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• to promote, support and encourage the implementation of initiatives 
relating to health care safety and quality 

• to collect, analyse, interpret and disseminate information 
relating to health care safety and quality 

• to publish reports and papers relating to health care safety and 
quality  

• to formulate, promote and support the implementation of 
standards, guidelines and indicators relating to health care 
safety and quality, and monitor their implementation and impact 

(q) to do anything incidental to or conducive to the 
performance of any of the above functions 

• to advise on national clinical standards 
• to formulate model national schemes that provide for the 

accreditation of organisations that provide health care services 
and relate to health care safety and quality 

• to consult and co-operate with persons, organisations and 
governments on health care safety and quality 

 





http://www.nehta.gov.au/using-the-ehealth-record-system


Clinical documents – myHealth Record 

http://www.nehta.gov.au/get-started-with-ehealth/what-is-ehealth/features-of-the-ehealth-record-system/clinical-documents


Health Affairs, 30, no.3 (2011):464-471 



but…. 
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Adverse events occurred in 3.7 percent of the hospitalizations (95 percent 
confidence interval, 3.2 to 4.2), and 27.6 percent of the adverse events were due to 
negligence (95 percent confidence interval, 22.5 to 32.6). Although 70.5 percent of 
the adverse events gave rise to disability lasting less than six months, 2.6 percent 
caused permanently disabling injuries and percent led to death.  















Approaches to health IT safety 
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• choose a system that is 
intuitive to use and that requires 
little training for users 
 
• choose a system that can be 
modified and developed easily 
 
• ensure that the decision-
making process for developing 
or selecting a system is 
participatory, but once this 
decision has been taken ensure 
that implementation is directed 
and driven. 
 
These findings need to be tested 
in other settings to understand 
the degree to which they are 
generalisable. 









Clinical safety layers: myHealth Record 

Commission 
myHealth Record 
safety program 

NEHTA CSU 

System 
Operator/End Users 

System Operator/End Users  - day 
to day monitoring and reporting of 
potential or actual clinical safety 
issues 
 
NEHTA CSU – expert advisors to 
the System Operator and users on 
clinical safety issue mitigation and 
resolution 
 
Commission – independent 
oversight and ability to provide 
expertise and support to the SO 
and NEHTA on clinical safety issues 
when requested. 



Commission clinical safety program 

Independent 
clinical 
safety 

assurance 

Clinical safety 
reviews 

Proactive 
surveillance of 

myHR 
Helpline calls 

Development 
of a clinical 

incident 
management 

framework 

Incident 
investigations 

(London 
Protocol) 



Clinical safety reviews 
Supports early identification of potential clinical safety risk areas and 
to recommend enhancements to guard against these risks. 

 
5 reviews completed since July 2012, with a sixth submitted  

http://www.safetyandquality.gov.au/our-work/safety-in-e-health/ 
 

Incident 
management & 

clinical governance 

• Clinical safety 
management 
tools 

myHR content 

• Medications 
• Discharge 

summaries 
• Shared health 

summaries 
• Event summaries 

Continuous 
assessment 

• Acceptance and 
implementation of 
previous 
recommendations 

Oplægsholder
Præsentationsnoter
CSM tools – includes review of incident review and response plans, risk registers and consideration of CCA and V-model processes in clinical safety risk mitigationSome tangible outputs include – development of the NEHTA test environment that is now widely used to demonstrate how PCEHR functionality works in various CISs, more clinical safety related scripts and scenarios for use by PCEHR Helpline…PCEHR content- review of the end to end transfer of discharge summaries , display of medicines information  -Outputs include greater focus on clinical system useability and display through NEHTA CUP, Commission work on the on-screen display of medications 



Clinical safety review 1 (2012) 

An initial review of clinical safety processes by the Commission 
found a number of issues including the use of risk registers, 
clinical safety assessment processes, documentation and roles 
and responsibilities in relation to the PCEHR, and resulted in nine 
recommendations made.  
 
The recommendations were grouped into the following categories:  
 clinical safety management tools  
 risk registers  
 clinical safety management processes in the PCEHR system  
 inter-agency clinical safety management processes.  
 
The purpose of the first PCEHR clinical safety review was to 
examine the progress made on the nine Report 
recommendations. In addition, a review and assessment of the 
clinical incident management process for the PCEHR was 
conducted. 
 
16 recommendations were made on improving structures and 
processes. 



