramount within the health care system. The 
Commission submitted its report to the Minister in July 
2008. 

The Commission on Patient Safety and Quality 
Assurance made 134 recommendations, all based 
around changing structures and practices within the 
health services to improve quality and safety. The 
Commission was chaired by Dr. Deidre Madden and 
is referred to as the ‘Madden Commission’ and its 
report as the ‘Madden report’. It is worth noting that 
one of the Commission’s members was Dr. Gabriel 
Scally, then Regional Director of Public Health, South 
West Region, England. 

Source: Gov.ie, available here 

https://data.oireachtas.ie/ie/oireachtas/bill/2019/100/eng/initiated/b10019d.pdf
http://www.patientsafetyfirst.gov.ie/index.php/who-is-involved/patient-safety-commission.html
https://assets.gov.ie/18845/59ff088cfaea4c4f8c93b6b04fae9762.pdf
https://www.gov.ie/en/publication/5d9570-building-a-culture-of-patient-safety-report-of-the-commission-on-pat/?referrer=/wp-content/uploads/2014/03/en_patientsafety.pdf/
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In its final report, the Madden Commission made 134 recommendations concerning the provision 

of “a high-quality health service delivered in an effective way in a safe environment”.7  

In terms of patient safety issues, those of concern to the present Bill, the Madden Report made a 

series of recommendations around the following themes: 

• Patient, carer and service-user participation; 

• Knowledgeable patients; 

• Open communication with patients following an adverse event; 

• Management and report structures; 

• Standards and licensing; 

• Clinical audit; and, 

• Reporting, managing and learning from adverse events. 

With regard to legislation, recommendation 8.1 of the Madden Report (2008:208) suggested “[t]he 

drafting of all the legislative changes necessary to implement the recommendations of the 

Commission Report should begin as soon as possible”. Moreover, it stated that the Commission 

recognised that the: “drafting of legislation in relation to the introduction to the health system of a 

new licensing framework will be complex and time consuming” but such legislation should: 

“provide for the other legislative changes recommended in this Report including the 

introduction of legal protection for health care staff in relation to data collected and 

analysed for purposes of audit, and legal exemption from disclosure in litigation for open 

communication following adverse events.” 

Patient safety – policy problem 

This section provides a brief overview of the concept of patient safety and of its development in 

policy terms.  

From the 1990s there has been an increasing awareness that patients acquire injuries and sustain 

‘adverse outcomes’ as direct consequence of health care. Patients incurring ‘adverse outcomes’ as 

a result ‘adverse events’ related to their engagement with health care has created significant 

tensions in patient-health care provider relationships. Patients have shown a desire for greater 

information on incidents that have taken place during their care, moreover, patients are entitled to 

receive such information (O’Connor et al, 2010).8 

                                                
7 The recommendations are grouped around the following themes: 

• Involvement of Patients, Carers and Service-Users (25 recommendations) including communications 
and open disclosure; 

• Leadership and Accountability in the system (27 recommendations) including governance, 
management and reporting structures, education, training and research; 

• Organisational & Professional Regulatory Framework (24 recommendations) including licensing of 
health care facilities, regulation of health care professionals and credentialing; and,  

• Quality Improvement and Learning Systems (55 recommendations) including evidence-based 
practice, clinical audit, adverse event reporting, medication safety, health information and technology. 

8 O’Connor, E., Coates, H.M., Yardle, I.E. and Wu, A.W., 2010, From Disclosure of patient safety incidents: a 
comprehensive review, International Journal for Quality in Health Care 2010; Volume 22, Number 5: pp. 
371–379 
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Health care professionals including clinicians are reported also to be in favour of disclosing patient 

safety incidents but there remain barriers including fear of legal process, lack of knowledge of how 

best to approach such incidents with patients and the personal emotional response of clinicians 

and health care professionals.9 

In this context however, internationally, health service systems have over recent decades shown 

an increasing concern for the need to improve the quality of care provided to service-

users/patients. This includes the safety, effectiveness, appropriateness, access, efficiency and 

acceptability of care. 

One important aspect of this is the use of open disclosure (discussed in more detail later in this 

section). While many hospitals and health service systems have open disclosure policies in place, 

they are not always followed. However, research has suggested that more formalised disclosure 

policies, practices and standards, including an appropriate legal framework, has the potential to 

improve communication following patient safety incidents, improve care for patients following such 

incidents and how the adverse event will be investigated and acted upon.1011 

The Madden report observed that the advancement of patient safety as a health policy issue arose 

from the release of a number of reports internationally, particularly the Quality in Australian Health 

care Study (1995) and the To Err is Human report (1999) from the US Institute of Medicine (IOM).  

The latter report from the IOM has been particularly influential, it outlined a four-tiered strategy for 

improving patient safety and practices:12  

1. A focus to create leadership, research, tools and protocols to enhance knowledge about 
patient safety; 

2. Identifying and learning from errors through immediate and strong reporting efforts and 
encouragement of voluntary reporting efforts to make health systems safer for patients; 

3. Raising standards and expectation for improvements in patient safety through actions of 
oversight organisations, regulators and professional groups; and,  

4. Creating safer systems inside health care organisations through the implementation of 
safer practices at the delivery level. 

Patient safety – definitions and statistics 

Box 2 below provides a number of definitions of patient safety drawn from some sources. 

Box 2: Definitions of ‘patient safety’: 

“The avoidance, prevention and amelioration of adverse outcomes or injuries stemming from the 
processes of health care. These events include “errors,” “deviations,” and “accidents.” Safety 
emerges from the interaction of the components of the system; it does not reside in a person, 
device, or department. Improving safety depends on learning how safety emerges from the 

interactions of the components. Patient safety is a subset of health care quality”13 

                                                
9 Ibid 
10 Ibid  
11 It should be noted that the ‘adverse event’ and ‘patient safety incident’ are used interchangeably in this 

Digest given that both terms appear in the relevant literature and policy documents on the area. 
12 Adapted by L&RS from O’Farley et al (RAND corporation), 2005, Assessment of the National Patient 

Safety Initiative, RAND Corporation. 
13 Institute for Health care improvement – Patient Safety Dictionary 

http://www.health.gov.au/internet/main/publishing.nsf/Content/1A0D1857F9101D2FCA257BF0001F96F1/$File/ocpahfsv6.pdf
http://www.health.gov.au/internet/main/publishing.nsf/Content/1A0D1857F9101D2FCA257BF0001F96F1/$File/ocpahfsv6.pdf
http://www.nap.edu/read/9728/chapter/1#xix
https://npsf.site-ym.com/?page=dictionarynz
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“Actions undertaken by individuals and organi[s]ations to protect health care recipients from 

being harmed by the effects of health care services”14 

“Patient safety is the absence of preventable harm to a patient during the process of health 
care. The discipline of patient safety is the coordinated efforts to prevent harm, caused by the 
process of health care itself, from occurring to patients. Over the past ten years, patient safety 
has been increasingly recognized as an issue of global importance, but much work remains to 

be done.”15 

Statistics 

According to the Madden report, studies of adverse events in the United States, Australia, the 

United Kingdom and Canada have indicated that between 4% and 16% of patients admitted to 

hospital experience one or more adverse events, of which up to half are preventable. 

The World Health Organisation (WHO) reports that 1 in 10 hospital patients experience harm with 

at least 50% of such cases being preventable – the WHO report therein that of 421 million 

hospitalisations globally each year, 42.7 million adverse events occur in patients during these 

hospitalisations. They note however that two-thirds of all adverse events occur in low- and middle-

income countries (WHO, 2017).16 

Globally, in primary and outpatient (ambulatory) care, the WHO report that as many as four out of 

10 patients are harmed while receiving health care in these settings, with up to 80% of the harm 

considered to have been preventable. The most detrimental errors are related to diagnosis, 

prescription and the use of medicines (WHO, 2019).17 

In an EU study, an estimated 4 - 17% of patients admitted to hospital suffer from adverse events 

whilst receiving health care (EU Commission, 2016).18 This study reports from the literature that 

44% to 55% of adverse events are avoidable. However, this study cautions that most of the 

information on adverse events is from inpatient care and as such less information is available 

regarding adverse events in outpatient, primary care. 

In Ireland, there is no register of patient safety incidents per se. However, adverse incidents have 

to be reported by public providers to the State Claims Agency (SCA) (part of the National Treasury 

Management Agency (NTMA).19 The SCA provides claims and risk management services through 

two indemnity schemes: clinical indemnity scheme (CIS) and the general indemnity scheme (GIS). 

