THE ROYAL WOMEN’S HOSPITAL 

INTRODUCTION AND GUIDELINES --- ANIMAL ETHICS 

Contents of Research and Animal Ethics Committees Application

	Documents
	No. of copies to be submitted


	Animal Ethics Application Form


	Original plus 20 copies

	Research Protocol Cover Sheet (Department Approval Form) plus the Research Protocol
	


All copies must be double sided. 

Individual documents should be stapled or clipped together to form a complete stand-alone set.

All applications and correspondence are to be lodged with

Mr Arthur Hui

Administrative Officer

Research and Ethics Secretariat 

Telephone : 9344 2759

E-mail: arthur.hui@rwh.org.au

INTRODUCTION

Investigators should familiarize themselves with the Information included in this document in order to satisfactorily complete and submit an application for ethics approval. Further instructions relating to each question in the application form(s) are provided in instruction documents for each of the forms. Please take the time to read this Guidelines and Instructions carefully, as failure to comply with the requirements will inevitably lead to delays in the approval of your Research Project.

The guidelines and instructions are for your information only and should not be lodged with the application.

The Women’s Hospital endorses the:

· Joint National Health and Medical Research Council (NHMRC) and Australian Vice-Chancellors’ Committee (AVCC) Statement and Guidelines on Research Practice (1997)


· NHMRC Australian Code of Practice for the Care and Use of Animals for Scientific Purposes, 7th edition 2004 


· Victorian Department of Primary Industries Code of Practice for the Housing and Care of Laboratory Mice, Rats, Guinea Pigs and Rabbits

· Declaration of Helsinki: Recommendation for Conduct of Clinical Research


· The Therapeutic Goods Administration Guidelines for Good Clinical Research Practice.

FOLLOWING ANIMAL ETHICS COMMITTEE APPROVAL OF A PROJECT

Once the project has been approved, the Principal Investigator(s) will be supplied with a “formal approval” document that must be retained with a copy of the approved Project.

The Principal Investigator(s) are also responsible for notifying the Research and Ethics Secretariat (c/ Department of Obstetrics and Gynaecology, Ext. 2759) of:-

· Actual date of commencement of the project

· Adverse effects on participants and steps taken to deal with them.

· Any unforeseen events that might affect continued ethical or medico-legal acceptability of the project.

MONITORING OF APPROVED PROJECTS

The Royal Women's Hospital Research and Animal Ethics Committees are required to monitor research projects to which they have given ethical approval.

Progress reports

Every twelve (12) months (or more frequently if required) and at the conclusion of the Project, the Principal Investigator(s) must submit a concise report of the Project with special emphasis on ethical matters. This is required for ALL Projects, whether continuing or not. If no report is supplied, permission to continue the Project may lapse.

Annual Animal Use Returns for the Victorian Bureau of Animal Welfare are required by Regulation 24 of the Prevention of Cruelty to Animals Regulations. The Research and Ethics Secretariat will coordinate submission of Animal Returns to the Bureau of all research projects involving the use animals. 

Renewal applications

If ethics approval is due to expire and the Project is to continue under the same conditions, a renewal application is required.

Modification applications

If you wish to change any aspect of the project, you need to apply to the Research and Animal Ethics Committees for approval, making particular reference to the ethical implications (if any) of the proposed changes.

Audits

Random audits of research projects will be conducted from time-to-time. Animal usage and animal house/laboratory records are to be kept and submitted to the relevant authorities as required by law. 

IMPORTANT INFORMATION FOR COMPLETION OF APPLICATION FORM

Please pay particular attention to the language used, in both the application forms and the protocol.

The Senior Investigator at the RWH is responsible for proof reading the application to check :

· correct spelling

· correct grammar

· consistent use of tense

· consistent use of personal pronouns

· language is as simple as possible at the level of reading skills of the general public (approximately that of a 12 - 18 year old)

· explanations are clear, simple and comprehensible to members of the general public

· explanations to younger participants reflect the developmental capacities of the child or young person

HOW TO COMPLETE THE APPLICATION FORM DIRECTLY FROM THE COMPUTER

1.
The Animal Ethics Application Form can be accessed via the RWH Research and Ethics Secretariat web site. 

2.
The Research Protocol Cover Sheet (Departmental Approval Form) is available at the normal Research and Ethics Secretariat web site.

3.
In general, the Forms have been set using fields and protected sections, so those parts of the document not requiring entry of information are protected from changes. Text can be entered following each question. Fields have been used for entry of short answers and investigator contact details etc. Sections have been used to allow entry of longer answers, and these sections have full spell-checking and text formatting functionality.

