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Discussion Paper – review of statutory privilege in relation to root cause analysis and quality assurance committees
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INTRODUCTION

BACKGROUND
Over the past 20 years the management of adverse incidents and the knowledge and learning obtained from these processes have been used to improve systems of health care.  There have been many drivers to reduce the incidence of adverse events.  The health care system has come under scrutiny from the public, clinicians, government and users of the health system.  The public has become more involved and willing to tell its stories at inquiries and reviews into patient care, such as those in respect of Chelmsford Private Hospital, Camden and Campbelltown Hospitals, Royal North Shore Hospital, and most recently the Special Commission of Inquiry into Acute Care Services in NSW Public Hospitals (the Garling Report).
  The Garling Report highlighted that clinicians, patients, carers and families want to tell their stories in respect of their adverse event experiences, such as the Vanessa Anderson case, and have a say in improving the public health system. 
Previous inquiries and reviews have also examined the involvement and participation of clinical staff in this process.  While there have been different structures and processes proposed or considered, one part of the debate in this area always centres on the question of whether special protections, including confidentiality of information, should apply to any or all of the investigative and reporting processes.

Strong evidence is a key factor in system improvement – it is vital that clinicians fully participate and provide all relevant information relating to adverse incidents.  Without such full cooperation and openness on the part of clinicians, information that will enable the underlying causes of adverse events to be identified and patient care and safety to be improved may not be available.  Confidentiality of the process and protection for those involved in the review of certain kinds of adverse incident have been promoted as key ways of encouraging this openness and honesty.  

Acceptance of the need for some confidentiality for research and other inquiries designed to improve standards of health care has been accepted in New South Wales going back as far as 1939, when the first maternal and perinatal committee was established.  In the early 1980s, specially privileged quality assurance committees approved by the Minister for Health were introduced.

Recent debate has focussed on the way protections might interact with other principles, such as individual responsibility and open disclosure.  It is becoming more apparent that systems need to consider and address how to balance these disparate objectives:  
· balancing individual accountability against systemic improvement, and 
· balancing the need to provide confidentiality protections to encourage openness and learning against the need to ensure processes are transparent and that errors can be fully and frankly discussed with patients, families and carers.
The issues are complex, however they need to be discussed, reviewed and assessed to ensure continued improvement in a system that is transparent, fair and accountable for clinicians, patients, families and carers.
Most recent reviews and inquiries have confirmed the view that some level of protection and confidentiality should be provided to investigative or review processes directed at systemic improvement.  The degree of support, however, has varied.  The final report of the Special Commission of Inquiry into Campbelltown and Camden Hospitals (the Walker Report), for example, was somewhat ambivalent about the need for such protection.  The Walker Report recommended a new form of special protection of institutional systemic inquiries through the statutory recognition of Root Cause Analysis (RCA).
The legislative recommendations of the Walker Report passed through Parliament in late 2004, with the provisions protecting the processes used in RCA commencing operation on 1 August 2005.  The statutory provisions, contained in Part 2, Division 6C of the Health Administration Act 1982 (the Act), require an RCA team to be appointed to review all “reportable incidents” occurring in NSW public hospitals.
  The statutory provisions provide certain protections for RCA processes and members of RCA teams.  These provisions were closely modelled on the statutory privilege provisions for approved quality assurance committees contained in Part 2, Division 6B of the Act.  Section 20U of the Act requires a review of the RCA provisions after a period of three years: 

“to determine whether the policy objectives of the Division remain valid and whether the terms of the Division remain appropriate for securing those objectives”.  

Shortly after the Parliament passed the legislation providing statutory protection to RCA processes, the General Purpose Standing Committee No 2 of the Legislative Council, NSW Parliament conducted a review of complaints handling within NSW Health (the Parliamentary Inquiry into Complaints Handling).  The report of the Inquiry, Review of Inquiry into Complaints Handling in NSW Health (Nov 2006), recommended review of the confidentiality protections applied to RCA and other adverse events investigations, in the following terms:

“That the NSW Minister for Health instigate an urgent review of the nature and extent of privilege relevant to incident investigations.  The proposed review should examine:

· the possible extension of privilege in relation to incident investigations, including root cause analysis

· the methods used to ensure root cause analysis investigations are conducted with procedural fairness.”
PURPOSE OF THE REVIEW
The primary purpose of this Discussion Paper is to address the single outstanding recommendation of the Walker Report which, as noted above, was to review the statutory protections applied to RCA processes in the NSW public health system as set out in Part 2, Division 6C of the Act.  The Review will also address the recommendation of the Parliamentary Inquiry into Complaints Handling and examine possible extension of the statutory privilege.

As noted above, the RCA provisions are not the only means currently available to protect review and investigation of clinical incidents.  The Walker Report made specific note of the pre-existing provisions establishing approved quality assurance committees (QACs) under Part 2, Division 6B of the Act, concluding the RCA provisions should be based on the QAC provisions.  The QAC provisions have not previously been subject to a formal review, and the Department has decided to broaden this review to include reconsideration of the QAC provisions in the Act. 

While this review will examine the operational effectiveness of the RCA provisions, it is also recognised that there has not to date been a broad discussion of how these protections sit with more recent NSW Health policy initiatives designed to increase transparency, openness and communication with patients and their families.  As noted above, reaching an appropriate balance between maintaining openness with patients and ensuring the confidence of clinicians in the process is pivotal, and it is important that this balance be factored into any changes to be recommended to the legislation.

This Discussion Paper is therefore structured in three parts:

Part One:  having regard to the recommendations of both the Walker Report and the Parliamentary Inquiry into Complaints Handling Committee, examination of the policy basis for the statutory privileging of elements of RCA and QAC processes, and how they should be balanced against competing interests such as individual accountability and open disclosure.
Part Two: examining in detail the operational effectiveness of the RCA provisions introduced in response to the Walker Report recommendations, including examining whether the current provisions are effective and workable and whether they enhance or detract from the aims of the legislation.
Part Three: examine the ongoing need for the statutory privileging of QACs under the Act, and consider any changes or improvements that may be made to these provisions. 
This Paper should be considered alongside the recent Position Paper of the Clinical Excellence Commission (CEC) on Review of Serious Clinical Incident Investigation Processes (RCA) in NSW (May 2009).
 