The SCA, under the CIS records, the nature and costs of claims and while this is not a definitive 

                                                

14 Ibid 
15 http://www.who.int/patientsafety/about/en/ 
16 World Health Organisation, 2017, Patient safety – Making health care safer, WHO: New York. 
17 World Health Organisation, 2019, Patient safety fact file, WHO: New York. 
18 EU Commission, 2016, Costs of unsafe care and cost-effectiveness of patient safety programmes, EU: 

Brussels.  
19 The NTMA operating as the State Claims Agency (SCA) manages personal injury and property damage 

against the State and State authorities. 

http://www.who.int/patientsafety/about/en/
https://apps.who.int/iris/bitstream/handle/10665/255507/WHO-HIS-SDS-2017.11-eng.pdf?sequence=1
https://www.who.int/features/factfiles/patient_safety/patient-safety-fact-file.pdf?ua=1
https://ec.europa.eu/health/sites/health/files/systems_performance_assessment/docs/2016_costs_psp_en.pdf
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account, it does record adverse events given that all state enterprise indemnified by the CIS are 

required to notify the CIS through the National Incident Management System (NIMS) of “any 

adverse clinical events and “near-misses” occurring in their institutions” (2013:03).20 

In 2018, the SCA was managing 3,196 clinical claims under the CIS, for which €2.33bn is the 

estimated outstanding liability.  

Turning to the reporting of incidents, Figure 1 below shows the number of incidents reported to the 

SCA (through the NIMS and its predecessor) from 2007 to 2016: 

Figure 1: Incidents reported to the SCA 2007-2016 

 

Source: L&RS, adapted from State Claims Agency, available here 

In a more in-depth report on incidents for 2010-2014, the SCA outlined that there were 883 

incidents per 100,000 population in 2010 and 1,014 per 100,000 in 2014 (State Claims Agency, 

2017).21 

Table 2 below shows the ten most common clinical incidents and overall total of clinical incidents 

for the period 2010 to 2014. 

 

                                                
20 State Claims Agency, 2013, Clinical Indemnity Scheme – Clinical adverse events notified to SCA 2012, 

Dublin: NTMA. 
21 State Claims Agency, 2017, National Clinical Incidents: Claims and costs report – Lessons learned, a five 

year review: 2010-2014, Dublin: National Treasury Management Agency (State Claims Agency). 
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https://stateclaims.ie/uploads/publications/National-Incident-Management-System-NIMS-Getting-Vale-Pat-Kirwan.pdf
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Table 2: Ten most common clinical incidents, nationally 2010-2014 

 Medicine Maternity 

Services 

Surgery Disability Older 

persons 

Other 17942 8828 7049 14061 5297 

Delay/failure to treat – 

adverse outcome 

5477 617 1474 80 232 

Failure/faulty medical 

device/equipment 

2339 667 1797 208 240 

Incorrect dosage 4048 276 830 576 221 

Missed medication 2351 296 505 1636 284 

Serious soft tissue damage 3824 42 977 35 352 

Clinical records 

missing/misplaced 

2212 930 1794 14 12 

Medication on 

admission/transfer/discharge 

incorrect or not reconciled 

3288 8 876 83 31 

Post-partum haemorrhage 1 4276 6 0 0 

Perineal tear  0 3676 1 0 0 

Ten most common 

incidents 

41482 19616 15309 16693 6669 

Overall total 68983 46692 27731 19812 7992 

Source: State Claims Agency, available here. 

A detailed breakdown of safety incidents is available from the HSE website under its performance 

reports, available here. 

Costs 

The Madden report suggests that medical / care errors are not only costly in terms of human 

suffering and mortality; they also result in loss of trust in the health care system by patients and 

diminished satisfaction by both patients and health professionals. With this caveat in mind, it 

remains the case that adverse events do have a cost element in financial terms to health care 

systems. These are briefly discussed in this section. 

 

 

https://stateclaims.ie/uploads/publications/State-Claims-Agency-National-Clinical-Incidents-Claims-and-Costs-Report.pdf
https://www.hse.ie/eng/services/publications/performancereports
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Box 3: What is an ‘adverse event’ in the context of patient safety?22 

An adverse event is any injury caused by medical care. 

Examples: 

•  pneumothorax from central venous catheter placement; 

•  anaphylaxis to penicillin; 

•  postoperative wound infection; and, 

•  hospital-acquired delirium in elderly patients. 

Identifying something as an adverse event does not imply "error," "negligence," or poor-quality 
care. It simply indicates that an undesirable clinical outcome resulted from some aspect of 
diagnosis or therapy, not an underlying disease process.  

 

Source: Agency for Health care Research and Quality, US Government Department of Health and Human 
Services, available here.  

The Madden report noted US data that shows adverse events were estimated in 1999 to result in 

total costs (including the expense of additional care necessitated by the errors, lost income and 

household productivity, and disability) of between $17 billion and $29 billion per year in US 

hospitals. 

A study completed for the EU Commission observed that the financial burden resulting from 

adverse events the health service is substantial. Its calculations, based on two European 

references, shows an economic burden for the public health care sector with direct costs of about 

€21 billion or 1.5% of health expenditure for EU member States in 2014 (EU Commission, 2016).  

Moreover, this study also found that the bottom-range of estimated direct costs for the public 

health care sector to be a minimum of €2.8 billion, or 0.2% of health expenditure (HE) at the time, 

the upper-range costs they estimate to be a maximum of €84.6 billion or 6% of HE following 

international references.  

In the Irish case, the review of incidents under the Clinical Indemnity Scheme operated by the 

State Claims Agency states that, for the period 2010 to 2014, the total cost of claims finalised was 

€289 million. The is comprised of €177 million on claimant settlements, €65 million for plaintiff legal 

fees and €41 million in legal fees for the SCA and ‘other’, which included expert fees amounting to 

€5 million. The average cost of clinical claims, inclusive of compensation and legal fees etc., was 

€152,329 in 2010 and €141,183 in 2014 (State Claims Agency, 2017). 

  

                                                
22 In addition, the following definition from the State Claims Agency gives more detail on the variety of adverse 

events and the differing understandings associated with each: “An incident can be a harmful incident 
(adverse event), no harm incident, near miss, dangerous occurrence (reportable circumstance) or 
complaint. A harmful incident (adverse event) is an incident that results in harm/damage. A no harm 
incident is an incident where no harm/damage occurred. A near miss is an incident which nearly occurred. 
A dangerous occurrence (reportable circumstance) as described by the Health and Safety Authority (HSA) 
or any other reportable circumstance as prescribed/deemed appropriate by the Enterprise/Authority.  A 
complaint made about any action/inaction of the Enterprise/Authority.” 

https://psnet.ahrq.gov/glossary
http://stateclaims.ie/about-our-work/clinical-indemnity-scheme/
http://stateclaims.ie/about-our-work/clinical-indemnity-scheme/
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Patient safety incidents 

According to Madden (2008:42), the most common reported adverse events, or in the context of 

the present Bill ‘patient safety incidents’, in health care can be classed into four categories: 

• medication events; 

• hospital-acquired infections; 

• surgical complications; and, 

• fall related. 

Referring to the IOM ‘To Err is Human’ report, the Madden report (2008:41) notes that the majority 

of medical errors are not as a result of individual recklessness or the actions of a particular group 

but that errors are caused by faulty systems, processes and conditions that lead people working in 

the health care services to make mistakes or fail to prevent them. The IOM report concluded that 

such mistakes can best be prevented by designing a health system that at all levels is safer. 

Madden observes that this ‘systems’ view of patient safety is now widely accepted internationally 

and mirrors the approach taken in many other major risk industries such as the aviation industry.  

Madden (2008: 41) suggests that these patient safety reports23 together with high profile reports in 

the media of deaths caused by health system error, consumer demand and political pressure have 

facilitated the development of national patient safety and quality strategies in a number of 

countries, particularly the United Kingdom, the United States, Australia and Canada. These 

strategies recognise that adverse events cannot be eliminated from modern patient care, but 

acknowledge that health care systems can be designed to learn from the mistakes of the past and 

minimise the risk of such events happening in the future. 

According to the UK National Health Service’s National Patient Safety Agency, the following 

scenarios are when incidents should be reported:24 

• Incidents that caused no harm or minimal harm;  

• Incidents with a more serious outcome; and, 

• Prevented patient safety incidents (known as ‘near misses’). 

Two main approaches are cited as to why adverse events occur:25  

• The ‘person approach’ predominantly focuses on the error of an individual as a result of 
inattention, carelessness, poor motivation, recklessness and negligence. 

• The ‘systems approach’ focuses on a number of factors within the system or organisation 
that ultimately led to the occurrence of the adverse event. 

                                                
23 Quality in Australian Health care Study (1995) and the To Err is Human report (1999) 
24 The National Patient Safety Agency was created in 2001 to coordinate efforts across the United Kingdom 

in reporting and learning from mistakes and problems. In April 2016, the agency was folded into the new 
health care improvement arm of the National Health Service: NHS Improvement. 

25 Madden 2008:167. 

http://www.health.gov.au/internet/main/publishing.nsf/Content/1A0D1857F9101D2FCA257BF0001F96F1/$File/ocpahfsv6.pdf
http://www.nap.edu/read/9728/chapter/1#xix
https://psnet.ahrq.gov/issue/nhs-improvement
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Table 3 below shows some typical patient safety incidents (adverse events) and some examples 

relating to each. 