4.
A footer has been included which shows the date on which the document was last saved. Please save the document before printing to ensure that the date of preparation of the application is correct. This is necessary to enable identification of the most recent version.

5.
Page numbers have been included in the footer of the application form. These are to provide the correct order of pages only and are not intended for cross-reference as they will vary when answers are of differing lengths.

6.
A space for the project number is included on those documents to be given to participants. As applicants will not know this number when submitting the project for approval, it can be left blank, but once a project number is issued and approval granted, the project number should be quoted on all documents, including those given to participants.
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This 'Joint Statement and Guidelines' replaces the 'NH&MRC Statement on Research Practice' (1990) and the AVCC 'Guidelines for Responsible Practice in Research and Problems of Research Misconduct' (1990). The Statement and Guidelines exist to guide institutions in developing their own procedures and guidelines, by providing a comprehensive framework of minimum acceptable standards.


STATEMENT

The broad principles that guide research have been long established. Central to these are the maintenance of high ethical standards, and validity and accuracy in the collection and reporting of data. The responsibility of the research community to the public and to itself is acknowledged. This responsibility is particularly important where professional practice or public policy may be defined or modified in the light of research findings.

The processes of research protect the truth. Communication between collaborators; maintenance and reference to research records; presentation and discussion of work at meetings of experts; publication of results, including the important element of peer review; and the possibility that investigations will be repeated or extended by other researchers, all contribute to the intrinsically self-correcting and ethical nature of research.

Competition in research can have a strong and positive influence, enhancing the quality and immediacy of the work produced. However, competitive pressures can act to distort sound research practice, if they encourage too-hasty preparation and submission of papers, the division of reports on substantial bodies of work into multiple small reports to enhance the 'publication count' of the author(s), or an undue emphasis on safe but mundane research at the expense of more creative and more innovative lines of study. Accordingly each institution should give due emphasis to quality and originality of research, as well as to quantity of research output, and set up codes of conduct which are seen as a framework for sound research procedures and for the protection of individual researchers from possible misunderstandings.

It is a basic assumption of institutions conducting research that their researchers are committed to high standards of professional conduct. Researchers have a duty to ensure that their work enhances the good name of their institution and the profession to which they belong.

Researchers should only participate in work which conforms to accepted ethical standards and which they are competent to perform. When in doubt they should seek assistance with their research from their colleagues or peers. Debate on, and criticism of, research work are essential parts of the research process.

Institutions and researchers have a responsibility to ensure the safety of all those associated with the research. It is also essential that the design of projects takes account of any relevant ethical guidelines.

If data of a confidential nature are obtained, for example from individual patient records or from certain questionnaires, confidentiality must be observed and researchers must not use such information for their own personal advantage or that of a third party. Secrecy may also be necessary for a limited period in the case of contracted research or of non-contractual research which is under consideration for patent protection. In general, however, research results and methods should be open to scrutiny by colleagues within the institution and, through appropriate publication, by the profession at large.


GUIDELINES

1. GENERAL PRINCIPLES
1.1. 
Institutions must establish procedures and guidelines on good research practice, and on steps to be followed if suspicions or allegations exist regarding research misconduct. Those procedures and guidelines must meet the standards set out in this document.

1.2. 
Institutions should establish and maintain practices and policies which promote the highest possible standards and discourage misconduct and fraud. These policies should encourage the open presentation and discussion of results via peer review mechanisms.

1.3. 
Institutions must have clearly formulated policies on the maintenance of records, retention of data, publications and authorship, management of intellectual property, research training (where appropriate), confidentiality and conflict of interest.

1.4. 
Researchers have an obligation to achieve and maintain the highest standards of intellectual honesty in the conduct of their research.

1.5. 
Researchers must be aware of and adhere to ethical principles of justice and veracity, and of respect for people and their privacy and avoidance of harm to them, as well as respect for non-human subjects of research. Research must comply with established guidelines such as the NHMRC Statement on Human Experimentation and Supplementary Notes 1.

1.6. 
Where research procedures are of a kind requiring approval by a human or animal experimentation ethics committee, or by other safety or validly constituted regulatory committees, research must not proceed without such approval.

1.7. 
Institutions should ensure that a person with appropriate authority is responsible for monitoring the observance of these guidelines.

2. DATA STORAGE AND RETENTION
2.1. 
Data (including electronic data) must be recorded in a durable and appropriately referenced form. Data management should comply with relevant privacy protocols, such as the Australian Standard on personal privacy protection 2.

2.2. 
The department or research unit must establish procedures for the retention of data and for the keeping of records of data held.