The terms “area health service”, “health service” or “health services organisation” when used in this Paper include area health services, statutory health corporations and affiliated health organisations established under the Health Services Act 1997, as well as the NSW Ambulance Service.
FEEDBACK AND SUBMISSIONS

The Department seeks feedback from stakeholders on the questions for discussion set out in the Discussion Paper, including the issues relating to the principles which should be applied to privilege, and the operation of the privilege currently applying to RCA and QACs.  The Department also seeks comment on stakeholder concerns or issues relating to the statutory privilege that have not been identified in this Paper.
Following consideration of stakeholder views the Department will develop recommendations for consideration by the Minister for Health. 

Copies of the Health Administration Act 1982 and the Health Administration Regulation 2005 are available from the NSW Government Information Service (tel: (02) 9743 7200) and on the Internet site of the New South Wales Parliamentary Counsel’s Office (http://www.legislation.nsw.gov.au).

	Submissions should be made to:

Legal and Legislative Services Branch

NSW Department of Health

Locked Bag No. 961

NORTH SYDNEY NSW 2059

Fax: 02 9391 9604

Ph: 02 9391 9606

e-mail – legal@doh.health.nsw.gov.au
The closing date for submissions is Friday 19 July 2009. 



PART 1: BASIS FOR STATUTORY PRIVILEGE FOR RCA PROCESSES
1.1
What is Privilege?

The statutory privilege accorded to RCA processes under the Act has four main features:


Limitations on Use in Court or other proceedings
1. a prohibition on the production of privileged material to a court or other body, including a prohibition on the material being led in evidence before a court or other body;

2. a protection for persons involved in privileged processes, which prevents them from being personally competent or compellable to give evidence in relation to the privileged processes before a court or other body;

3. a further restriction on how “non-privileged” findings released at the end of a privileged process can be used in any later court or other proceedings; and
Restrictions on General Disclosure
4. a statutory offence to prevent general disclosure of privileged material or information, subject to specified statutory exemptions.

1.2
Policy Basis for Privilege

While there are a range of detailed operational issues which need to be addressed in how the RCA privilege operates and whether it operates effectively (see Part 2 of this Paper), a threshold question arises as to the policy justification for the continuance of these types of privilege.  In seeking responses on this broad policy question, the Department has identified a series of three policy principles against which any proposal to protect certain processes or material with a statutory privilege should be measured: 

1.2.1
Can the privilege be justified as in the public interest, based on clear, demonstrable evidence?

The provisions contained in Part 2, Division 6C of the Act mark a substantial restriction on the availability of information and to some degree overturn the broad powers of courts to seek and consider information relevant to matters before them.  The basis for imposing such restrictions must be strongly grounded and readily justifiable.

The key rationale for the privilege put to the Special Commission of Inquiry into Campbelltown and Camden Hospitals was that in the absence of such protections clinicians would be unlikely to participate fully and frankly in such processes.  It was said that without full clinician cooperation and participation, RCA teams would not be in a position to identify the underlying cause of an incident or to make effective recommendations for improvement or change to the system.  According to this view, providing the privilege ensures prompt and effective incident review or investigation so as to identify the causes of incidents.

There is strong support for this position among some clinician groups and medical indemnity insurers.  For example, in its submission to the Parliamentary Inquiry into Complaints Handling, the AMA (NSW) argued that the current provisions in the Act are “grossly inadequate” and that “more detailed safeguards need to be incorporated into the legislation to protect those clinicians involved in incidents which become the subject of an RCA”.
  Similarly, the medical indemnity insurer United Medical Protection (now Avant Mutual Group Limited) argued in its submission to the Parliamentary Inquiry that the privilege “allows the individual health practitioners who are requested to be involved in the RCA to speak freely knowing that all information is protected”.

Submissions received by Government from individual clinicians in the course of considering the Walker Report’s recommendations also emphasised this point.  This was reflected in the Second Reading speech for the RCA legislation, where the Minister stated the changes would:

“…encourage practitioners to participate in root cause analysis, which is an important tool for ensuring the causes of adverse events are properly identified.”
  

There has, however, been limited objective evidence available to show that processes not accorded privilege are in fact impaired as a result of lack of clinician involvement.  In this regard, it is worth noting that while the Walker Report recommended introduction of the statutory RCA privilege, it also recommended a review of the ongoing need for the privilege after a period of three years.  The Walker Report recommended: 

this is an area where the level of apprehension and fear is not matched by empirical evidence, (as such) there should be a review of the usefulness of the information generated from root cause analysis in order to justify any continued protection.”
  

The operation of the RCA statutory privilege for a period of over three years in NSW should have provided an opportunity for evidence to emerge of the claimed public benefits of the privilege, and whether it has been effective in achieving its intended objective of facilitating full and frank clinician involvement in RCA processes.  
Further, one of the reasons that it has been claimed clinicians are unwilling to participate in RCA processes in the absence of the statutory privilege is that information they provide to the RCA team may be subject to subpoena in any subsequent civil proceedings.  The Walker Report considered the perceived threat of litigation against clinicians was a significant reason for the need for privilege.  The Department is interested in any evidence that may be available as to whether the civil liability reforms introduced by the New South Wales government in the Civil Liability Act 2002 have had the effect of reducing the incidence or nature of litigation.  Any such evidence may be relevant to the ongoing need and form of the statutory privilege in respect of RCA processes.
1.2.2
Is the privilege and the process it covers effective (from an operational perspective) in addressing the public interest and achieving its stated ends.

Clearly, if such restrictions are to be imposed, there must be confidence, not only that it is justified in the public interest, but that the process which the privilege protects is also effective.  

The question as to whether the privilege achieves its stated ends is also posed by the review provision in the Act, which requires the RCA provisions to be assessed on the basis of whether they “remain appropriate for securing” their objectives.  The issue of the operational effectiveness of the RCA provisions is considered in detail in Part 2 of this Paper. 

1.2.3
Does the privilege allow an appropriate degree of transparency and accountability to the process, and properly address competing issues such as open disclosure and individual accountability.