Table 3: Patient safety and near-miss incident / event categories and examples 

Event categories Examples 

Accident (non-fall) Needlestick, electric shock, burn, poisoning 

Environmental hazard and safety Body fluid exposure, chemical exposure, 

chemotherapy spill, hazardous material spill 

Equipment and device Equipment malfunction, poor maintenance, 

inappropriate use, non-availability 

Fall  Factors related to the individual or the 

environment 

Food and nutrition Diet and ‘nothing by mouth’ orders 

Infection Sterile precautions, handwashing 

Laboratory Laboratory orders or results 

Medication Prescribing, ordering and documenting, 

administering, monitoring 

Patient disappearance Increased risk of patient disappearance 

Procedure and treatment Consents, delay, wrong procedure or treatment, 

failure to perform 

Restraint Improper bedrail use and other types of restraint 

use 

Transfusion Sample collection or product administration 

Other  Another type of risk 

Source: Currie, L., Desjardins, S., Levine, E., Stone, P., Schnall, R., Li, J., and Bakken, S. 2009. Web-based hazard and 

near-miss reporting as part of a patient safety curriculum. Journal of Nursing Education, Vol. 48, Issue 12, pp. 669-677. 

Disclosure and notification of patient safety incidents 

This section gives an overview of disclosure of adverse events in respect of patient safety. It also 

looks at some examples and thinking on notification systems. 

Open disclosure 

In line with the increased focus on patient safety incidents over the past number of decades, there 

has been a corresponding focus on the open disclosure of such incidents. One source defines 

open disclosure in this context as (Australian Commission on Safety and Quality in Health Care, 

2013:04):26 

“An open discussion with a patient about an incident(s) that resulted in harm to that patient 

while they were receiving health care. The elements of open disclosure are an apology or 

expression of regret (including the word ‘sorry’), a factual explanation of what happened, an 

opportunity for the patient to relate their experience, and an explanation of the steps being 

                                                
26 Australian Commission on Safety and Quality in Health Care(ACSQH), 2013, Australian open disclosure 

framework: Better communication, a better way to care, Sydney: ACSQH. Available here. 

https://www.safetyandquality.gov.au/sites/default/files/migrated/Australian-Open-Disclosure-Framework-Feb-2014.pdf
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taken to manage the event and prevent recurrence. Open disclosure is a discussion and an 

exchange of information that may take place over several meetings.” 

Another Australian source outlines the five essential elements of open disclosure as (Clinical 

Excellence Commission 2014:14):27 

• an apology;  
• a factual explanation of what happened; 

• an opportunity for the patient to relate his or her experience; 

• a discussion of the potential consequences; and, 

• an explanation of the steps being taken to manage the event and prevent recurrence. 

Open disclosure and Scally Report 

The issue of open disclosure in the Irish context has come under a spotlight in recent times on foot 

of the ‘Scoping inquiry into the CervicalCheck Screening Programme’ conducted by Dr. Gabriel 

Scally (‘Scally Report’). 

In the Scally Report, a number of chapters dealt with open disclosure in the context of the HSE, 

the Medical Council and CervicalCheck. 

In respect of the HSE, Dr. Scally identified that open disclosure policies and structures have been 

put in place since the early part of this decade, however, he found that the operation of open 

disclosure was flawed in respect of the cervical screening due in the main to the following factors 

(Scally, 2018:97-98): 

• HSE policies and the joint HSE/SCA guidelines for the implementation of open disclosure 
are explicit in leaving a decision on whether to disclose or not, to the unfettered judgement 
of the clinicians involved; and, 

• The implementation of the open disclosure policy was not optimal due, despite limited 
resources devoted to its implementation, the lack of a systematic evaluation of the 
implementation of the policy, or audit of its operation and in particular to the reported 
difficulty in engaging medical staff in the learning process.  

Turning to the Medical Council (MC), the Scally report acknowledges that medical practitioners 

granted entry to the medical register are expected to adhere to the principles of medical practice 

and conduct as set out by their regulatory body. He cites the MC’s ‘Guide to Professional Conduct 

and Ethics for Registered Medical Practitioners’ and in particular its sections dealing with open 

disclosure and duty of candour (Scally, 2018:100-102). However, Scally identifies a number of 

inconsistencies with this and the placing patients and families at the centre of its approach to open 

disclosure; firstly, he observes that in its text it gives primacy to medical practitioners; secondly, it 

is not definitive, and he cites the phrase ‘where appropriate’ in particular, and thirdly; he construes 

the word ‘should’ as meaning to be recommended, but optional. 

Dr. Scally also reviewed the open disclosure policy and approach of CervicalCheck. He found that 

while “CervicalCheck was, in principle, in favour of disclosure of the results of the audit to the 

women involved. However, the decision to hand responsibility for disclosure to the treating 

clinicians left the effective decision with those clinicians” (2018:111).  

He finds in particular a disconnect between ‘colposcopists’ and CervicalCheck (2008:115): 

                                                
27 Clinical Excellence Commission (CEC), 2014, Open disclosure handbook: CEC. Available here. 

http://scallyreview.ie/wp-content/uploads/2018/09/Scoping-Inquiry-into-CervicalCheck-Final-Report.pdf
http://www.cec.health.nsw.gov.au/mwg-internal/de5fs23hu73ds/progress?id=0IckLP6sXnn_sWLcofVrZDxDPydOquX9RLsMmy1Gk1A,
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“they didn’t regard themselves as part of CervicalCheck. They had not been involved in 

designing the audit, or in the discussions leading up to the decision to disclose the results 

of the review of slides by the laboratory. There was only one official meeting (as distinct 

from educational events) between the senior staff of CervicalCheck and the lead 

colposcopists in the entire history of the screening programme, further contributing to the 

general failure by many of those involved, whether employed by CervicalCheck or funded 

by them, to engage fully with their patients.” 

Moreover, Scally notes that responsibility was left on the clinician to contact the laboratory 

specialists to discuss the relevant cases and left the judgement to the consultant as to whether or 

not to disclose was appropriate. The Scally Report adds (2008:116):  

“When disclosure in the substantial majority of the cases eventually happened, it was 

hurried and took place against a fevered media and political backdrop. The way in which 

women and families were treated was responsible for substantial hurt and anger. Most 

seriously of all, it resulted in an extremely serious loss of confidence by many women in the 

clinician who was responsible for their treatment. Women were left wondering if a doctor 

who could not be trusted to tell them the honest truth about their screening, could be 

trusted to provide them with the best care” 

The Scally Report concludes here the following (2008:115): 

“A situation where an organisation can be allowed to impede the speaking of truth to 

patients in relation to their health care is totally unacceptable. Nor should it be acceptable 

for an organisation to give permission to health professionals, of whatever seniority, to 

withhold the truth from patients.” 

Patient safety incident reporting 

In the main, the purpose of patient safety incident (adverse event) reporting is to learn from the 

experience of patient incidents in order to reduce or prevent patient injury or harm. The objective of 

such reporting is to employ the results from data analysis and investigation to formulate alerts and 

enable the lessons learned by health care organisations to be disseminated more widely.28  

Analysis of many reports by the receiving agency or others may reveal otherwise unrecognised 

trends and hazards that require specific attention and can lead to insights into underlying systems 

failures and generate recommendations for ‘best practices’.29 

The Madden Commission offered the following assessment of adverse event reporting: 30 

“The Commission concluded that adverse event reporting systems that rely wholly on 

spontaneous or voluntary reporting are ineffective and result in underreporting. It believes 

that a mandatory system will improve patient safety and ensure greater accountability by 

requiring specific reports of serious injury to be made by health care providers, and 

                                                
28 “World Alliance on Patient Safety – Forward Programme 2005”, 2004, World Health Organisation 
29 Ibid. 
30 Department of Health, 2008, Building a culture of patient safety – Report of the commission on patient 

safety and quality assurance, Dublin: Department of Health. 

http://www.who.int/patientsafety/en/brochure_final.pdf
https://www.gov.ie/en/publication/5d9570-building-a-culture-of-patient-safety-report-of-the-commission-on-pat/?referrer=/wp-content/uploads/2014/03/summarynote_reportcommission_patientsafety.pdf/
https://www.gov.ie/en/publication/5d9570-building-a-culture-of-patient-safety-report-of-the-commission-on-pat/?referrer=/wp-content/uploads/2014/03/summarynote_reportcommission_patientsafety.pdf/
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disseminating lessons to be learned throughout the system. The development of a 

complementary voluntary system of reporting of close calls or near-misses will contribute to 

further learning and dissemination of best practice.” 

The World Health Organisation’s (WHO) recommendations on adverse event reporting were 

published in 2006 and state the following:31  

1. Adverse event reporting and learning systems should have as their main objective the 

improvement of patient safety through the identification of errors and hazards which may 

warrant further analysis and investigation in order to identify underlying systems factors; 

2. When designing adverse event reporting and learning systems, the responsible parties 

should clearly set out: 

• the objectives of the system; 

• who should report; 

• what gets reported; 

• mechanisms for receiving reports and managing the data; 

• sources of expertise for analysis; 

• the response to reports; 

• methods for classifying and making sense of reported events; 

• ways to disseminate findings; and, 

• technical infrastructure and data security. 
3. Health-care workers and organi[s]ations should be encouraged to report a wide range of 

safety information and events; 

4. Health-care workers who report adverse events, near misses and other safety concerns 

should not be punished as a result of reporting; 

5. Reporting systems should be independent of any authority with power to punish the 

reporter; 

6. The identities of reporters should not normally be disclosed to third parties; 

7. Reported events should be analysed in a timely way;  

8. Reported events should be analysed by experts who understand the clinical circumstances 

and care processes involved and who are trained to recognize underlying systems causes; 

9. The entity that receives reports should be capable of making and disseminating 

recommendations. Participating organizations should agree to implement recommendations 

wherever possible; and, 

10. Recommendations for preventative strategies should be rapidly disseminated, especially 

when serious hazards are identified. 

