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1
Introduction
The Commission undertook a comprehensive review of the Open Disclosure Standard (the Standard)1 in 2011-2012. The review found that the Standard, first published in 2003, remained mostly relevant but could benefit from further refinement, making the following general findings: 

1. Open disclosure is often conducted as a process of information provision from the service to the patient, but patients prefer it as an open dialogue. 

2. Clinicians
 support disclosure but barriers remain to its practice, including:

a. perceived medico-legal consequences of disclosure

b. concerns about preparedness for involvement in open disclosure

c. tensions between the principles of openness and timely acknowledgement, and the requirement for providers to take early advice from their insurers following a harmful incident.

3. Overseas evidence and Australian experience suggest that disclosure is more effective as an ethical practice that prioritises organisational and individual learning from error, rather than solely as an organisational risk management strategy. 

4. Open disclosure has been found to create larger benefits for the health system and patients by fostering cultures of openness and trust.

The Open Disclosure Standard Review Report (Review Report)2 made a number of recommendations to effect changes in the way open disclosure is prepared for and practiced by clinicians and health service organisations. These changes constitute the differences between the Standard and the Australian Open Disclosure Framework (the Framework).3 

The Review Report also contains information and references that can be of use in developing local open disclosure policy and practice. The report can be accessed through the Commission’s open disclosure web page www.safetyandquality.gov.au/opendisclosure 
1.1
What is the purpose of this document?

This document is designed to highlight key differences, and similarities, between the Framework and the original Standard to assist health services updating local open disclosure policies and guidelines that are based on the Standard.

This document should be read in conjunction with the Framework and other implementation resources produced by the Commission. The Framework and supporting resources can be accessed at www.safetyandquality.gov.au/opendisclosure
2
Similarities between the Standard and the Framework

The Standard was used as the base document for the Framework. While there are differences between the documents, they represent incremental changes in the way that open disclosure is described and its content. 
There are therefore considerable similarities between the two in terms of structure (both consist of two distinct parts), sequence (the steps of open disclosure process itself are very similar), as well as content (much of the legal information is unchanged apart from some minor amendments). 
For example, the eight principles of open disclosure are virtually unchanged as the following comparison in Table 1 demonstrates.
Table 1: Comparison of Open Disclosure Standard and Australian Open Disclosure Framework open disclosure principles
	Open Disclosure Standard 1 
(Section 1.2)
	Australian Open Disclosure Framework 3 (Section 1.3.1)

	1. Openness and timeliness of communication

When things go wrong, the patient and their support person should be provided with information about what happened, in an open and honest manner at all times. The open disclosure process is fluid and may involve the provision of ongoing information.
	1. Open and timely communication
If things go wrong, the patient, their family and carers should be provided with information about what happened in a timely, open and honest manner. The open disclosure process is fluid and will often involve the provision of ongoing information.

	2. Acknowledgment

All adverse events should be acknowledged to the patient and their support person as soon as practicable. Health care organisations should acknowledge when an adverse event has occurred and initiate the open disclosure process.
	2. Acknowledgement 

All adverse events should be acknowledged to the patient, their family and carers as soon as practicable. Health service organisations should acknowledge when an adverse event has occurred and initiate open disclosure.

	3. Expression of regret

As early as possible, the patient and their support person should receive an expression of regret for any harm that resulted from an adverse event.
	3. Apology or expression of regret

As early as possible, the patient, their family and carers should receive an apology or expression of regret for any harm that resulted from an adverse event. An apology or expression of regret should include the words ‘I am sorry’ or ‘we are sorry’, but must not contain speculative statements, admission of liability or apportioning of blame.

	4. Recognition of the reasonable expectations of patients and their support person

The patient and their support person may reasonably expect to be fully informed of the facts surrounding an adverse event and its consequence, treated with empathy, respect and consideration and provided with support in a manner appropriate to their needs.
	4. Supporting, and meeting the needs and expectations of patients, their family and carer(s)

The patient, their family and carers can expect to be:

· fully informed of the facts surrounding an adverse event and its consequences 
· treated with empathy, respect and consideration 
· supported in a manner appropriate to their needs

	5. Staff support – Health care organisations should create an environment in which all staff are able and encouraged to recognise and report adverse events and are supported through the open disclosure process.
	5. Supporting, and meeting the needs and expectations of those providing health care

Health service organisations should create an environment in which all staff are: 

· encouraged and able to recognise and report adverse events 

· prepared through training and education to participate in open disclosure 

· supported through the open disclosure process.


