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Open Disclosure and Management of Adverse Events

Introduction

This module relates to the National Safety and Quality Health Service (NSQHS), Standard 1: Governance for Safety and Quality in Health service care organisations.
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Learning outcomes

On completion of this module, clinicians will be able to:

1. Define open disclosure

2. Discuss the principles for open disclosure

3. Identify organisational policies regarding open disclosure

4. Describe the open disclosure process

5. Discuss open disclosure from the perspective of:

· Patients and carers
· staff

· the organisation

National Safety and Quality Health Service Standards

The Australian Commission on Safety and Quality in Health Care (ACSQHC) developed the 10 NSQHS Standards to reduce the risk of patient harm and improve the quality of health service provision in Australia. The Standards focus on governance, consumer involvement and clinically related areas and provide a nationally consistent statement of the level of care consumers should be able to expect from health services.

Aim of Standard 1

The aim of Standard 1 is to ensure that health care organisations establish and maintain a governance structure and systems to sustain and improve the reliability and quality of patient care.  

A governance system sets out safety and quality policies, protocols and procedures and assigns roles, responsibility and accountability for patient safety and quality.
The principles in Standard 1: Governance for Safety and Quality in Health Service Organisations and Standard 2: Partnering with Consumers are fundamental to all Standards and provide a framework for their implementation.

ACSQHC, 2012
	Criteria to achieve Standard 1

	Governance and quality improvement systems

	There are integrated systems of governance to actively manage patient safety and quality risks.

	Clinical practice

	Care provided by the clinical workforce is guided by current best practice.

	Performance and skill management

	Managers and the clinical workforce have the right qualifications, skills and approach to provide, safe, high quality care.

	Incident and complaints management

	Patient safety and quality incidents are recognised, reported and analysed and this information is used to improve safety systems.

	Patient rights and engagement

	Patient rights are respected and their engagement in their care is supported. 


Table 1: Criteria to meet Standard 1 (ACSQHC, 2012)

Policies and procedures

There are numerous policies, procedures and resources within health care services to assist you in meeting your responsibilities in relation to governance and open disclosure.  It is important to access, read and adhere to these systems, policies and procedures within your organisation. 

The following health care policy headings may include information in relation to open disclosure. 

· Incident Management Policy and Procedure

· Open Disclosure Policy

· Clinical Governance Framework

· Patient Rights and Responsibilities

· Informed Consent

Background

In 2011-2012, an adverse event was reported in 5.1 % of Australian hospital admissions.  This percentage incorporates data from both private and public hospitals.
The Australian Institute of Health and Welfare (AIHW), 2012
These events can have serious consequences for patients, carers and clinicians.  Evidence also suggests that only a small proportion of these adverse events are disclosed to patients, with an even smaller proportion of this disclosure meeting patient needs and expectations.

The expectations, views and preferences of patients and carers regarding health care safety and quality often differ to those of health care providers.
Furthermore, a lack of knowledge, clarity and guidance around which events should be disclosed is reported by health care workers.  Disclosure may be withheld for reasons including:
· trivialising of the event by clinicians

· patients being unaware that the event had occurred
· clinicians deciding the patient would not want to know or believing that the explanation would not be understood by patients

Iedema et al, 2011; ACSQHC, 2012

An organisational culture which promotes openness and transparency and has a willingness to learn from errors is essential for safety and quality. 
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Senior Medical Manager, cited in Open Disclosure Standard Review report (ACSQHC, 2012)

In the past, the obligation to discuss adverse events with affected patients was an ethical one, without any legal backup.  It is now a legal obligation within Victoria.

Department of Health Victoria, 2013
The Australian Open Disclosure Framework (The Framework) provides a nationally consistent guide for communication following adverse events.  The Framework is designed to enable health care organisations and clinicians to communicate openly with patients when health care does not go to plan.  This framework can be accessed at: 
http://www.safetyandquality.gov.au/wp-content/uploads/2013/05/Australian-Open-Disclosure-Framework.pdf
Understanding open disclosure

Open disclosure describes the way clinicians communicate with patients, families and carers who have experienced harm during health care.  It involves open, effective and honest communication with patients and families to acknowledge an adverse event. 

The main elements of open disclosure are:

· an apology or expression of regret, which should include the words ‘I am sorry’ or ‘we are sorry’

· a timely and factual explanation of what happened

· an opportunity for the patient or carers to relate their experience of the adverse event

· a discussion of the potential consequences of the adverse event 

· an explanation of the steps being taken to manage the adverse event and prevent recurrence
Open disclosure is a discussion and an exchange of information that may take place in one conversation or over one or more meetings.  

ACSQHC, 2013
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Senior Medical Manager, cited in Open Disclosure Standard Review report (ACSQHC, 2012)

How does open disclosure assist patients and families?

Patients may experience a range of physical and emotional trauma and harm following a serious adverse event.  Significant trauma may also be experienced by families and carers.  