The Madden Commission refers to the following as an ideal classification scheme in patient 

incident reporting systems as follows (2008:167):  

• It should address a broad and diverse range of patient safety issues and concerns across 
multiple health care settings.  

• It should identify high-priority patient safety data elements that are important to health care 
systems.  

• It should classify information related to what, where and how medical management goes 
wrong, the reasons why medical incidents occur, and what preventative and corrective 
strategies can be developed to keep them from occurring or to ameliorate their effects in 
health care.  

                                                
31 http://osp.od.nih.gov/sites/default/files/resources/Reporting_Guidelines.pdf 
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• It must provide a meaningful and comprehensive linkage between the contributory factors 
and the errors and systems failures that lead to adverse events.  

• It should facilitate the monitoring, reporting and investigation of adverse events and near–
misses at the public health level – allowing aggregated data to be combined and tracked.  

Moreover, Madden notes that (2008: 168): 

“It is clear that in order to be effective a system of reporting should be accessible, useful 

and useable. It should be capable of being used for managing events at a local level and 

the information gathered should be able to be used at state, national and international 

levels, with the capability to interface with existing local systems and be applicable across 

all areas of health care.” 

Runciman et al (2006) advocate that a reporting system should be:32  

• based on an underlying information model consistent with those used in other high risk 

industries such as aviation, rail, oil rigs and nuclear power; 

• supported by a comprehensive, universal patient safety classification; 

• able to elicit, classify, store, analyse and manage things that go wrong across the entire 

spectrum of health care from near-misses to adverse or sentinel events; 

• able to accommodate information from other sources; 

• populated by concepts shown to be needed from ‘real world’ data; and, 

• able to be used by funders, administrators, providers, carers, patients and other clients or 

consumers  

Box 4: Patient Safety Reports  

A number of Patient Safety Reports and working documents have been published on 

the Department of Health’s website. These reports provide learning in relation to 

patient safety. In addition, the reports have a number of recommendations for 

implementation by various bodies.  
• HIQA Portlaoise Report – Oversight Group 

• HIQA report on Portlaoise Hospital in May 2015  

• Chief Medical Officer – Department of Health Portlaoise Report – Perinatal Deaths – 
2014  

• HIQA Ennis Hospital Investigation Report – 2009  

• The Lourdes Hospital Inquiry – 2006  

Source: Department of Health, available here. 

Table 4 below is adapted from O’Connor et al (2010) and outlines the reasons to disclose patient 

safety incidents and also the main barriers identified in the literature to the disclosure of adverse 

events/patient safety incidents. 

 

                                                
32 Runciman, W.B., Williamson, J.A.H., Deakin, A., Beneviste, K.A., Bannon, K. and Hibbert P.D,. 2006. ‘An 

integrated framework for safety, quality and risk management: incident and information system based on a 
universal patient safety classification’. Quality and Safety in Health care, Vol. 15, pp. 85-107. 

https://www.gov.ie/en/collection/508338hiqa-report-on-portlaoise-hospital-oversight-group/
https://www.gov.ie/pdf/11734/?page=1
https://www.gov.ie/pdf/11420/?page=1
https://www.gov.ie/pdf/11420/?page=1
https://www.gov.ie/pdf/11421/?page=1
https://www.gov.ie/pdf/11422/?page=1
https://www.gov.ie/en/publication/8ccd4a-patient-safety-surveillance/?referrer=/national-patient-safety-office/patient-safety-surveillance/
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Table 4: Reasons to disclose and barriers to disclosure of adverse events 

Reasons to disclose adverse events Barriers to disclosure of adverse events 

Patients have a right to know what has happened to 
them, providing an ethical imperative to disclose 
adverse events 

Concerns over increased litigation costs 

Disclosure is essential to allow informed consent for 
ongoing care 

Fear of loss of relationship with the patient 

 
Good communication around an adverse event 
strengthens physician–patient relationships 

Fear of loss of reputation or damage to career 
progression 

 
Later discovery of an adverse event that has not 
been disclosed is damaging to the physician–patient 
relationship 

Lack of institutional support 

 
Disclosure can provide an opportunity for 
forgiveness and reconciliation after an adverse event 

Absence of training in how to go about disclosure 
conversations 

Good disclosure practice makes effective reporting 
and learning more likely 

The emotional impact of adverse events on clinicians 

 
Disclosure allows for just compensation to be sought 
following an adverse event 

 

Disclosure may reduce the likelihood of litigation 
following an adverse event 

 

Reporting systems 

In May 2014, the Reporting and Learning subgroup (RLS) of the EU Commission published its 

report on “Reporting and learning systems for patient safety incidents across Europe”.33 

Table 5 below shows the reporting systems in operation across EU member states. This 

demonstrates the differences across the member states as to whether a system is national, 

regional or local. The RLS notes that most member states have one nationwide reporting system 

or a nationwide reporting system that is associated with several regional or local systems. The 

Report establishes that, in general, the rationale for the development of national reporting systems 

centres one or more of the following factors:34 

• Reporting and learning on patient safety; 

• Benchmarking on patient safety; 

• Pressure from public, media and professional stakeholders; 

• As part of accreditation programmes for hospitals; and, 

• Responding to EU Council recommendation on patient safety 2009. 35 

                                                
33 The reporting and learning system (RLS) subgroup is set up under the European Commission’s patient 

safety and quality of care working group. The remit of the RLS subgroup was to provide a set of key 
findings and give recommendations to support the implementation of Council Recommendation 2009/C 
151/01 regarding reporting and learning systems. This report is available at the following address: 
http://www.eu-patient.eu/News/News-Archive/reports-patient 
safety/~/link/064afe7c41a541399ef1de617be4e376.pdf 

34 EU Commission, Reporting and Learning subgroup, 2014: 17-20. 
35 Council Recommendation 2009/C 151/01: Council Recommendation of 9 June 2009 on patient safety, 

including the prevention and control of health care associated infections. 

http://www.eu-patient.eu/News/News-Archive/reports-patient-safety/~/link/064afe7c41a541399ef1de617be4e376.pdf
http://www.eu-patient.eu/News/News-Archive/reports-patient%20safety/~/link/064afe7c41a541399ef1de617be4e376.pdf
http://www.eu-patient.eu/News/News-Archive/reports-patient%20safety/~/link/064afe7c41a541399ef1de617be4e376.pdf
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Table 5: Name and level of patient incident reporting systems in EU Member States36 

EU Member State  Name of the reporting system for incidents  Level  
AUSTRIA  1. CIRSmedical.at.  

2. Regional CIRS Network.  
3. Local RLS  

Regional (stand-alone)  
Local (stand-alone)  

BELGIUM  Reporting and learning system for incidents and near-
incidents.  

Local (stand-alone)  

CYPRUS  Reporting systems for adverse events and near 
incidents in public hospitals  

Local (stand-alone)  

CZECH REPUBLIC  Nationwide incident reporting system.  National  

DENMARK  Danish patient safety database.  National  

GERMANY**  1. CIRSmedical.de.  
2. Hospital CIRS Network.  
3. Error reporting and learning system for primary care in 
Germany.  
4. Network CIRS Berlin.  

Nationwide (1, 2, 3)  
Regional (4)  

HUNGARY  National reporting and learning system (NEVES).  National  

IRELAND  National adverse event management system37  National  

ITALY  Sentinel events monitoring system.  National  
Regional  
Local (connection to a 
central system)  

LATVIA  Some hospitals have established their own reporting and 
learning systems.  

Local (stand-alone)  

LUXEMBOURG  Hospitals have established their own reporting and 
learning systems at local level.  

Local (stand-alone)  

NETHERLANDS  Nationwide reporting and learning system for medication 
incidents: Centrale Medicatie-incidenten Registratie 
(CMR) is now extended to a system for all health care 
incidents.  
Local reporting systems in hospitals and primary care  

National  
Local (connection to the 
central system)  

NORWAY  Incident reporting system.  National  

SLOVAKIA  Mandatory reporting of incidents and voluntary reporting 
of errors in the provision of hospital health care.  

National  

SLOVENIA  Nationwide incident reporting system.  National  

SPAIN  Sistema de Notificación y Aprendizaje para la Seguridad 
del Paciente (SINASP)  

National  
Regional  
Local (connection to a 
central system)  

SWEDEN  Lex Maria.  
National IT support for RCA of adverse events (NITHA) 
and national database for  

National  
Regional  
Local 

UNITED KINGDOM  National reporting and learning system.  National  
Local (connection to a 
central system)  

Source: EU Commission, Reporting and Learning subgroup, 2014: 12-13. 