As acknowledged by the Walker Report, the nature and extent of the statutory privilege involves weighing the competing public interests in ensuring:

· review and investigation processes are comprehensive and robust, and

·  transparency, accountability and open disclosure to patients and their families about their care and treatment.  
The Walker Report expressed the need to recognise these competing interests in the following terms:

“A balance is required which accounts for the public interest in the community having access to health information as well as patients having access to information about the way in which they have been treated.  The public interest in health care professionals taking part in quality assurance and improvement activities by contributing to discussions about adverse events is also part of the equation.”

Concerns have been raised in the past that privileged processes create unnecessary and unjustifiable barriers to openness, particularly with patients and their families.  Concerns have also been raised that privilege may also provide a barrier to appropriate action being taken where incidents have been the result of individual misconduct, negligence or poor performance.

It has also been argued that a privileged process can be designed to minimise the barriers.  Some of the mechanisms that seek to address the potential drawbacks of statutory privilege under the current legislation include: 
· limiting the protection to internal documents of RCAs
· requiring notification by RCAs to the chief executive of the area health service of any matter that may involve impairment, professional misconduct or unsatisfactory professional conduct of a clinician, and
· requiring a final non-privileged report of the process to be made available.  

	Discussion Point 1

Should RCA review of SAC 1 clinical incidents continue to enjoy the statutory privilege?  In particular, does the statutory privilege remain compatible with the principles of open disclosure that now form part of NSW Health policy?

In considering these questions, it would be useful to receive submissions and/or evidence in relation to the following matters: 

(i) whether the existence of the privilege encourages clinicians to participate in RCA investigations to a greater extent, and in a more full and frank manner, than would be the case in the absence of the privilege

(ii) the quality and usefulness of the information generated by privileged RCA investigations, including the causation findings and recommendations

(iii) the extent of the implementation of the recommendations of privileged RCA investigations, both at a local and state level, and their effectiveness in reducing the incidence of serious clinical incidents
(iv) whether the “secret” nature of RCA processes has resulted in inappropriate failure to identify or refer individual clinician conduct or performance issues to relevant health services, professional registration or health complaints bodies, and

(v) whether the tort law reforms in New South Wales introduced by the Civil Liability Act 2002 have reduced the nature and extent of civil claims against clinicians, as well as clinicians’ concerns about litigation, and consequently increased clinicians’ willingness to participate in RCA processes in the absence of the statutory privilege.




PART 2: OPERATIONAL EFFECTIVENESS OF THE RCA PROVISIONS
The RCA provisions were introduced in 2005, and NSW public hospitals and clinicians have worked with the RCA process and the legislative provisions on a day to day basis for more than three years.  In that time there have been legislative and policy developments that impact on RCA processes, most importantly the requirement that area health services implement open disclosure in respect of incidents.
  Recently a number of operational and technical issues have arisen in respect of RCA processes.  This Part of the Paper raises a number of issues the Department has identified.
2.1
The types of incidents covered by the privilege 

An initial issue that arises is whether the kinds of incidents currently covered by the privilege remain appropriate.  The privilege applies only to “reportable incidents” (section 20L of the Act), which is defined as a SAC 1 clinical incident.
  Under NSW Health policy this definition automatically includes certain specified incidents, such as the suspected suicide of a patient who has received treatment for a mental illness from the health services organisation within the previous seven days.

There are conflicting views a as to whether the definition of “reportable incident” should be amended to broaden or narrow the range of matters that are currently the subject of the privilege.  A further approach would be to give area health services greater discretion or flexibility as to when incidents are subject to RCA review. 

Expanding the definition of reportable incident
One view is that consideration should be given to expanding the types of incidents covered by the privilege.  For example, one of the recommendations of the Parliamentary Inquiry into Complaints Handling was that NSW Health review “the nature and extent of privilege relevant to incident investigations” to examine “the possible extension of privilege in relation to incident investigations, including root cause analysis”.  

Any proposal to expand the statutory privilege beyond the relatively narrow categories of incidents to which it currently applies would need to be carefully balanced against the countervailing principles of openness, transparency and accountability discussed in Part 1 above.  
There are also some practical issues that would arise from any proposal to extend the statutory privilege beyond clinical SAC 1 incidents.  First, clinical incidents that are assessed as SAC 2 or SAC 3/4 include many minor clinical incidents that may not require statutory privilege in order to encourage health care professionals to participate in the RCA process.  As observed by the Walker Report, not every adverse event would necessarily require a protected environment in which consideration of the event could take place.
  

Further, the inclusion of corporate incidents could result in the inclusion of many incidents involving financial loss to the health service (such as loss of assets), lost time, or medical expenses.  Again, incidents of this nature may not give rise to concerns by health care professionals about participation in the investigation process such that the process is required to be protected by statutory privilege in order to ensure their participation. 

Narrowing the definition of reportable incident
A second view is that the scope of the privilege should be narrowed because certain categories of incident that currently fall within the definition of clinical SAC 1 incident are not appropriate for privileged statutory RCA investigation in all instances.  Conducting RCA review of recurring clinical SAC1s of the same type resulting in similar or identical outcomes from the review may not necessarily result in health system improvement or the most appropriate use of resources.  For example, feedback received by the Department has questioned whether suspected suicides of mental health patients within seven days of discharge should in all cases be subject to privileged RCA investigation.  
A more flexible/discretionary approach
Another possible approach would be to include greater flexibility in the definition of “reportable incident” so as to allow more discretion to area health services in deciding whether or not to conduct an RCA review of any particular incident.  If this was to be considered, further questions would arise as to what guidance should be provided as to the exercise of the discretion. 

Consideration could also be given to permitting area health services to establish RCA teams with the flexibility to review incidents that fall outside the strict definition of “reportable incident” (i.e. clinical SAC 1 incidents).  This may occur, for example, in relation to a SAC 2 incident the particular circumstances of which are considered by the area health service to be appropriate for RCA investigation.  
	Discussion Point 2
Should the definition of “reportable incident” be amended?  

What issues, including resource implications and impact on open disclosure, would arise from any proposal to broaden or narrow the scope of the privilege?

Should discretion be given to local health services in deciding when an RCA investigation should be conducted?  Should other bodies, such as local quality assurance committees, be able to refer matters to RCA investigation?

