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“Punitive action is not an effective way to prevent 
recurrence because large system failures “represent 
latent failures coming together in an unexpected way.” 
The same mix of factors is unlikely to occur again, and 
“efforts to prevent specific active errors are not likely 
to make the system any safer”… “discovering and 
fixing latent failures, and decreasing their duration, 
are likely to have a greater effect on building safer 
systems than efforts to minimize active errors at the 
point at which they occur” 

Kohn, Corrigan, Donaldson . Institute of Medicine 2000. To Err Is 
Human: Building a Safer Health System. 
Washington, DC: The National Academies Press. 

https://doi.org/10.17226/9728.




Patient Safety Bill

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Patient Safety Bill

• Part 1: Preliminary Matters

• Part 2: Patient Safety Incidents

• Part 3: Clinical Audit

• Part 4: Amendment of Health Act 2007 (HIQA Remit Extension

• Part 5: Offences

• Part 6: Miscellaneous

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Mandatory Open disclosure

Serious patient safety incidents 

• require mandatory open disclosure

• obligation on provider

• provisions for open disclosure in Part 4 Civil Liabilities 
(Amendment) Act 2017

Patient Safety Bill - Part 2: Patient Safety Incidents

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Forum Position

Response to Consultation on PSB 2018



Serious patient safety incidents 

• unintended or unexpected incident or harm that occurred in the 
provision of a health service including:

(a) death

(b) “severe harm”,

(c) harm 

(d) or such serious patient safety incidents as may be prescribed 
by the Minister by regulation under this section.

Patient Safety Bill - Part 2: Patient Safety Incidents

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Serious patient safety incidents 

Severe Harm

a permanent lessening of bodily, sensory, motor, physical or 
intellectual functions (“severe harm”),

Patient Safety Bill - Part 2: Patient Safety Incidents

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Serious patient safety incidents 

Harm (which is not severe) but which results in

(i) increase in treatment

(ii) changes to the structure of the body

(iii) reduced life expectancy

(iv) impairment of sensory, motor or intellectual 
functions > 28 days,

(v) pain or psychological harm for a continuous period of 
at least 28 days,

Patient Safety Bill - Part 2: Patient Safety Incidents

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Forum Position

Response to Consultation on PSB 2018



Clinical Audit
• aggregate data must be published

• content (including records created) are

– FOI exempt

– Discovery exempt

Include

• NOCA audits

– INOR

– Hip #

– Trauma

– Critical care

– Perinatal

Exclude

• unit based

• Retrospective

• Observational

• Non-systematic

• = PCS in many cases 



Forum Position

Response to Consultation on PSB 2018



Penalties

Patient Safety Bill - Part 5: Offences

https://health.gov.ie/wp-content/uploads/2018/07/General-Scheme_Patient-Safety-Bill_5-July-2018.pdf



Candour

• obligation & penalties on “registered provider”

• “modelled on the approach taken in the UK (Duty of Candour)

• UK Duty of Candour applies to NHS Bodies & care providers registered 
with Care Quality Commission 

• places the onus on health services providers not on individual health 
practitioners *

Patient Safety Bill - Part 2: Patient Safety Incidents * Reddan & Clarke McDowell Purcell 2018

https://www.mcdowellpurcell.ie/update-on-the-patient-safety-bill/




Incorporate the key changes proposed by the Forum of 

Postgraduate training bodies

Apply responsibility for Mandatory Disclosure on 

healthcare provider organisation

Avoid criminalising error

Next steps:
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