                                                
36 *France: Reporting and Learning is one of the major assignments of the Patient Safety National Program 

(2013/2017). Reporting health care acquired infections or severe adverse events associated with health 
care to the Regional Regulatory Health Authority is a legal obligation. Further regulation is being prepared 
at the moment in order to organize and implement a comprehensive system for reporting and learning. 
Three Regional Regulatory Health Authority (out of 26) currently lead experimentations of organized 
reporting and learning systems (under different names). At local level, reporting and learning systems are 
in place in every public and private hospital. **Germany: The Reporting Systems above mentioned are 
only examples of existing Reporting Systems in Germany. We can’t give here an overview. 

37 Now revamped and renamed as the National Incident Management System (NIMS) 
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Patient safety reporting in Ireland 

The National Incident Management System (NIMS)38 is Ireland’s national web-based database for 

the reporting of adverse clinical incidents and ‘near misses’. NIMS is an electronic incident 

reporting system of the Clinical Indemnity Scheme (CIS) operated by the State Claims Agency 

(SCA)39 and was established in 2004. It is managed by the State Claims Agency, who oversee the 

CIS, on behalf of the Department of Health and other.40 

Box 5: National Incident Management System (NIMS) 

 

NIMS is a confidential, secure web-based end-
to-end risk management tool developed by the 
SCA that allows the SCA and State authorities 
to manage incidents throughout the incident 
lifecycle. It is used by State authorities to report 
incidents to the SCA, as well as for their own 
risk management purposes. 

NIMS provides State authorities’ risk managers 
and the SCA’s own risk teams with complex 
adverse incident data analysis to identify trends, 
hot spots and lessons learned, thus enabling 
risk management and mitigation responses that 
will both ensure the safety of service users, 
patients and State employees and minimise the 
cost of claims against the State in the future. 

 

Under the CIS, the State assumes full responsibility for the indemnification and management of all 

clinical negligence claims, including those which are birth-related. Although the system has a 

primary Claims Management functionality, the clinical incident reporting feature is designed to 

support sharing of learning from “near misses” and in the aftermath of serious adverse clinical 

events, at local and national levels. 

Hospitals and health care enterprises are the main contributors to NIMS. Its coverage includes all 

adverse clinical events and near misses. In terms of its methodology, NIMS is a confidential, 

secure web-based IT system. It links hospitals and other health care providers to CIS core 

database. Information is therefore entered to the system at the local level of a health care provider. 

In practice, a paper-based incident form is completed by a relevant health care professional. This 

is then submitted to a Risk Management department where clerical staff input data on to NIMS.41 

                                                
38 NIMS was formally known as National Adverse Event Management System (NAEMS), which in turn was 

formally known as STARSweb. 
39 The State Claims Agency (SCA) is the name used by the National Treasury Management Agency (NTMA) 

when carrying out its claims’ and risk management functions. 
40 http://www.hiqa.ie/resource-centre/professionals/health-information-sources/starsweb-clinical-incident-

reporting-system 
41 For more information, see http://www.hiqa.ie 

http://stateclaims.ie/about-our-work/clinical-indemnity-scheme/
http://www.hiqa.ie/resource-centre/professionals/health-information-sources/starsweb-clinical-incident-reporting-system
http://www.hiqa.ie/resource-centre/professionals/health-information-sources/starsweb-clinical-incident-reporting-system
http://www.hiqa.ie/resource-centre/professionals/health-information-sources/starsweb-clinical-incident-reporting-system
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Regulatory framework 

There are different approaches to the regulation of patient safety reporting systems in EU member 

states. Those member states with mandatory reporting systems typically have laws to regulate the 

reporting of incidents and associated confidentiality and anonymity issues. The laws therefore tend 

to regulate the following: 

• The level (national, local etc.) at which reporting systems operate; 

• When it is obligatory or voluntary to report an incident; 

• Types of incident to be reported; 

• Responsibility for acting on reports; and 

• Levels of anonymity and confidentiality concerning the identification of persons reporting 
and health professionals. 

Table 6 below shows the authority to report incidents and the reporting requirements in a sample 

of EU Member States. 

Table 6: Authority to report incidents and reporting requirements across EU member states42 

Member 
State  

Health care 
professionals  

Health care 
organisations  

Patients  Relatives  Public  Regulated 
by law  

AUSTRIA  Voluntary  No  No  No  No  No  

BELGIUM  Voluntary  No  Voluntary  No  No  Partially  

CROATIA  Mandatory  No  Voluntary  No  No  Partially  

CYPRUS  Voluntary  No  No  No  No  No  

CZECH 
REPUBLIC  

Voluntary  No  No  No  No  No  

DENMARK  Mandatory  No  Voluntary  Voluntary  No  Yes  

ESTONIA  Mandatory  No  No  No  No  Partially  

FRANCE  Mandatory  No  Voluntary  Voluntary  Voluntary  Partially  

GERMANY  Voluntary  Voluntary  Voluntary  Voluntary  Voluntary  *  

HUNGARY  Voluntary  Voluntary  No  No  No  No  

IRELAND  Mandatory  Yes  No  No  No  Partially  

ITALY  Mandatory  Yes  No  No  No  Partially  

LATVIA  Voluntary  No  No  No  No  Partially  

LUXEM-
BOURG  

Voluntary  No  No  No  No  No  

NETHER-
LANDS  

Voluntary  No  No  No  No  Partially  

NORWAY  Mandatory  No  No  No  No  Yes  

SLOVAKIA  Voluntary  Mandatory  No  No  No  No  

SLOVENIA  Voluntary  Mandatory  No  No  No  No  

SPAIN  Voluntary  No  No  No  No  No  

SWEDEN  Mandatory  Mandatory  Voluntary  Voluntary  Voluntary  Yes  

United 
Kingdom  

Voluntary  Mandatory  Voluntary  Voluntary  Voluntary  Partially 

Source: EU Commission, Reporting and Learning subgroup, 2014: 22. 

This table shows that at the time of the report’s writing, only in Sweden, Denmark and Norway was 

the reporting and requirement of patient safety incidents regulated by law fully. In a further nine 

countries this reporting was partially regulated.  

 

                                                
42 * Legislation in Germany: §137 SGB V. In 2014, the Federal Joint Committee set out in its guidelines on 

the basic requirements of an internal quality management system. 
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Types of incident reported 

Definitions of what is a reportable patient safety incident differ widely between EU member states. 

RLS observed that ‘reportability’ is defined in member states systems according to one of the 

following:43 

• severity of the incident — in some member states, only serious harm to patients is reported 
(e.g. in Norway);  

• incident type — in some member states, only specified types of events are reported (e.g. in 
Hungary or Poland for accredited hospitals);  

• combination of both (e.g. in Denmark and Italy); and, 

• near-misses (e.g. Germany).  

In addition, RLS notes that reporting systems in some member states44 operate on the basis of a 

broad definition of a patient safety incident rather than specific definitions. In this regards, RLS 

suggests that:45 

“[a] simple list explicitly specifying reportable incidents is usually easier to understand by 

persons reporting and facilitates a focus on certain issues. However, a broader definition 

enables persons reporting to simply report any concern they have without having to think if 

they are using the proper way to report: there is only one way for all reports. However, 

there must always be a clear and simple statement on what should be reported to avoid 

confusion.” 

Reporting by health professionals and patients / families 

According to the RLS, reporting systems should provide a method for all health care organisations 

to report patient safety incidents. However, RLS also suggests that such reporting should not be 

limited to health care staff as incidents can also happen in technical areas. They argue also that 

reports from patients and families are potentially a rich source of learning for patient safety 

improvement.  

Protection of health care professionals 

The regulation of incident reporting has the potential to provide protection for health care 

professionals who participate in the system of reporting of incidents. The RLS report observes that 

“[h]ealthcare professionals should not be subjected to disciplinary action as a result of reporting an 

incident”.46 This protection, it is suggested, enables sanction-free reporting and is important for the 

willingness of health care professionals to report. Furthermore, regulation can also protect the data 

comprising incident reports from being used in court or in other legal actions.  

Box 6: National Reporting and Learning System (NRLS), UK 

The NRLS was established in 2003. The system enables patient safety incident reports to be 

submitted to a national database. This data is then analysed to identify hazards, risks and 

                                                
43 EU Commission, Reporting and Learning subgroup, 2014: 24 
44 Czech Republic, Denmark, Ireland, Spain, Sweden and the United Kingdom 
45 EU Commission, Reporting and Learning subgroup, 2014: 24 
46 Ibid: 28. 
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opportunities to improve the safety of patient care. Since the NRLS was established, over four 

million incident reports have been submitted by health care staff.  

The NRLS is the most comprehensive of its kind in the world. It provides the NHS with a 

national perspective on risks and hazards. This information is used to develop tools and 

guidance to help improve patient safety at a local level.  

Most incidents are submitted to the NRLS electronically from local risk management systems. 