If health services are to be given discretion as to the matters that may be referred to RCA, what limits should be placed on such discretion?




2.2
The extent of the privilege, including protection of non-RCA team members and audit of RCA processes 
Section 20Q(1) of the Act provides that:

A person who is or was a member of the RCA team and the relevant health services organisation for the RCA team was appointed are neither competent nor compellable:

(a) to produce before any court, tribunal, board or person any document in his, her or its possession or under his, her or its control that was created by, at the request of or solely for the purpose of the RCA team; or

(b) to divulge or communicate to any court, tribunal, board or person any matter or thing that came to the notice of a member of the RCA team as such a member.

Protection for non-RCA team members
The privilege is limited to a person who is or was a member of an RCA team and the health services organisation itself.  It does not include persons who are not members of the RCA team, or copies of documents in the possession or control of such persons.

There are a number of circumstances where these limitations in the statutory provisions may give rise to issues:

· RCA teams routinely interview staff who were involved in or witnessed an incident.  It appears unlikely the privilege will extend to protecting a staff member who was interviewed by an RCA team from being the subject of a subpoena to give evidence in relation to the answers provided by that staff member to the RCA team.  

· Similarly, in the event a staff member who was involved in or witnessed an incident prepares or provides any document to the RCA team, there is a question as to whether the privilege will extend to protecting any original or copy of that document in the possession of the staff member (such document not being in the possession or control of the RCA team member).  It may be arguable in this case that where the staff member is an employee of the health services organisation, the document is in the possession or control of the health services organisation, which may claim the privilege.  However, this matter is by no means clear.

· There are documented instances of RCA teams interviewing an expert or panel of experts for the purpose of obtaining an expert opinion in relation to proposed RCA findings and recommendations.
  It is arguable that the privilege will not extend to protecting an expert who attended such a meeting from being the subject of a subpoena to give evidence in relation to the opinion provided by the expert to the RCA team.  Similarly, it is arguable the privilege will not protect any notes or other documents held by the expert relating to the incident, including any report or written opinion provided by the expert to the RCA team, from being the subject of a subpoena for the production of documents.    

The above issues suggest that there may be some deficiencies in the scope of the privilege as it currently applies.  In particular, it appears that it may be possible to circumvent the privilege by seeking information or documents from persons who are not RCA team members.  This could defeat the public interest in maintenance of the privilege.  
These considerations give rise to the question as to whether the privilege provisions should be amended by reference to the purpose for which a communication is made or a document is created (that is, for the purpose of the RCA review), rather than by reference to who has possession or control of documents, or the fact of a person’s status as an RCA team member.  Such an amendment may also give rise to a greater level of confidence and understanding of the privilege on the part of clinicians, and so result in a greater willingness to participate in these processes.  Any such proposal, of course, involves significantly expanding the scope of privileged processes, and would need to be carefully weighed against the public interests in open disclosure and accountability.
Audit or review of RCA processes
A further issue regarding the extent of the privilege is that under section 20P of the Act it is an offence for an RCA team member to disclose any information acquired in his or her capacity as a team member, except:
(a)
for the purpose of exercising the functions of a member

(b)
for the purposes of any recommendation of the RCA team

(c)
for the purposes of the RCA team’s final report, or

(d)
in accordance with the regulations.

At present no regulations have been made under this section, which means the circumstances in which an RCA team member may disclose information are very narrow.  One area of concern relates to the fact there is no capacity for external audit or review of RCA team processes, both generally and where issues may have arisen in any particular case.  One potential area of reform may be to permit an appropriate oversight body, such as the CEC, to audit or review RCA team processes, and for regulations to be made permitting disclosure of information by RCA team members for this purpose.  The capacity for external review should also increase public confidence in the integrity of the RCA processes, including that RCA teams are appropriately carrying out their notification obligations where individual performance or misconduct issues are identified.  
	Discussion Point 3
Should the Act be amended to extend the privilege to:

(i) communications between the RCA team and persons who are not members of the RCA team, but with whom the RCA team communicates as part of its investigation (such as clinicians or experts);

(ii) documents in the possession or control of non-RCA team members that have been created for the purpose of assisting the RCA team with its investigation;

(iii) any other category of person, document or information?

Should there be audit or review of RCA team processes by an appropriate external body, such as the CEC?
 


2.3
Notification of individual conduct and performance issues 

Subsections 20O (1) and (2) set out the circumstances in which RCA teams are required or permitted to notify the health services organisation of a matter as follows:

(1)
A RCA team is to notify in writing the relevant health services organisation by which it was appointed if the RCA team is of the opinion that the reportable incident that it is considering raises matters that may involve professional misconduct or unsatisfactory professional conduct by a person who is a visiting practitioner or staff member or may indicate that such a person is suffering from an impairment.

(2)
A RCA team may notify in writing the relevant health services organisation by which it was appointed if the RCA team is of the opinion that the reportable incident that it is considering raises matters that may involve unsatisfactory professional performance by a person who is a visiting practitioner or staff member, but not to the extent that would constitute professional misconduct or unsatisfactory professional conduct.
These provisions are significant, in that they recognise the important countervailing public interest in individual accountability by requiring RCA teams to report potential issues of clinician misconduct or impairment, and permitting (but not obliging) RCA teams to report performance issues with clinicians.  These provisions are intended to provide the public with a degree of confidence that whilst RCA processes are focussed on systemic causes of incidents, evidence of individual misconduct or unsatisfactory performance will be dealt with appropriately through other processes.   

There are, however, some operational difficulties that have been encountered with these provisions.  The terms “professional misconduct”, “unsatisfactory professional conduct” and “unsatisfactory professional performance” are not defined in the Act.  The terms “professional misconduct” and “unsatisfactory professional conduct” are defined in New South Wales health professional registration legislation, which may therefore provide guidance as to when notification should occur.
  The term “unsatisfactory professional performance” is not used in any New South Wales legislation, although the term “professional performance” is defined in Part 5A of the Medical Practice Act 1992 to mean “ the knowledge, skill or care possessed and applied by the practitioner in the practice of medicine”.
  