Clinical safety review 2 (2013) 
The Second Review included a document review of policies, processes 
and supporting tools and templates. 

Recommendations (12) included: 
• Improving the inter-rater reliability of classification of clinical risk 
• Shared risk register 
• Creation of a test environment – simulation and training 
• Revise the incident management and response plan 
• Establish a clinical safety officers working group 
• Development of a Clinical Utility Program with “A single clinical sign-off 

process is being developed that includes consideration of clinical safety, 
clinical functional assurance and adoption, benefits and change” 

• Revise the HELPLINE scripts to identify and escalate clinical risks and 
incidents 

• Information packs and inter agency scenario testing for clinical incident 
management, and a structured clinical incident reporting template. 
 



Clinical safety review 3 (2013) 
1: A review of a sample of de-identified PCEHR records (112)  
 
2: An investigation of the National Prescription and Dispense Repository 
(NPDR) included data analysis, an online survey for Pharmacists (with 
12 responses), site visits to general practices and pharmacies (six site 
visits) and consultation with key stakeholders. 
 
3: To review and develop incident identification, selection and review 
processes for the Clinical Governance Advisory Group, with scenario 
planning and mapping for incident review and reporting  

Recommendations (15) included improving the attribution  of identifiers 
to records, and improved onscreen presentation of PCEHR artefacts in 
clinical systems, especially medications. Further work on incident 
management was recommended, including better incident notification 
mechanisms. 



Clinical safety review 4 (2014) 
An end-to-end investigation of discharge summaries included data 
analysis, site visits to three hospitals (across three jurisdictions) site visits to 
two general practices (in two jurisdictions).  
 
A review of a sample of 102 de-identified PCEHR records, and  
 
An evaluation of the implementation status of the recommendations made in 
the first three PCEHR clinical safety review reports.  

Recommendations (6) included: 
• Standard presentation of discharge summaries 
• Structured dosing directions for high risk medicines 
• Optimal presentation of pathology and diagnostic imaging results 
• Ongoing refinement of the continuous quality improvement processes 



Clinical safety review 5 (2014) 
End-to-end analysis on the accuracy and data quality of Shared 
Health Summaries provided to myHR. 
 
Review the rigour and consistency of applying best practice clinical 
safety principles in the design and build of new functional aspects 
for the myHR system (Release 5). 
 
Report on the usability of a sample of Shared Health Summaries  
(from the perspective of GPs, community pharmacists and “high 
pressure” users like emergency departments) 
 
Analyse and report on the current use of Medicare Benefits Schedule 
(MBS) and Pharmaceutical Benefits Schedule (PBS) administrative 
data  
 
Review of a sample (approximately 500) de-identified myHR records 
for general data quality and consistency. 



Clinical safety review 6 (2015) 

Review of the identity management processes 
underpinning the PCEHR System, focusing on 
Individual Healthcare Identifiers  
 
End-to-end review of Event Summaries, including 
usability. 



Clinical incident management 







 

1.High Priority Practices 
2.Organizational Responsibilities 
3.Contingency Planning (Downtimes)  
4.System Configuration 
5.System Interfaces 
6.Patient Identification 
7.Computerized Provider Order Entry with 
Decision Support 
8.Test Results Reporting and Follow-up 
9.Clinician Communication  
 
Singh et al. BMC Med Inform DecisMak. 2013 Apr 12;13:46.20  

ONC SAFER guides 



PCEHR safety guidance – myHR safe use 
guides 
• The Commission is developing guides for clinicians and consumers 

to promote the clinically safe use of the myHR system. 
• Guides to be based on US Safer Guides, tailored to myHR context. 

 
 
 
 
 
 
 
 

• The guides aim to support surveillance for known health IT safety 
risks, with checklists of potential actions clinicians and users can 
undertake to guard against these risks 
 
 

Oplægsholder
Præsentationsnoter
PCEHR provides a unique opportunity for consumers to be more involved in ensuring the accuracy and currency of their health information, which has direct implications on the safety and quality of care they may receive.THIS IS STRONGLY SUPPORTED BY THE COMMISSION – WE BELIEVE IN THE BENEFITS OF GREATER CONSUMER PARTICIPATION IN THEIR CARE.Surveillance for missing/incorrect data and information, optimising consumer utility (use of consumer entered health summary etc etc)



Many thanks to 

Prashan Malalasekera 
 
Dr Berni Eather  
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