 Source: National Reporting Learning System (Now part of NHS Improvement) 

Regulation of private hospitals 

At present, HIQA has the power to set and monitor standards for public hospitals. It does not have 

the same powers in respect of private hospitals. Part 6 of the Bill proposes to amend the Health 

Act 2007 to, among other things, allow HIQA standards to apply to both the public and private 

health care services. This part of the Bill is an allied piece of proposed legislation to that set out 

under the General Scheme of the Patient Safety (Licensing) Bill 2019, which potentially provides 

for greater oversight of private sector compliance with nationally-mandated standards. It is 

intended that licensing Bill will ensure the need for all hospitals to have strong clinical governance 

and patient safety operating frameworks in place in order to be granted and maintain a licence to 

provide health services.47 

What is proposed in the Bill under consideration in this Digest is the start of the private healthcare 

regulation process but extends only to the application of HIQA standards to private hospitals. 

Boxes 7 and 8 below show the main differences between public, voluntary and private hospitals 

and thereafter a list of the private hospitals in the State that are currently affiliated with the private 

hospital’s association. 

Box 7: Public and Private Hospitals  
There are three different types of hospitals in Ireland: 

1. Private hospitals, which receive no State funding  

2. HSE hospitals: These are owned and funded by the HSE (the State) 

3. Voluntary public hospitals: These receive most of their income from the State. 

Voluntary public hospitals are sometimes owned by private bodies, for example, 

religious orders. Other voluntary public hospitals are incorporated by charter or 

statute and are run by boards often appointed by the Minister for Health. 

The public health system is provided through HSE and Voluntary hospitals and is 

funded mostly by the State through the HSE. Most of these hospitals also provide 

private medical services but they distinguish between public and private care on site. 

Private hospitals operate independently of the State-funded health services and are 

privately funded as profit making enterprises.  

Source: L&RS 

 

 

                                                
47 See Department of Health website, here. 

https://improvement.nhs.uk/news-alerts/development-patient-safety-incident-management-system-dpsims/
https://assets.gov.ie/11439/66ab87c5f66d4e998e230659c258cb4b.pdf
https://www.gov.ie/en/publication/97de69-patient-safety-and-advocacy-policy/?referrer=/national-patient-safety-office/patient-advocacy-policy/licensing-accreditation-and-regulation/


Oireachtas Library & Research Service | Bill Digest       32 

 

 

Box 8: Private hospitals currently affiliated to the Private Hospitals Association  

1. Aut Even Hospital, Kilkenny 
2. Beacon Hospital, Dublin 
3. Blackrock Clinic, Dublin 
4. Bon Secours Hospital, Cork 
5. Bon Secours Hospital, Dublin 
6. Bon Secours Hospital, Galway 
7. Bon Secours Hospital, Limerick (Barringtons) 
8. Bon Secours Hospital, Tralee 
9. Clane General Hospital, Kildare 
10. Galway Clinic 
11. Hermitage Clinic Dublin 
12. Kingsbridge Hospital, Sligo 
13. Mater Private Hospital, Dublin 
14. Mater Private Hospital, Cork 
15. Sports Surgery Clinic, Dublin 
16. St. Francis Private Hospital, Mullingar 
17. St. John of God Hospital, Dublin 
18. St. Vincent’s Private Hospital, Dublin 
19. UPMC Whitfield, Waterford. 

Source: L&RS, adapted from Private Hospitals Association, available here. 

The rationale behind this and the related legislative proposals is to include hospitals and other 

services not already covered by licensing type legislation. A particular focus is on services that are 

potentially high risk if not complying with proper standards. The objective of the proposed licensing 

system is to improve patient safety by ensuring that health care providers do not operate below the 

standard set by Ministerial regulations and applied in a consistent and systematic way. For 

instance, before getting a licence, providers will have to satisfy HIQA that they can comply with 

these regulations and other requirements under the legislation (Department of Health, 2018).48 A 

brief overview of the HIQA national standards for health care are set out below. 

HIQA National Standards for health care 

HIQA published its standards in 2012 in “A Guide to the National Standards for Safer Better Health 

care”. The standards developed through research and consultation among stakeholders and 

providers are grouped under the 8 following themes: 

• person-centred care and support; 

• effective care and support; 

• safe care and support; 

• better health and wellbeing;  

• leadership, governance and management; 

• workforce; 

• use of resource; and,  

• use of information 

Under each of the above themes that standards respectively set out a set of numbered standards 

and examples of what each standard means for services user when the standard is met. A full 

                                                
48 Department of Health, 2018. General Scheme of the Patient Safety (Licensing) Bill 2018, Dublin: 

Department of Health, available here. 

http://privatehospitals.ie/members/
https://www.hiqa.ie/sites/default/files/2017-01/Safer-Better-Healthcare-Guide.pdf
https://www.hiqa.ie/sites/default/files/2017-01/Safer-Better-Healthcare-Guide.pdf
https://assets.gov.ie/11439/66ab87c5f66d4e998e230659c258cb4b.pdf
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listing of the standards are available here. The National Standards are represented graphically in 

Figure 2 below. 

Figure 2: Graphical representation of national standards for safer health care 

 

Source: http://www.hiqa.ie/system/files/Safer-Better-Health care-Standards.pdf 

A full list of regulators in the Irish health care space is set out in Table 7 below. 

Table 7: Regulation in Irish health care 

Regulators in Health care 

Regulator of Occupational Safety and Health 
• Health and Safety Authority 

Regulators of Services 
• Health Information and Quality Authority (inclusive of the Chief Inspector of Social Services) 
• Mental Health Commission 

Regulators of Professionals 
• An Bord Altranais 
• Dental Council 
• Health & Social Care Professionals Council 
• Medical Council of Ireland 
• Opticians Board 
• Pharmaceutical Society of Ireland (PSI) 
• Pre-Hospital Emergency Care Council (PHECC) 

Regulators of Products 
• Food Safety Authority of Ireland (FSAI) 
• Health Products Regulatory Authority (HPRA) 
• Radiological Protection Institute of Ireland (RPII) 

 

Source: L&RS adapted from the Health and Safety Authority, available here. 

https://www.hiqa.ie/sites/default/files/2017-01/Safer-Better-Healthcare-Guide.pdf
http://www.hiqa.ie/system/files/Safer-Better-Healthcare-Standards.pdf
https://www.hsa.ie/
http://www.hiqa.ie/
http://www.mhcirl.ie/
http://www.nursingboard.ie/
http://www.dentalcouncil.ie/
http://www.coru.ie/
http://www.medicalcouncil.ie/
http://www.opticiansboard.ie/
http://www.thepsi.ie/
http://www.phecit.ie/
http://www.fsai.ie/
http://www.hpra.ie/
http://www.epa.ie/about/org/rpiihistory/#.VbinLk1VhBc
https://www.hsa.ie/eng/Your_Industry/Healthcare_Sector/Healthcare_Regulators/
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Pre-legislative scrutiny by Oireachtas Joint Committee on 

Health 

Earlier Pre-legislative scrutiny of the Health Information and Patient Safety Bill (HIPS Bill) 

Before looking at the recent process of Pre-legislative Scrutiny (PLS) by the Oireachtas Joint 

Committee on Health, it should be noted that PLS was undertaken on earlier iteration of patient 

safety aspects of a general scheme previously. In early 2016, before the May General Election of 

that year, the then Joint Committee on Health (31st Dáil) undertook PLS on the patient safety 

elements of the Health Information and Patient Safety (HIPS) Bill - it had previously - in 2015 - 

undertaken PLS on the health information aspects of the HIPS Bill. The two stage PLS process on 

the HIPS Bill was in recognition by the Joint Committee of the scale of the HIPS Bill and separate 

health policy areas it covered, namely: health information; patient safety; and research ethics in 

health research. 

This is acknowledged in the PLS report of the current Oireachtas Joint Committee on Health as 

follows: 

“The Bill incorporates the patient safety elements of the previously drafted Health 

Information and Patient Safety Bill (HIPS)49
 which introduced a requirement for external 

notification of patient safety incidents to the appropriate Authority and to the State Claims 

Agency. 

The HIPS Bill also included components for the development of better information systems 

and the encouragement of health research. The Committee undertook scrutiny of the 

patient safety elements in January 201650
 and recommended that the components of the 

Bill were broken up. The Patient Safety Bill now integrates the initial patient safety elements 

of the HIPS Bill.” 

Pre-legislative scrutiny of the General Scheme of the Patient Safety Bill 2018 

The Oireachtas Joint Committee on Health as part of its pre-legislative scrutiny (PLS) held a public 

hearing with stakeholders on the General Scheme of the Patient Safety Bill on 26 September 

2018.  Committee members had the opportunity to engage with officials from the Department of 

Health.51 

The Committee published its PLS report in 28 November 2018. The PLS report identified 9 key 

issues, and made associated recommendations.  These issues are summarised in Table 7. 