Under the Act, RCA teams have a mandatory obligation to notify concerns about conduct that may involve professional misconduct, unsatisfactory professional conduct or individual impairment (the RCA team “is to” notify the relevant health services organisation of such matters), but are given a discretion as to whether they report concerns of unsatisfactory professional performance (the RCA team “may” notify the relevant health services organisation of such matters).  
One difficulty with the distinction drawn in these provisions between conduct issues (including both “professional misconduct” and “unsatisfactory professional conduct”) and performance issues (“unsatisfactory professional performance”) is that the definition of “unsatisfactory professional conduct” in the Medical Practice Act 1992 includes “Any conduct that demonstrates that the knowledge, skill or judgment possessed, or care exercised, by the practitioner in the practice of medicine is significantly below the standard reasonably expected of a practitioner of an equivalent level of training or experience”.
  In other words certain seriously deficient performance will amount to unsatisfactory professional conduct.  
It is understandable that RCA teams may consider that there is some ambiguity as to their notification obligations in relation to potential performance issues identified during the course of the RCA investigation.  Some of the research indicates there may be misunderstanding of the circumstances in which an RCA team must or may refer a matter of misconduct or performance to the relevant health service.  For example, in one study participants “noted that the criteria for referring individual performance issues to the CE related to issues of criminality and abuse and not to negligence, dereliction of duty, etc.”
 

It may be appropriate given the privileged nature of RCA investigations that all concerns about individual conduct or performance, irrespective of the level of seriousness of those concerns, must be notified to the chief executive.  This may have the effect of reducing the risk of confusion on the part of RCA team members about their obligations under the legislation by creating a single notification standard.  It may also improve public confidence in the process by reducing the possibility of abuse of the privileged status of the investigation by failure to notify concerns about individual clinicians.  An alternative approach would be to retain the current statutory requirements, but to give RCA teams greater guidance as to the kinds of performance issues that are required to be notified.  This could potentially be done by way of policy rather than in legislation.
A further question is whether the RCA team, in making a notification pursuant to section 20O, is permitted to disclose to the chief executive the name of an individual clinician about whom concerns are held by the RCA team.  The legislation is silent on this matter, although section 20P of the Act prohibits the disclosure by the RCA team members of “any information acquired by the person as such a member”, which could arguably include the name of a clinician.  The standard notification form used by NSW Health does not include the name of the clinician about whom concerns are held by the RCA team, although it does require the RCA team to communicate the basis upon which a concern is held (that is, whether the reportable incident that the RCA team is investigating raises matters of professional conduct, professional performance, or impairment).
  
There are likely to be public protection benefits from the ability of an RCA team to divulge the name of the clinician about whom concerns are held, particularly as it is likely to expedite the consideration of the concerns by the area health service and, if appropriate, referral to any professional registration or complaints body.  There is, however, a risk this practice may have the effect of restricting the willingness of clinicians to participate fully and honestly in the RCA process.  In the event the RCA team was to be permitted to include the name of the individual about whom concerns are held pursuant to a section 20O notification, it also gives rise to the question of the content of the natural justice required to be afforded to a practitioner prior to the notification being made (discussed further in section 2.7 below). 

	Discussion Point 4
Should the Act or NSW Health policy be amended to include a definition or further guidance in respect of the meaning of “professional misconduct”, “unsatisfactory professional conduct”, “impairment” and/or “unsatisfactory professional performance”, as these terms are used in subsections 20O(1) and (2) of the Act?

Are there any other changes that should be made to subsections 20O(1) and (2) of the Act or NSW Health policy to clarify the circumstances in which matters must or may be notified to the relevant health services organisation?  Should the Act be amended to require notification of unsatisfactory professional performance to the relevant health services organisation?  Should the Act be amended to give RCA team members broader powers to notify any concern held by an RCA team member arising during the course of the RCA review, whether relating to an individual clinician or any other matter?
Should an RCA team be required or permitted to disclose, as part of a section 20O notification, the name of any individual about whom concerns are held?  If so, what further information, if any, can also be included in the notification (for example, the basis of the notification)?  

What does natural justice require of an RCA team prior to making a notification about an individual that names the individual?




2.4
Requirement to provide natural justice

Section 20N(3) of the Act states: “A RCA team is to have regard to the rules of natural justice in so far as they are relevant to the functions of a RCA team”.  Concerns were raised by the Australian Medical Association (NSW) before the Parliamentary Inquiry that this provision does not provide sufficient guidance as to how the principles of natural justice are to be given practical effect in RCA investigations.
  It is also noted that the Parliamentary Inquiry into Complaints Handling recommended that the review of the statutory privilege should include “the methods used to ensure root cause analysis investigations are conducted with procedural fairness”. 
The concept of natural justice, or procedural fairness, generally applies to protect an individual person whose rights, entitlements or expectations may be affected by a particular decision or process.  It has been said that the rules of natural justice or procedural fairness consist of the following broad principles:

(i) the hearing rule – which requires a decision-maker give to a person whose interests may be adversely affected by a decision an opportunity to present his or her case;

(ii) the bias rule – which requires that the decision maker should not have any personal interest in the matter to be decided, and must not bring (or appear to bring) a prejudiced mind to the decision; and

(iii)  the “no evidence” rule – which requires that a decision be based upon logically probative evidence.

Given the rules of natural justice protect individual rights, entitlements and expectations, a threshold issue that arises is the extent to which it is appropriate to apply the requirements of natural justice to the processes of RCA investigation at all.  
It is not immediately clear how the requirement to have regard to the rules of natural justice should be given effect to by an RCA team, given that RCA teams are not permitted to “conduct an investigation relating to the competence of an individual in providing services” (section 20N(1)), or in its final report to disclose the name or address of a provider of services without that person’s consent (section 20N(1)).  Further, as described above, under current NSW Health policy where an RCA team makes a notification about an individual clinician in respect of possible misconduct, poor performance or impairment, the name of the clinician is not included in the notification.
  A question arises as to whether a statutory requirement to afford natural justice has any practical effect in these circumstances.
One area where an individual’s interests may be potentially adversely affected would be if the Act or NSW Health policy was to be amended to require or permit the RCA team to disclose, as part of a section 20O notification, the name of any individual about whom concerns are held.  This issue is discussed in section 2.5 above.  In the event such a power was given to the RCA team, consideration could be given to the specific natural justice requirements that should be met prior to making any such notification.  
	Discussion Point 5
In what ways do RCA teams currently ensure they conduct their activities in accordance with the requirements of natural justice?