Open disclosure can have a powerful effect in healing and restoring trust if the harm is fully acknowledged.

O’Connor, et al, 2010; ACSQHC, 2013
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Patient relative, cited in Open Disclosure Standard Review report (ACSQHC, 2012)

When health care does not go to plan, evidence suggests that patients want to know and understand what happened and why.  They want to know there is genuine regret that the event occurred and that steps will be taken to minimise the risk of similar events occurring again.
For clinicians there is often uncertainty and confusion about disclosing information when there has been an adverse event.  The exchange of timely and honest information is important for the recovery process for patients, carers and clinicians.
Participating in open disclosure does not breach a clinician’s professional indemnity or institutional insurance.
ACSQHC, 2013
Principles of open disclosure

The Framework outlines eight principles to guide the open disclosure process.  These are: 

1. Openness and timeliness of communication.
2. Acknowledgment. 

3. Apology or expression of regret.
4. Supporting and meeting the needs and expectations of patients, their families and carers.
5. Supporting and meeting the needs and expectations of those providing health care.
6. Integrated clinical risk management and systems improvement.
7. Good governance.
8. Confidentiality. 

ACSQHC, 2013
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Patient relative, cited in Open Disclosure Standard Review report (ACSQHC, 2012)

The open disclosure process

The implementation of an open disclosure program involves:

· communication, advocacy and support for patients

· developing a safe and just culture

· fostering effective communication and saying sorry

· recognising and reporting adverse events 

· the provision of advice, training and support for staff

ACSQHC, 2013 

What should happen after an adverse event

1. Ensure the patient and/or staff member are safe.
2. Report the event to the person in charge of the area.
3. Ensure the patient and carers are aware that an event has occurred.

4. Report the event into the incident or risk management system as soon as possible.
5. Notify the patient's doctor to determine if additional orders are required.
6. Review the circumstances relating to the event to determine if preventable.
7. Notify the patient and family what has been done in relation to the event.
‘No blame’ approach 

The open disclosure process incorporates the ‘no-blame’ approach.
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Staff member, cited in Open Disclosure Standard Review report (ACSQHC, 2012)

Blaming individuals when adverse events occur is unproductive and may:

· create an environment of fear and distrust in which the reporting of adverse events is unlikely to occur

· prevent understanding of the cause of the event such as :

· a culture of taking short cuts 

· failure to comply with hospital procedures 

· stress created through unplanned staffing crises, inexperience and the complexity of patient care

Department of Human Services (DHS), 2008
Clinicians have a right to fair treatment including the right to be heard, to be able to respond to any findings from an investigation and to have a support person present during any discussions. 

The impact of errors on patients and families

Patients may experience physical, emotional and financial trauma following an adverse event.  The effects on patients may include:  

· sadness, anxiety, depression

· loss of trust and confidence

· fear of additional errors

· anger at delays in recovery 

· frustration that the incident might have been preventable

Patients and carers can fear retribution or labelling from clinicians if they raise the incident or express their feelings. 

Feelings of guilt are also common among family members of a harmed patient.  They may berate themselves for not protecting their family member.  

Both patients and carers benefit from communication which is honest, personal, timely and accurate.

O’Connor, et al, 2010; Iedema et al, 2011; ACSQHC 2012
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Patient comment, cited in Iedema et al, 2011 

The impact of errors on clinicians
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Support personnel, cited in Open Disclosure Standard Review report (ACSQHC, 2012)

Adverse events can have a huge impact on clinicians.  It can be felt in their private lives, in interactions with professional colleagues, and within the context of their social life. 
During investigation of the error, the clinician is often plagued with fears of:

· losing their job 

· the financial consequences of unemployment

· being labelled as incompetent or careless by colleagues, their family, the patient or the patient’s family

· loss of co-workers’ respect

· involvement in a lawsuit

· loss of their professional license 

· being judged or blamed when returning to work
· making further errors
This may be complicated by debilitating feelings of self-doubt, remorse, depression, guilt and loss of confidence. 

Scott, 2008; Scott, 2010
Further resources

The ACSQHC has developed a number of resources for patients, clinicians and health care providers in relation to open disclosure, including:

· Open Disclosure: a guide for patients booklet available at: http://www.safetyandquality.gov.au/publications/open-disclosure-a-guide-for-patients-booklet/
· Open disclosure resources for clinicians and health care provider available at: http://www.safetyandquality.gov.au/our-work/open-disclosure/implementing-the-open-disclosure-framework/open-disclosure-resources-for-clinicians-and-health-care-providers/
· Review of the Open Disclosure Standard available at: http://www.safetyandquality.gov.au/publications/open-disclosure-standard-review-report/
The Victorian Department of Health has developed:

· an e-learning package for open disclosure available at: http://vhimsedu.health.vic.gov.au/opendisclosure/welcome.php
· patient /family brochure – Information for patients, carers and families about adverse events and open disclosure available at: http://health.vic.gov.au/clinrisk/opendisc-resources.htm
· a resources toolkit for health services which includes a staff questionnaire at: http://health.vic.gov.au/clinrisk/opendisc-resources.htm
Support services within organisations

A number of support services are available within health care organisations to support staff following adverse events.  These may include:

· workplace managers

· staff medical clinics

· employee assistance programs (EAP)

· pastoral care services

· human resource departments and senior executives 
Summary

Open disclosure is an important aspect of Standard 1 in the National Safety and Quality Health Service Standards. 