	6. Integrated risk management and systems improvement –

Investigation of adverse events and outcomes are to be conducted through processes that focus on the management of risk (see AS/NZS 43601). Outcomes of investigations are to focus on improving systems of care and will be reviewed for their effectiveness.
	6. Integrated clinical risk management and systems improvement

Thorough clinical review and investigation of adverse events and adverse outcomes should be conducted through processes that focus on the management of clinical risk and quality improvement. Outcomes of these reviews should focus on improving systems of care and be reviewed for their effectiveness. The information obtained about incidents from the open disclosure process should be incorporated into quality improvement activity.

	7. Good governance

Open disclosure requires the creation of clinical risk and quality improvement processes through governance frameworks where adverse events are investigated and analysed to find out what can be done to prevent their recurrence. It involves a system of accountability through the organisation’s chief executive officer or governing body to ensure that these changes are implemented and their
effectiveness reviewed.
	7. Good governance

Open disclosure requires good governance frameworks, and clinical risk and quality improvement processes. Through these systems, adverse events should be investigated and analysed to prevent them recurring. Good governance involves a system of accountability through a health service organisation’s senior management, executive or governing body to ensure that appropriate changes are implemented and their effectiveness is reviewed. Good governance should include internal performance monitoring and reporting.

	8. Confidentiality 
Policies and procedures are to be developed by health care organisations with full consideration of the patient’s, carer’s and staff’s privacy and confidentiality, in compliance with relevant law, including Commonwealth and State/Territory Privacy and health records legislation.
	8. Confidentiality

Policies and procedures should be developed by health service organisations with full consideration for patient and clinician privacy and confidentiality, in compliance with relevant law (including federal, state and territory privacy and health records legislation). However, this principle needs to be considered in the context of Principle 1: Open and timely communication.


Similarly, the elements of open disclosure practice remain alike but with some shifts in emphasis and two key additions:
Table 2: Comparison of Open Disclosure Standard and Australian Open Disclosure Framework open disclosure elements
	Open Disclosure Standard 1 (Section1.1)
	Australian Open Disclosure Framework3 (Section 1.1)

	1. An expression of regret
	1. An apology or expression of regret, which should include the words ‘I am sorry’ or ‘we are sorry’

	2. A factual explanation of what happened
	2. A factual explanation of what happened

	   No equivalent
	3. An opportunity for the patient, their family and carer(s) to relate their experience

	3. The potential consequences of the adverse event
	4. A discussion of the potential consequences of the adverse event

	4. The steps being taken to manage the adverse event and prevent recurrence.
	5. An explanation of the steps being taken to manage the adverse event and prevent recurrence.


3
Key differences 
Broadly, the Framework provides a more comprehensive overview of, and detailed guide to, practicing open disclosure. This reflects the considerable amount of research and literature on open disclosure over the past decade. 

The key ways in which the Standard was changed to produce the Framework are presented below in two categories: (1) structure and emphasis; (2) definition and process. These are outlined below. 
In addition to amendments and additions, subtle changes to the language used in the Standard have been made. These include grammar and syntax, as well as phrasing to alter the tone of the document. An example is the wording of Principle 5 from ‘Staff support’ to ‘Supporting, and meeting the needs and expectations of those providing health care’. While individually these changes may seem small, collectively they contribute significantly to the changes recommended in the Review Report.2
Note: Several of the recommendations are addressed by the development and publication of a suite of resources and materials to support the implementation of open disclosure policy and practice. These resources will be available for through the Commission’s open disclosure web page at www.safetyandquality.gov.au/opendisclosure 
3.1
Structure and emphasis
In relation to structure and emphasis, the Framework differs from the Standard in the following ways: 
1. A change in the emphasis on open disclosure of being, in part, an exercise of risk management (clinical and corporate) to one of ethical practice, patient rights, professional obligation and quality improvement.

2. Framing open disclosure as a dialogue that is likely to take place over a period of time, and require more than one discussion.