 

                                                
49 https://health.gov.ie/wp-content/uploads/2015/11/Revised-General-Scheme-HIPS-Bill.pdf 
50 Due to time restrictions in the run up to the impending dissolution of the 31st Dáil, the Committee only dealt 
with Parts 6 and 7 of the General Scheme, namely ‘patient safety incidents’ and ‘clinical audits’ respectively. 
The Committee undertook PLS of the remaining parts of the HIPS Bill on 14 December 2016. 
51 Attending on behalf of the Department of Health at the PLS hearings on the General Scheme were the 

Chief Medical Officer, Head of Patient Safety and Advocacy Policy Unit, and the Patient Safety and 
Advocacy Officer. 

https://health.gov.ie/wp-content/uploads/2015/11/Revised-General-Scheme-HIPS-Bill.pdf
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Summary: Pre-Legislative Scrutiny of the General Scheme of the Patient Safety Bill 2018 

In their Pre-Legislative Scrutiny of the General Scheme the Oireachtas Joint Committee on Health 

heard from officials from the Department of Health, and analysed a range of issues they 

considered relevant to the proposed legislation. The Committee welcomed the publication of the 

General Scheme and made several recommendations in relation to: Ministerial powers; resources; 

costs; Department notification; accountability; notification of reportable incidents; definition of 

reportable incidents, responsibility; and, database of reportable incidents. 

Table 7 of this Digest provides an overview of the impacts of these recommendations on the 

published Bill and the explanation offered by the Department of Health in response to an 

information request by the Oireachtas Library and Research Service. 

 

 

Table 7: Overview of the impact of the Oireachtas Committee PLS recommendations and response 

provided by the Department of Health (10 December 2019).  The traffic light assessment represents 

the analysis of the L&RS. 

No. Recommendation as per Oireachtas 

Joint Committee on Health (November 

2018) 

L&RS 

‘traffic 

light’ 

Response from Department of Health on 

whether addressed (either in whole or in part) in 

the Bill or elsewhere 

 
Key issue has had an impact on the drafting of the Bill. 

The Bill may be described as adopting an approach consistent with the key 

issue or the impact of the key issue on the drafting of the Bill is unclear. 

Key issue has not had an impact on the drafting of the Bill. 

1 Minister’s powers 

The Committee recommends that further 

consideration be given to the provisions 

contained in Head 25 of the Bill. The 

Committee notes that the current 

provisions do not provide effective 

powers for the Minister to initiate 

investigations into patient safety 

incidents by the Authority and that 

further examination is required 

 This recommendation will be incorporated with 
an amendment to the Patient Safety (Notifiable 
Patient Safety Incidents) Bill 2019, being 
brought forward at Committee Stage. 

 

On the advice of the Committee the Department 

of Health examined the policy options to 

enhance the powers of the Minister for Health to 

initiate an investigation into patient safety 

incidents by the Health Information and Quality 

Authority. The Department of Health has been 

examining the best approach to effectively 

incorporate the appropriate provisions.  It is 

intended to introduce the provision at Committee 

Stage to amend Section 9 of the Health Act 

2007, to provide the Minister for Health with 

increased powers. The requirement for drafting 

has been discussed with the Office of the 

Parliamentary Counsel to the Government. 
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2 Resourcing the Bill’s provisions 

The Committee recommends that there 
should be adequate assessment of the 
resources required for the effective 
implementation of the Bill. Such 
consideration should include staff and 
training, implementation planning and 
pathways for managing information.  

 

 The resource requirement for implementation is 
addressed outside the legislative provisions 
within the Patient Safety (Notifiable Patient 
Safety Incidents) Bill 2019. This is in line with 
the approach taken for the implementation of 
Part 4 of the Civil Liability (Amendment) Act 
2017 and the intention is to effectively build on 
those resources for the implementation of this 
Bill. 

 

3 Cost analysis of resourcing the Bill’s 

provisions 

 
The Committee recommends that a cost 
analysis should be undertaken to 
ascertain the isolated cost for the 
implementation of the Bill’s provisions. 
The Committee considers that such an 
analysis is vital to ensure that sufficient 
funding is allocated to the 
implementation of the Bill’s provisions.  

 

 In line with the General Scheme, the Patient 

Safety (Notifiable Patient Safety Incidents) Bill 

2019, does not provide for the cost analysis 

within the Bill in relation to isolated costs. 

However, the Department of Health has re-

examined the Regulatory Impact Analysis 

undertaken in connection with the Information 

and Patient Safety Bill (2015) that addressed the 

main elements of the Patient Safety (Notifiable 

Patient Safety Incidents) Bill 2019. This 

Regulatory Impact Analysis informed the 

decisions in relation to additional resources 

provided to implement the Civil Liability 

(Amendment) Act 2017 and prepare for 

implementation of this legislation when it comes 

into effect. 

4 Department of Health notification 

The Committee recommends that the 
Health Service Executive notify the 
Department of Health of all serious 
patient incidents. The Committee 
acknowledges that the Department does 
not have the power to compel 
investigations but is of the opinion that 
the Department should be cognisant of 
any ongoing serious patient incidents.  

 

 The Patient Safety (Notifiable Patient Safety 
Incidents) Bill 2019, requires both public and 
private health services providers to report all 
notifiable patient safety incidents to the 
appropriate regulator through one national 
system. Information on major patient safety 
incidents is communicated by the Health 
Services Executive (HSE) to the Department of 
Health through the Communications Protocol 
that has been agreed by the HSE Leadership 
and Department’s Management Board since 
October 2016, that channel remains in operation 
outside of this Bill. 

 

5 Non-clinician management 

accountability 

The Committee recommends that a 
process is established to ensure that 
management in hospitals and other 
designated services are subject to 
accountability in the same manner as 
the medical profession. 

 

 The Patient Safety (Notifiable Patient Safety 
Incidents) Bill 2019 does not address the overall 
accountability of management, clinical or other 
staff. However, it does address the disclosure of 
information by a health services provider and a 
health practitioner. Section 12 places an equal 
duty on both health service providers and health 
practitioners, for openness and transparency 
when making an open disclosure under this Bill. 
In addition, they must provide all relevant 
information in the provision of a health service to 
the patient (or their relevant person) and where 
appropriate any other health service to address 
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the consequences of that incident.   

 

6 Time limits for reporting incidents 

The Committee recommends that further 
consideration is given to Head 9 (4) 
which sets out that serious incident are 
to be reported to an agency within seven 
days. The Committee has concerns that 
the provision leaves scope for a serious 
patient incident to re-occur within the 
seven day time-limit and before the 
incident has been reported to the 
Authority.  

 

 Detailed consideration was given to this 

recommendation while balancing the mandatory 

open disclosure of a notifiable patient safety 

incident requirement to the patient by a health 

services provider. The Committees 

recommendation is partially addressed in 

sections 27, 28 and 29 there it is set out that a 

health services provider under the remit of the 

Health Information and Quality Authority, Chief 

Inspector of Social Services or the Mental 

Health Commission, shall make a notification of 

a notifiable patient safety incident as soon as 

practicable and not later than seven days from 

when the provider is satisfied that an incident 

has occurred. The does not limit the reporting of 

a notifiable patient safety incidents before the 

seven days. However, the Department of Health 

would wish to ensure that the Committee is 

cognisant of the fact that the primary duty to 

investigation incidents rests with the health 

services provider, and an investigation will in 

most cases take several weeks or months to 

arrive at a conclusion and make 

recommendations. The intention with regard to 

the seven day time frame is to ensure the 

incident is being recorded appropriately and 

investigated promptly. 

7 Defining “Reportable Incident” 

 
The Committee recommends that the Bill 
include a rigid definition on what 
constitutes a “reportable incident.” The 
Committee also recommends that such 
a list should be reviewed regularly and 
updated accordingly. 

 

 The Committees recommendation has been 
incorporated into the Patient Safety (Notifiable 
Patient Safety Incidents Bill 2019 with a clear 
definition of Notifiable Patient Safety Incidents 
which are subject to mandatory open disclosure 
and external reporting to the appropriate 
regulator.  There are two categories of notifiable 
patient safety incidents:  

1) Schedule 1, Part 1 and 2 provides a 
listing within the Bill of 13 very serious 
patient safety incidents (notifiable 
incidents). 

2) Section 8 provides the Minister for 
Health to prescribe notifiable patient 
safety incidents through Regulations. 

 

8 Standard operation procedures and 

guidelines 

The Committee recommends that a 
standard operating procedure be 
established to set out clear guidelines as 
to which agency is required to act upon 

 The legislation provides a clear framework for 

the notification by a health services provider of a 

notifiable patient safety incidents to the 

appropriate regulator. Part 1 (interpretation) of 

the Bill incorporates the regulators, the relevant 

Acts that outline their functions and those health 
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notifications when necessary. The 
Committee has concerns that when 
several agencies are notified of an 
incident, there may be ambiguity as to 
which Authority should act upon the 
notification. The Committee is of the 
opinion that a standard operating 
procedure is required to clarify such 
scenarios.  

 

 

services providers that are under their remit. 

Part 4, section 27, 28 and 29 clearly outlines 

which regulator is to be notified and the 

information that must be provided by the health 

services provider to that regulator within the time 

period. 

9 Database 

The Committee recommends that a 
single database be used by the 
authorised bodies which would record all 
reportable patient safety incidents.  

 

 

 Such a provision is made in Part 4 of the Bill. 

The Bill requires the notification of patient safety 

incidents to the “National Treasury Management 

Agency incident management system” 

established in accordance with the National 

Treasury Management Agency (Amendment) 

Act 2000 that is used for the purpose of the 

reporting, under section 11 of that Act of an 

adverse incident (within the meaning of section 

11(2) of that Act). Section 53 of the Bill amends 

the Act of 2000 by the insertion of a new section 

to provide for the notifications under this Bill. 