Considering the nature of the powers and processes of RCA teams, should the requirement to have regard to the rules of natural justice be retained? 

If there should there be a requirement to have regard to the rules of natural justice, should the legislation be more specific in relation to the content of the natural justice that RCA investigations should provide?  What is the content of the natural justice that should be provided?

Finally, to what extent are these matters that are more appropriately dealt with by way of policy rather than legislation?




2.5
RCA reports

The RCA team is required to produce a written report that must contain:

(a) a description of the reportable incident

(b) a causation statement, being a statement that indicates reasons why the RCA team considers the reportable incident occurred, and
(c) any recommendations by the RCA team as to the need for changes or improvements in relation to a procedure or practice arising out of the incident (section 20O(3) of the Act).

An initial issue relates to the process by which RCA reports are produced.  At present, RCA teams are prohibited from communicating with area health service management as to the RCA team’s proposed findings and recommendations prior to the delivery of the final report.  Under NSW Health policy, following the provision by the RCA team of the final report to the area health service chief executive: 

· The chief executive must review the recommendations for consideration and endorsement before the report is submitted to the Department
· The chief executive may seek clarification from the RCA team if the rationale for any recommendation is unclear
· The chief executive may add recommendations to the final report but this must be clearly documented, and
· If the chief executive does not agree with any of the recommendations in the final report, this is documented in the final report with the reason/s why and the proposed alternative

The Garling Report expressed concern that this process may result in the recommendations being “tempered” by the RCA team or the chief executive.
  However, some area health service managers have expressed concern that the restriction on any communication between the RCA team and management prior to the delivery of the final report may lower the standard of RCA reports, and hamper the ability of health services to properly implement the recommendations.
  
The Garling Report recommended that: “Within 3 months, the Clinical Excellence Commission to consider and advise the Director General of NSW Health whether the involvement by the chief executive in the approval of the Root Cause Analysis process requires amendment and if so in what respects”.
  This recommendation has been supported by NSW Health.

A further issue arising in relation to RCA reports relates to the nature of causative factors that RCA teams are required to identify.  The Act requires that the RCA report contains a statement “that indicates the reasons why the RCA team considers the reportable incident concerned occurred”.  While there is no express statutory restriction of these reasons to “systemic” causes, NSW Health policy emphasises that the role of the RCA is to identify systemic causative factors resulting in adverse incidents.

The CEC Position Paper on RCAs questions the exclusive focus on systemic causes, and suggests RCA teams might have a greater focus in their investigations on the contribution of human error and human factors within health systems.
  Consideration would need to be given to whether any increased focus by RCA teams on the contribution of human factors in incidents falls within the statutory provisions.  In particular, section 20N(1) of the Act provides that an RCA team “does not have the authority to conduct an investigation relating to the competence of an individual in providing services”.  Further, section 20N(2) of the Act provides that the RCA team’s report must not disclose the name, or provide information that would enable the identification of, any health service provider.  The effect of these provisions clearly precludes RCA teams from making any findings about an individual clinician’s conduct, competence or performance.  However, this does not necessary restrict an RCA team from identifying or exploring the contribution of human behaviour, predisposition or oversight to the occurrence of incidents within the health system.   
There may be merit in clarification of the Act and/or NSW Health policy in this regard, given that it also relates to the issue of natural justice as well as public perceptions and understanding of the role of RCA review (discussed further in section 2.13 below).   
Finally, feedback received by the Department raises concerns around a tendency in some RCA reports to make recommendations for education or policy change only.  This has been reinforced in the CEC Position Paper on RCAs, which refers to support amongst some stakeholders for a move from RCA teams making recommendations to a “more robust risk management approach”.
  It is not clear whether any such change in the focus of the RCA final report would require legislative amendment.
	Discussion Point 6
Should there be amendment to the NSW Health policy process of approval of RCA reports?  Should RCA teams be permitted to communicate with the area health service chief executive, or any other person or body (for example, the CEC), prior to the delivery of the final report, for example, to obtain feedback in respect of the practicality of the proposed recommendations?

Is there a need to clarify in the Act and/or NSW Health policy the nature of the causative factors that RCA teams may have regard to? 
Should the Act be amended to require the RCA final report to advise on risk management rather than make “recommendations”?



2.6
Disclosure of RCA reports 

The Act does not specifically authorise the disclosure of the RCA report to any person, stating only that the RCA team “must prepare a report in writing” (section 20(3)).  Given that the RCA report must contain, inter alia, “any recommendations by the RCA team as to the need for changes or improvements in relation to a procedure or practice arising out of the incident”, the Act makes it inherently likely that report will be disclosed to the chief executive of the health services organisation that appointed the RCA, and this is required by the NSW Health policy.  Further, as discussed above, NSW Health policy requires the chief executive to review the recommendations for consideration and endorsement before submitting the report to the NSW Department of Health.
  In addition, under the Open Disclosure Guidelines following an RCA investigation the health service is required to provide the patient and their support person with details of the RCA report and an explanation of the report in plain English, a summary of the factors contributing to the incident (as established in the RCA report), and information on measures to be implemented to prevent a similar incident from occurring.

The importance of the availability of RCA reports within NSW Health is reinforced by the Garling Report, which recommended that:  “Within 12 months the Clinical Excellence Commission to establish searchable intranet accessible to all NSW Health staff which contains all RCAs”.
  This recommendation has been supported by NSW Health.

There may be some merit in clarifying in the Act the persons and or bodies to whom the RCA report may be disclosed, including:

· the patient and/or the patient’s

· clinicians – both those involved in the incident and those working in the broader NSW Health system
· other agencies, such as the CEC, and

· the public.

Issues relevant to providing the patient and their support person with a copy of the RCA report are discussed further in section 2.13 below. 

It is noted that the Act authorises the Minister to make regulations:

· permitting or requiring RCA teams to make specified information available to the public (section 20T(d)); and

· permitting or requiring RCA teams to furnish reports concerning their activities to the Minister and to relevant health services organisations (section 20T(e)).