The key messages are:

1. In 2011-2012, an adverse event was reported in 5.1% of Australian hospital admission. This percentage incorporates data from both private and public hospitals.

2. These events can have serious consequences for patients, carers and clinicians.

3. Only a small proportion of adverse events are disclosed to patients, with an even smaller proportion of this disclosure meeting patient needs and expectations.

4. An organisational culture which promotes openness and transparency and has a willingness to learn from errors is essential for safety and quality. 

5. Open disclosure describes the way clinicians communicate with patients, families and carers who have experienced harm during health care.
6. Patients experience a range of physical and emotional trauma and harm following a serious adverse event.

7. When health care does not go to plan, evidence suggests that patients want to know and understand what happened and why.  

8. The exchange of timely and honest information, is important for:

· the recovery process for patients and carers
· the recovery process for clinicians 

9. Blaming individuals when adverse events occur is unproductive. 

10. Feelings of guilt are common among family members of a harmed patient.  They may berate themselves for not protecting their family member. 

11. Clinicians have a right to fair treatment including the right to be heard, to be able to respond to any findings from an investigation and to have a support person present during any discussions. 

12. Adverse events can have a huge impact on clinicians.  It can be felt in their private lives, in interactions with professional colleagues, and within the context of their social life.
13. Support services are available within health care organisations to support staff following adverse events.
Glossary of terms

Adverse Event 

An incident in which harm resulted to a person receiving health care

Note: This term is used interchangeably with ‘harmful incident’.

ACSQHC, 2012
Incident


An event or circumstance which could have resulted, or did result, in unintended or unnecessary harm to a person and /or a complaint, loss or damage.
ACSQHC, 2012
No harm Incident
An error or system failure that reaches the patient but does not result in patient harm

ACSQHC, 2012
Near Miss
An incident that did not cause harm but had the potential to do so

ACSQHC, 2012
Test Yourself
Fill in the gaps.

1. Adverse events can have serious _______________ for patients, carers and clinicians.
2. There is now a __________ obligation to disclose adverse events to affected patients.
3. Open disclosure is about how clinicians ______________ with patients and carers who have experienced harm during health care.
4. An ___________ or expression of ___________ should be offered to affected patients and carers following an adverse event.
5. Open disclosure can help to heal and restore _______ if harm is fully acknowledged.
6. When health care does not go to plan, patients want to know and understand what happened and _____.
7. Participating in open disclosure does not breach a clinician’s professional ______________ or organisational _____________.
8. The first step after an adverse event is to ensure the patient and/or staff member are ______.
9. Clinician’s involved in adverse events have the right to ______ treatment.
10. Patient’s may experience physical, _______ and financial trauma.
11. Patient’s and carers may fear __________ or labelling from clinicians if they express their concerns.
12. Family members and carers can experience feelings of ______.
13. Clinicians may experience feelings of self doubt, _________, depression, guilt and ______ ___ ______________.
14. All involved parties can benefit from communication which is open, __________, personal, timely and accurate.
15. Patients and families should be notified about what has been _______ in relation to the event and to prevent further similar adverse events occurring. 

Answers
1. Consequences

2. Legal

3. Communicate

4. Apology, regret

5. Trust

6. Why

7. Indemnity, insurance

8. Safe

9. Fair

10. Emotional

11. Retribution

12. Guilt

13. Remorse, loss of confidence

14. Honest

15. Done 
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“We had... an absolutely horrendous situation and we went through an open disclosure process and that was the most amazingly... positive experience.”





“it’s almost like there was a breath of fresh air coming into this room, and you really could see him physically change… His tone changed, his body language changed, and he was saying things like, ‘so where do we go from here?’ So that to me was a very eye opening experience, very.”





“I blamed the hospital, I blamed myself, I blamed everybody.  Like... the guilt that I’d let my son down, and the blame that I needed to pass on to the hospital... Open Disclosure actually lifted a great weight off my shoulder. I didn’t feel like it was about guilt any more. It was about acceptance.” 





“An apology would go such a long way, it really would, a simple apology.” 





“So, it’s all about maintaining people’s confidence and trust and treating them respectfully.” 





“We got the open disclosure letter, saying they had an open disclosure policy, and they were quite happy to discuss what had happened... which was good because we needed that”. 





“To start with when it first occurred they both wanted to resign and leave and never nurse again, and they’re now still working... So they not only benefited from it, they learned from it and they’re now teaching others.” 
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