3. More emphasis on the involvement of the patient, family and carer (and other patient support persons) in open disclosure.
4. More emphasis on support for staff who are involved in adverse events, and are participating in open disclosure by the health service organisation and other institutions (e.g. insurers, professional organisations). 

These differences were applied in a number of ways including:

· Amending the language and tone throughout the document.
· Repositioning certain sections within the document (e.g. ‘Patient considerations’ is now towards the front of the document (formerly Appendix C); the legal section, formerly Section 7, is consolidated in Appendix 1). 
· Emphasising a patient-centred approach to assessing the severity of an adverse event by incorporating the wishes and experiences of the patient and their support persons.
· Inserting new sections, paragraphs and sentences throughout the document to emphasise the shift in focus (e.g. ‘Health service organisations may offer harmed patients, families and carer(s) involvement in the investigation process’). 
3.2
Definition and process
Some changes were applied to the definition of open disclosure, as well as the process of implementing open disclosure and its actual practice. 
3.2.1
Definition of open disclosure
The updated definition of open disclosure contains new elements, which are outlined in table 2 on the previous page.
3.2.2
Apology
The requirement for the word ‘sorry’ to be part of an apology or expression of regret is a key change to the Standard. This is based on evidence of the importance of saying sorry in the open disclosure process both for patients and for clinicians.
This new requirement is balanced by requiring that individuals involved in open disclosure avoid:

a. making speculative statements 

b. apportioning blame to other persons or entities. 

Additional sections dealing with approaching and communicating an apology have been developed in both Parts A (Section 1.5) and B (Section 10.2) of the Framework. One of these provides sample wording for saying sorry without making speculative statements or apportioning blame is provided in the Framework.
3.2.3
Clinical incident investigation

The Standard contains two sections (13 and 15) on conducting clinical incident investigations. The section has been removed in the Framework as it is now covered and addressed by National Safety and Quality Health Service (NSQHS) Standard 1. 

The Framework does however emphasise the importance of integrating open disclosure with clinical incident management and clinical governance systems (Sections 3.6 and 6.1).

3.2.4
Grading of incidents to determine an appropriate level of response

The Framework emphasises a patient-centred approach to the determination of incident severity, changing the bio-medical harm focus in the Standard to a more nuanced one which incorporates the entire patient experience (Sections 2.1 and 7). The Framework highlights that while harm is usually physical, it can also be psychological and social (and which is consistent with the World Health Organization definition). 
The appendix providing assessment matrices in the Standard has been removed. 
An additional section describing and defining medication errors and adverse drug events (ADEs) has been included (Section 7.3.1).

3.2.5
Near misses and no-harm incidents

The Framework contains new content (Section 2.3) on dealing with near misses and no-harm incidents with guidance on using open disclosure in those circumstances, and reflecting this issue in local policies.
3.2.6
Triggering open disclosure
The Framework emphasises more strongly that open disclosure (and incident investigation) can be triggered by a variety of mechanisms, including formal and informal patient complaints, and incidental observation by a range of individuals. This is reflected in Section 7.1, and reinforced throughout the document. 
3.2.7
Internal evaluation and measurement of open disclosure 
The Framework explicitly recommends routine internal evaluation of open disclosure programs and processes, with the goals of continuous quality improvement through provision feedback on individual performance and reporting to senior management (Section 6.7). 
Appendix 3 of the Framework provides some examples of key measures that can be used for this purpose. Support materials will include post-open disclosure sample surveys for patients as well as staff.
3.2.8
Legal aspects

The section dealing with legal issues remains relatively unchanged (Section 7 of the Standard) and forms Appendix 1 in the Framework. A new section on coronial investigations has been added (Appendix 1, Section 6).

All content has been updated and independently reviewed by a barrister. 
3.2.9
Flow charts

The Framework contains more detailed and comprehensive flow charts illustrating the open disclosure process (Section 1.3.2). 
3.2.10
NSQHS Standards
Implementation of the Framework is an accrediting activity for relevant health service organisations and a new section detailing the requirement has been added (Section 6.2). Supporting resources will focus on open disclosure implementation and practice. 
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� Clinician is defined as "a healthcare provider, trained as a health professional. Clinicians include registered and non-registered practitioners, or a team of health professionals providing health care who spend the majority of their time providing direct clinical care".
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