Accordingly, the Act currently includes certain powers permitting or authorising the disclosure of RCA reports or other specific information, although no regulations have yet been made pursuant to these powers.

It is also of significance that the Act prohibits RCA reports from disclosing the name of individual service providers or patients without the consent of those individuals.  The Act also prohibits the disclosure, as far as is practicable, of any other material that identifies, or may lead to the identification of, such an individual (section 20N(2) of the Act).  Accordingly, the nature and form of RCA reports is such that privacy issues (both in relation to patients and clinicians) should not generally arise in relation to the wider distribution of such reports.
	Discussion Point 7
Should section 20O of the Act be amended, or regulations made under section 20T, to clarify to whom an RCA report may be disclosed?

If so, to whom should disclosure of the RCA report be required and/or permitted?  Should it include publication to the wider public?




2.7
Communicating with patients and their families 

As discussed above, under NSW Health policy area health services are required to provide patients and their support person
 with information about the RCA report (although it does not specify that a copy of the RCA report should be provided).  An issue arises as to whether RCA reports (or a plain English summary of the information contained in RCA reports) are appropriate to be provided to patients or their families, and the consequence of the provision of such information for the principle of open disclosure.  

In one study into the operation of RCA investigations in New South Wales, concern was expressed by health service managers as to the suitability of the release of the RCA report to patients and their support person.  In particular, concern was expressed about the systemic focus of the causal statements and recommendations.
  The Walker Report made a similar point:

“Furthermore, it should be borne in mind that a patient complaints system, in order to be respectful of the dignity and interests of the patients and families who make complaints or are involved in complaints, must respond to the complaint in a clear fashion.  In my opinion, it is not good enough for them to told, as it were, that their comfort should be that the experience they found so awful has been an interesting or useful learning experience for the profession.  In many cases, the profession learning from error so as to avoid the repetition of tragedies or mishaps will be an outcome sought by complainants.  But vindication of legitimate personal grievance is also an outcome sought by complainants – and in my view is the primary one sought by them.”

This observation indicates the importance of education of both clinicians and the public about the important distinction between:

· complaints or concerns about conduct or performance of individual clinicians or health services (which, depending on the nature of the concerns, is the responsibility of the relevant health services organisation, the relevant professional registration body and/or the Health Care Complaints Commission), and
· understanding the systemic causes of an incident and making recommendations to avoid its recurrence in the future (which is the responsibility of the RCA team).  
This fundamental distinction, and in particular the role of RCA teams, is one that is not perhaps well understood by the public, a point also made in the Garling Report.
  The focus of RCA review on systems issues can sometimes lead to the patient and their family feeling that their concerns have not been properly addressed.  

Accordingly, it is essential where a RCA investigation occurs that there is a clear explanation provided to the patient and the patient’s family about the RCA process, and in particular what the RCA process does not include.  This will ensure that there are clear expectations about the limitations of what is likely to be achieved from the outcome of the RCA process.  This will also necessitate a clear explanation of what other processes are available to the patient and the patient’s family in the event there is a any concern or complaint they wish to make about an individual clinician or clinicians or the health service itself.

A further issue relates to the timeframe in which RCA review takes place.  The Act does not prescribe any minimum timeframe within which an RCA team is required to provide its final report.  NSW Health policy requires that RCA reports be submitted to the Department within 70 calendar days of the incident first being notified in Incident Information Management System.
  The Garling Report noted, although did not recommend, that there may be merit in a requirement that RCA teams produce, within say 24 hours of a clinical SAC 1 incident, an “interim” summary report in respect of the incident.  The interim report could be provided to clinicians involved in the incident, as well as provide the basis for initial communications with the patient’s family as part of the open disclosure process.
  Any such proposal would of course require legislative amendment.  
	Discussion Point 8
Are there any improvements that could be made to the RCA investigation process that would better facilitate understanding of the RCA process (both by clinicians and the public), and reduce the inherent tension between privileged RCA processes and open disclosure?  Should any such changes be legislative and/or policy in nature? 
Should RCA teams be required or permitted to issue an “interim report”, as raised by the Garling Report?  What are the potential benefits and risks of such an approach?  Should there be a statutory timeframe for such reports, to whom should it be provided, and what statutory protections should it enjoy?  



2.8
Membership of RCA teams

The Act authorises the making of regulations relating to, inter alia, “the constitution and membership of RCA teams” (section 20T(a) of the Act).  At present, no such regulations have been made.  The constitution and membership of RCA teams is a matter that is covered to a limited extent by NSW Health policy.  For example, NSW Health policy requires that RCA team members “should have fundamental knowledge about the care processes in the area where the incident occurred, and not have been directly involved in the incident”, and also specifies certain requirements in relation to incidents involving patient suicides and patient homicides.
  Apart from these limited requirements, however, it is left to health service management to determine, in each instance, the composition of RCA teams.  

Generally, RCA teams consist of staff of the hospital or area health service in which an incident has occurred, but excluding staff involved in the incident.  One question is whether the composition of staff members is appropriate, including in relation to the skill mix and level of seniority of the RCA team members.  These issues are particularly important given that RCA investigations involve clinicians conducting investigations into their peers and professional colleagues.  A question raised by the CEC Position Paper is whether there should be a reconsideration of the exclusion of staff involved in the incident (on the basis that such staff may provide more accurate and in-depth information about the incident and the circumstances in which it occurred).
  
A further issue arises as to whether RCA teams should continue to be made up exclusively of local staff members.  Should, for example, clinicians from other area health services or members of the local community sit as members of RCA teams?  One advantage of the inclusion, for example, of a community member on RCA teams is that it may bring about a greater level of understanding in relation to an essentially secret process, including greater public confidence that RCA teams are meeting their responsibilities under section 20O of the Act to provide notification of individual conduct, performance or impairment issues.
	Discussion Point 9
Should regulations be made prescribing the constitution and/or membership of RCA teams?  If so, what should be composition of RCA teams, and should they include external clinicians and/or community members?




PART 3: STATUTORY PRIVILEGE FOR QUALITY ASSURANCE COMMITTEES

The statutory privilege regime for RCA investigations in Part 2, Division 6C of the Act was closely modelled on the statutory privilege provisions for QACs in Part 2, Division 6B of the Act.  