Therefore, all notifiable patient safety incidents 

that occur in public or private health services will 

be notified through the “National Treasury 

Management Agency incident management 

system”. 

Source: L&RS is grateful to the Department of Health for providing an analysis of how the Committees, 

recommendations impacted on the Bill.  The traffic light assessment represents the analysis of the L&RS.  



Bill Digest | Patient Safety (Notifiable Patient Safety Incidents) Bill 2019  39 

 

 

Principal provisions 

This section outlines the principal provisions of the Patient Safety (Notifiable Patient Safety 

Incidents) Bill 2019.  

The Bill is divided into 8 parts and 54 sections, many of which are largely technical in nature. 

During the short time between publication of the Bill and its taking at second stage it was not 

possible to provide a detailed analysis of the Bill. This section therefore, only looks at: 

• Interpretation; 

• Open disclosure meetings;  

• Protections for an open disclosure; and  

• Offences and Penalties  

Interpretation  

Section 2 of the Bill deals with how words in the Bill are to be interpreted. Many of the definitions are almost 

identical to definitions in Section 7 of the Civil Liability (Amendment) Act 2017.52  

Notable definitions include:  

Apology : in relation to an open disclosure of a notifiable incident, means an expression of sympathy or 

regret. This definition is largely similar to that in section 7 of the Civil Liability (Amendment) Act 2017.  

‘Notifiable incident’ means an incident specified in: 

(a) Schedule 1, 

a. Surgery performed on the wrong patient resulting in unintended and unanticipated death 

which did not arise from, or was a consequence of, an illness, or an underlying condition, of 

the patient, or having regard to any such illness or underlying condition, was not wholly 

attributable to that illness. 

b. Surgery performed on the wrong site resulting in unintended and unanticipated death which 

did not arise from, or was a consequence of, an illness, or an underlying condition, of the 

patient, or having regard to any such illness or underlying condition, was not wholly 

attributable to that illness. 

c. Wrong surgical procedure performed on a patient resulting in an unintended and 

unanticipated death which did not arise from, or was a consequence of, an illness, or an 

underlying condition, of the patient, or having regard to any such illness or underlying 

condition, was not wholly attributable to that illness. 

d. Unintended retention of a foreign object in a patient after surgery resulting in an 

unanticipated death which did not arise from, or was a consequence of, an illness, or an 

underlying condition, of the patient, or having regard to any such illness or underlying 

condition, was not wholly attributable to that illness. 

e. Any unintended and unanticipated death occurring in an otherwise healthy patient 

undergoing elective surgery in any place or premises in which a health services provider 

provides a health service where the death is directly related to a surgical operation or 

anaesthesia (including recovery from the effects of anaesthesia) and the death did not arise 

from, or was a consequence of (or wholly attributable to) the illness of the patient or an 

underlying condition of the patient. 

f. Any unintended and unanticipated death occurring in any place or premises in which a 

health services provider provides a health service that is directly related to any medical 

treatment and the death did not arise from, or was a consequence of (or wholly attributable 

to) the illness of the patient or an underlying condition of the patient. 

                                                
52 http://www.irishstatutebook.ie/eli/2017/act/30/section/7/enacted/en/html#sec7  The 2017 Act makes 

reference to patient safety incidents and the Bill makes reference to notifiable incidents.  

http://www.irishstatutebook.ie/eli/2017/act/30/section/7/enacted/en/html#sec7
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g. Patient death due to transfusion of ABO incompatible blood or blood components and the 

death was unintended and unanticipated and which did not arise from, or was a 

consequence of (or wholly attributable to) the illness of the patient or an underlying condition 

of the patient. 

h. Patient death associated with a medication error and the death was unintended and 

unanticipated as it did not arise from, or was a consequence of (or wholly attributable to) the 

illness of the patient or an underlying condition of the patient. 

i. An unanticipated death of a woman while pregnant or within 42 days of the end of the 

pregnancy from any cause related to, or aggravated by, the management of the pregnancy, 

and which did not arise from, or was a consequence of (or wholly attributable to) the illness 

of the patient or an underlying condition of the patient. 

j. An unanticipated and unintended stillborn child where the child was born without a fatal 

foetal abnormality and with a prescribed birthweight or has achieved a prescribed 

gestational age and who shows no sign of life at birth, from any cause related to or 

aggravated by the management of the pregnancy, and the death did not arise from, or was a 

consequence of (or wholly attributable to) the illness of the patient or an underlying condition 

of the child. 

k. An unanticipated and unintended perinatal death where a child born with, or having 

achieved, a prescribed gestational age and a prescribed birthweight who was alive at the 

onset of care in labour, from any cause related to, or aggravated by, the management of the 

pregnancy, and the death did not arise from, or was a consequence of (or wholly attributable 

to) the illness of the child or an underlying condition of the child. 

l. An unintended death where the cause is believed to be the suicide of a patient  while being 

cared for in or at a place or premises in which a health services provider provides a health 

service whether or not the death was anticipated or arose from, or was wholly or partially 

attributable to, the illness or underlying condition of the patient. 

Part 2 of Schedule 1 also defines the following situation as a notifiable incident:  

‘A baby who— 

in the clinical judgment of the treating health practitioner requires, or is referred for, therapeutic 

hypothermia, or has been considered for, but did not undergo therapeutic hypothermia as, in the 

clinical judgment of the health practitioner, such therapy was contraindicated due to the severity 

of the presenting condition. 

or 

Regulations made under section 8 of the Bill, which gives the Minister of Health the power to make 

regulations which will allow him/her to extend the type of notifiable incidents. 

Open disclosure meetings  

The Civil Liability (Amendment) Act 201753 introduced the concept of the open disclosure of patient safety 

incidents into Irish law. This Bill expands on that concept by obliging health service providers (both public 

and private54) to make an open disclosure of notifiable incidents to the patient and/or a relevant person. The 

health service provider must also notify the Health Information and Quality Authority (HIQA), the Chief 

Inspector of Social Services (CISS) or the Mental Health Commission (MHC) of notifiable incidents.  

The Bill sets out in detail the procedures to be followed before and during the meetings. Section 18 sets out 

what information must be given at an open disclosure meeting:   

• the names of the persons present at the notifiable incident disclosure meeting; 

• a description of the notifiable incident concerned; 

                                                
53 http://www.irishstatutebook.ie/eli/2017/act/30/enacted/en/html  
54 The Bill also provides that HIQA will set standards for private hospitals 

http://www.irishstatutebook.ie/eli/2017/act/30/enacted/en/html
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• the date on which the notifiable incident occurred (if known), and the notifiable incident came to the 

notice of the health services provider; 

• the manner in which the notifiable incident came to the notice of the health services provider; 

• the physical and psychological consequences of the notifiable incident for the patient; 

• a treatment and care plan for the patient in relation to any of the consequences arising out of the 

incident that occurred to them; and 

• any apology to be made by the health services provider to the patient and / or their relevant person. 

Information must also be given on the actions the health services provider has taken, or proposes to take, 

and procedures or processes to be implemented to address the knowledge the provider has obtained from 

its consideration of that incident and the circumstances giving rise to it. 

Protections for an open disclosure  

Where an open disclosure is carried out according to the procedures set out in the Bill then the health 

service provider is entitled to several protections. An apology or disclosure given after the correct procedures 

have been followed do not constitute an admission of liability or fault; and cannot be admissible as evidence 

in proceedings. The apology/disclosure is not an admission of fault, misconduct or unfitness to practice. The 

disclosure is not subject to the Freedom of Information Act 2014.55  

Offences and Penalties  

Part 7 of the Bill sets out offences for failing to comply with certain sections of the Bill and the penalties for 

doing so.  

A person will be guilty of an offence and will be liable on summary conviction56 to a class A fine (up to 

€5,000) for failure to comply with the following without reasonable excuse: 

• an obligation to hold a notifiable incident disclosure meeting in order to make the open disclosure 
of that notifiable incident to the patient or relevant person (or both of them) (under S.5.1 of the Bill); 

 

• an obligation to hold a notifiable incident disclosure meeting (s.19.9)  following a request to such a 
meeting under s.19.7 of the Bill which allows a patient or relevant person or both, who has refused to 
engage with the health services provider in the making of an open disclosure of a notifiable incident, 
the patient may, within 5 years from the date of the refusal, request the health services provider to 
make the open disclosure; 
 

• a failure to hold an open disclosure meeting when contact has been made with the patient/relevant 
person (where contact could not be previously be made, (s.20(5)) 

A health services provider who fails to comply with the obligation to report the notifiable 
patient safety incident externally to the appropriate body (HIQA, CISS or MHC) will be liable 
on summary conviction to a class A fine.  

It is a defence to the offences in the Bill to show that the person made all reasonable efforts to ensure 

compliance with such provisions of this Act as are alleged to have been contravened. 

 

  

                                                
55 http://www.irishstatutebook.ie/eli/2014/act/30/enacted/en/html  
56 A summary offence is an offence which can only be dealt with by a judge sitting without a jury in the 

District Court  

http://www.irishstatutebook.ie/eli/2014/act/30/enacted/en/html
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