ALFRED ETHICS COMMITTEE POLICY: 

MANAGEMENT OF INCIDENTS / COMPLAINTS RELATED TO RESEARCH
Purpose and scope

This document aims to provide a clear statement identifying the roles and responsibilities of the Alfred Ethics Committee and the processes used to manage incidents/complaints reported to it. Complaints may be made about research activities and/or conduct of review bodies in reviewing proposals, by participants, researchers, staff of institutions or others.

For the purposes of this document:

An ‘informal incident/complaint’ is a verbal expression of dissatisfaction that can be dealt with promptly and to the reporter’s / complainant’s satisfaction at the point of service. Informal incidents do not need to be recorded.

A ‘formal incident/complaint’ includes all written incident reports or complaints and any verbal reports or complaints that cannot be dealt with as informal incidents. Formal incidents need to be recorded by the Ethics Committee secretariat in the incident / complaint log.

Policy

· Incident / complaint management must be sensitive towards the rights, needs and concerns of reporters, complainants, patients, research participants and investigators. 

· Incident/complaint management must comply with the Victorian Information Privacy Act 2000, Health Records Act 2001 and the Health Services (Conciliation and Review) Act 1987. 

· All reporters, complainants, patients, research participants, investigators  have a right to report or complain either in person or through a representative.

· All incidents are managed in a timely and sympathetic manner and are treated confidentially.

· It is the Ethics Committee’s responsibility that the process is easily accessible to all concerned.

The evaluation of incidents/complaints helps to inform the Ethics Committee about areas where processes can be improved, particularly in relation to research management

procedure

All incidents / complaints will be recorded on the ‘incident / complaint action sheet’. The action sheet includes information designed to track the progress of the incident and provide a history of all referrals and action taken, as well as dates of receipt and resolution of the complaint.

The decision as to whether an incident / complaint is trivial or serious is made by the Chair of the Ethics Committee in consultation with, when necessary, the Chair of the Research Review Committee, the Director of Research Strategy and the Director of Medical Services.

In general, all serious incidents will be referred to an Ethics Incident Management Committee comprising the Chair of the Ethics Committee, Secretary of the Ethics Committee, Chair of the Research Review Committee and Director of Research Strategy, or nominees. In addition, others such as the Head of the Central and Eastern Clinical School, Monash University may be co-opted to the Committee under certain circumstances. 

Categories
Incidents/complaints will be identified as relating to research activities or to review of proposals by the Ethics Committee, and will be categorised to determine trends. Categories may include:
· breaches of privacy/confidentiality;

· misappropriation/ falsifying data/ dubious authorship/ plagiarism/misrepresentation;

· careless or inappropriate collection, analysis, use or disclosure of information;

· conflicts of interest;

· coercion/failure to appropriately obtain consent;

· departures from good research practice;

· other.

Seriousness

Incidents are rated on a scale for seriousness when they are first accepted by the Ethics Office, and again, when they are closed, in order to help with more accurate assessment of seriousness. The level of seriousness does not reflect the amount of resources that go into the management of the particular incident. It is not uncommon for less serious incidents to consume large amounts of time and other resources and for more serious incidents to be resolved comparatively quickly. An incident can often raise several issues with different levels of seriousness:
· Low rated incidents are those that ought to be easily resolved by a phone call or letter and an explanation. These may include misunderstandings or misconceptions where an investigation is unwarranted.

· Medium rated incidents are those involving misunderstandings, access to records, disputes about costs, discourtesy, protocol violations, breaches of privacy, and diagnostic or treatment errors without serious consequences.

· High rated incidents are those involving significant quality assurance implications, practices that need changing to avoid recurrence of the incident, or development of new policy. In addition they include complaints about protocol violations, breaches of privacy, personal injury, professional misconduct, fraud, unlawful or unethical acts, lack of informed consent and diagnostic or treatment errors with serious adverse outcomes.

Verbal or phone incident report / complaint relating to research activities
	1.1.
	The person receiving the report in the Alfred Ethics Office acknowledges the report. Immediate resolution is attempted.

	1.2.
	If resolution is not achieved at first point of contact, the Ethics Manager must be contacted (If the Ethics Manager is unavailable contact the Director, Research Strategy or the Chair of the Ethics Committee).

	1.3.
	If resolution is not achieved the department representative / Ethics Manager advises complainant of options on how to further their incident report / complaint.

	OPTION A:
	Offer incident / complaint form.

	OPTION B:
	Reporter / complainant to leave name, contact number and message for Rowan Frew, Ethics Manager, 9076 3848. The Ethics Manager will respond to call within 24 hours during weekdays.

	OPTION C:
	Reporter / complainant to forward a written incident report / complaint to Rowan Frew, Ethics Manager, Research & Ethics Unit, Alfred Hospital


Written incident report / complaint relating to research activities 
	2.1.
	Alfred Ethics Office representative receives written report / complaint by letter / fax / e-mail.

	2.2.
	Representative sends letter of acknowledgment to complainant within 24 hours of receiving report.

	2.3.
	Representative forwards completed incident / complaint form to the Ethics Incident Management Committee 

	2.4.
	Ethics Incident Management Committee meets within three working days and investigates incident report / complaint.

	2.5.
	Ethics Incident Management Committee contacts reporter / complainant and communicates outcome.

	2.6
	Reporter / complainant to forward a written incident report / complaint to Rowan Frew, Ethics Manager, Research & Ethics Unit, Alfred Hospital or by email to research@alfred.org.au


POST-COMPLAINT ENQUIRIES
Please direct any enquiries regarding the handling of incidents or complaints related to research activities to: 

Rowan Frew

Ethics Manager, Research & Ethics Unit

The Alfred

Commercial Road

Melbourne VIC 3004

t: +613 9076 3848

f: +613 9076 8841
e: r.frew@alfred.org.au
INCIDENTS / COMPLAINTS RELATING TO REVIEW OF PROPOSALS BY THE ETHICS COMMITTEE
Written incident reports/ complaints about the review of research proposals should be directed to:
Graeme Ryan

Director, Research Strategy

Alfred Hospital
Commercial Road
Melbourne VIC 3004

NOTES
1. It is important to quote either the project number or project title when registering a complaint or enquiry.

2. This policy should be considered in conjunction with:
· Bayside Health Patient Complaint Management Policy BH0205 February 2005
Patient complaints are directed to the Patient Representative.
· Bayside Health Whistleblowers Protection BH0702 July 2002
Consistent with the Victorian Whistleblowers Protection Act, it is the policy of Bayside Health to encourage and facilitate the making of disclosures related to alleged improper or corrupt conduct in the management or conduct of Bayside Health, where these are supported by reasonable grounds. Individuals can make disclosures to the Protected Disclosure Coordinator.
· National Statement on Ethical Conduct in Research Involving Humans
The “National Statement” consists of a series of Guidelines made in accordance with the National Health and Medical Research Council Act 1992. Section 5.6:93 details the handling of complaints relating to the research process. 

· Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)

An international standard for the designing, conducting, recording and reporting of clinical trials. 
· Joint NHMRC/AVCC Statement and Guidelines On Research Practice

 The Statement and Guidelines provides a comprehensive framework of minimum standards to help institutions develop their own policies and procedures. 
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