Under Part 2, Division 6B of the Act, the Minister for Health may approve committees of public hospitals, area health services, or other prescribed bodies (including medical colleges or associations) as approved quality assurance committees (QACs) (section 20E of the Act).  
The functions of QACs are to “assess and evaluate services provided by [the health service or prescribed body], to report and make recommendations concerning those services and to monitor the implementation of its recommendations” (section 20E(2)(b) of the Act).  There are a number of conditions of approval, including that the Minister must be satisfied that:

· the exercise by a QAC of its functions must be facilitated by the provision of the statutory privilege (section 20E(2)(d) of the Act); and

· it is in the public interest to restrict the disclosure of information compiled by the committee in the course of the exercise of those functions (section 20E(2)(e) of the Act)
It can be seen that there are some differences in the operation of RCA teams and QACs.  The function of RCA teams is to review certain limited types of serious clinical incident, provide a report on the causes of such incidents, and make recommendations so as to avoid their repetition.  The role of QACs is the evaluation of services more broadly, and not just serious incidents.  Unlike RCA teams, QACs make recommendations and also monitor the implementation of those recommendations.  

Despite these differences, both QACs and RCA teams are broadly concerned with systemic improvement of quality and safety of health services.  In both cases the statutory privilege is intended to enhance the process by facilitating maximum clinician involvement and by providing protections to members of the body undertaking the review.  
Statutory privilege for QACs was introduced in the early 1980s, well before the commencement of the RCA statutory privilege.  In 2007/08 there were eighteen QACs across the health system that have been approved by the Minister and gazetted under Part 2, Division 6B of the Act.  
It would appear that there are many quality assurance committees in NSW public hospitals (howsoever titled, and including morbidity and mortality committees) that appear to be able to operate effectively without the benefit of the statutory privilege.  This raises a question as to whether the benefits of retaining the statutory privilege for quality assurance committees outweigh the conflicting public interests in openness and transparency of such processes.  
If there was to be any removal or reduction of the statutory privilege enjoyed by currently approved QACs, it would not mean that quality assurance committees would cease to exist in those public hospitals and in other contexts.  Rather, it would mean they would no longer enjoy the statutory privilege, and would operate in the same way as many such committees at present.  
	Discussion Point 10
Is there an ongoing need for the statutory privilege enjoyed by approved quality assurance provisions under Part 2, Division 6B of the Act?  

If the provisions of Part 2, Division 6B should continue, are there any changes that should be made based on suggested amendments to the provisions of Part 2, Division 6C of the Act? 

Are there any other ways in which the statutory privilege in Part 2, Division 6B should be changed or improved? 
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� Final Report of the Special Commission of Inquiry into Acute Care Services in NSW Public Hospitals, 27 November 2008. 


� A “reportable incident” is defined to mean all clinical SAC (Severity Assessment Code) 1 incidents – see Health Administration Act 1982, section 20L; Health Administration Regulation 2005, cl 13, and NSW Health Policy Directive PD2005_634 Reportable Incident Definition under section 20L of the Health Administration Act.


� Available at www.cec.health.nsw.gov.au


� Submission by Tress Cox Lawyers on behalf of the AMA (NSW) to the General Purpose Standing Committee No. 2, dated 27 July 2006.


� Submission by United Medical Protection to the General Purpose Standing Committee No. 2, dated 28 July 2006.


� NSW Parliamentary Hansard, Legislative Assembly, 26 October 2004, at 1994.


� Walker Report, page 132.


� Walker Report, page 126


� Open disclosure became a requirement within NSW Health from August 2006.  For the current policy, see NSW Health Policy Directive PD2007_040 Open Disclosure.


� See footnote 2 above.


� Incident Management Policy PD2007_061, Appendix A.


� Walker Report, page 133.


� Inca Consulting,  RCA in NSW Health – Review of Process and Outcomes, July 2006, page 39.


� Although some health professionals who may be subject to potential notification by an RCA team, for example social workers, not subject to health professional registration legislation in New South Wales.


� The term is also used in the Nurses and Midwives Act 1991, but not in any other New South Wales health professional registration legislation.


� Section 36(1)(a).  Similar definitions apply in other New South Wales health professional registration legislation.


� Inca Consulting,  RCA in NSW Health – Review of Process and Outcomes, July 2006, page 23.


� Incident Management Policy PD2007_061, page 26 and Appendix G.


� General Purpose Standing Committee No 2, Review of Inquiry into Complaints Handling in NSW Health (Nov 2006), pages 10, 12.


� Halsbury’s Laws of Australia, [10-1868].


� See footnote 18 above.


� Incident Management Policy PD2007_061.


� Garling Report, paragraph 16.239.


� See Inca Consulting,  RCA in NSW Health – Review of Process and Outcomes, July 2006, page 42-43 .


� Garling Report, recommendation 73.


� Caring Together: The Health Action Plan for NSW, available at www.healthactionplan.nsw.gov.au


� Incident Management Policy PD2007_061.


� Clinical Excellence Commission, Review of Serious Clinical Incident Investigation Processes (RCA) in NSW (May 2009), page 11.


� Clinical Excellence Commission, Review of Serious Clinical Incident Investigation Processes (RCA) in NSW (May 2009), pages 13-14.


� Incident Management Policy PD2007_061, pages 24 and 28.


� Open Disclosure Guidelines GL2007_007, page 9.


� Garling Report, recommendation 74.


� Caring Together: The Health Action Plan for NSW, available at www.healthactionplan.nsw.gov.au


� Policy Direction PD2007-040 defines a support person as ‘patient’s family member, partner, carer or friend’.


� See Inca Consulting,  RCA in NSW Health – Review of Process and Outcomes, July 2006, pages 53-54.  


� Walker Report, page 79. 


� Garling Report, paragraph 15.234.


� Incident Management Policy PD2007_061, pages 20-22.


� Garling Report, paragraph 16.221.


� Incident Management Policy PD2007_061, page 21.


� Clinical Excellence Commission, Review of Serious Clinical Incident Investigation Processes (RCA) in NSW (May 2009), pages 13-14.
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