2.3.
 Data must be held for sufficient time to allow reference. For data that is published this may be for as long as interest and discussion persists following publication. It is recommended that the minimum period for retention is at least 5 years from the date of publication but for specific types of research, such as clinical research, 15 years may be more appropriate 3.

2.4. 
Wherever possible, original data must be retained in the department or research unit in which they were generated. Individual researchers should be able to hold copies of the data for their own use. Retention solely by the individual researcher provides little protection to the researcher or the institution in the event of an allegation of falsification of data.

2.5. 
Data related to publications must be available for discussion with other researchers. Where confidentiality provisions apply (for example, where the researchers or institution have given undertakings to third parties, such as the subjects of the research), it is desirable for data to be kept in a way that reference to them by third parties can occur without breaching such confidentiality.

2.6. 
Confidentiality agreements to protect intellectual property rights may be agreed between the institution, the researcher and a sponsor of the research. Where such agreements limit free publication and discussion, limitations and restrictions must be explicitly agreed. 

2.7. 
It is the obligation of the researcher to enquire whether confidentiality agreements apply and of the Head of the Department or research unit to inform researchers of their obligations with respect to these provisions.

2.8. 
All confidentiality agreements should be made known at an early stage to the head of the research institution, or nominated representative.

2.9. 
The procedures formulated by institutions must include guidelines on the establishment and ownership of and access to databases containing confidential information, and any limits on this.

2.10.
When the data are obtained from limited access data-bases, or via a contractual arrangement, written indication of the location of the original data, or key information regarding the data-base from which it was collected, must be retained by the researcher or research unit.

2.11.
Researchers must be responsible for ensuring appropriate security for any confidential material, including that held in computing systems. Where computing systems are accessible through networks, particular attention to security of confidential data is required. Security and confidentiality must be assured in a way that copes with multiple researchers and the departure of individual researchers.

3. AUTHORSHIP
3.1. 
Each institution must establish a written policy on the criteria for authorship of a research output. Minimum requirement for authorship should accord with the 'Vancouver Protocol' 4. Authorship is substantial participation, where all the following conditions are met: a) conception and design, or analysis and interpretation of data; and b) drafting the article or revising it critically for important intellectual content; and c) final approval of the version to be published. Participation solely in the acquisition of funding or the collection of data does not justify authorship. General supervision of the research group is not sufficient for authorship. Any part of an article critical to its main conclusion must be the responsibility of at least one author. An author's role in a research output must be sufficient for that person to take public responsibility for at least that part of the output in that person's area of expertise. No person who is an author, consistent with this definition, must be excluded as a author without their permission in writing.

3.2. 
Authorship of a research output is a matter that should be discussed between researchers at an early stage in a research project, and reviewed whenever there are changes in participation.

3.3. 
When there is more than one co-author of a research output, one co-author (by agreement amongst the authors) should be nominated as executive author for the whole research output, and should take responsibility for record-keeping regarding the research output.

3.4. 
Where the research is published, including electronically, all co-authors of a publication must acknowledge their authorship in writing in terms of, at least, the minimum acceptable definition at 3.1, above. This signed statement of authorship must specify that the signatories are the only authors according to this definition. It must state that the signatories have seen the version of the paper submitted for publication.

3.5. 
The written acknowledgment of authorship must be placed on file in the department or unit of the executive author, at the time of submission of the research output for publication, and must remain in safe keeping in that department.

3.6. 
If, for any reason, one or more co-authors are unavailable or otherwise unable to sign the statement of authorship, the head of department or unit may sign on their behalf, noting the reason for their unavailability.

3.7. 
The authors must ensure that others who have contributed to the work are recognised in the research output. Courtesy demands that individuals and organizations providing facilities should also be acknowledged.

3.8. 
Institutions should establish procedures to resolve conflicts arising through disputes about authorship.

4. PUBLICATION
4.1.
Publication of multiple papers based on the same set(s) or subset(s) of data is not acceptable, except where there is full cross-referencing within the papers (for example, in a series of closely related work, or where a complete work grew out of a preliminary publication and this is fully acknowledged).

4.2. 
An author who submits substantially similar work to more than one publisher must disclose this to the publishers at the time of submission.

4.3. 
As a general principle research findings should not be reported in the public media before they have been reported to a research audience of experts in the field of research - preferably by publication in a peer-reviewed journal, except where there is a contractual arrangement.

4.4. 
It is acknowledged that where issues of public policy and concern make prior advice desirable, such advice must be tendered first to the public or professional authorities responsible, and the unreported status of the findings must be advised at the same time. Only where responsible authorities fail to act can prior reporting to the media be justified, and again the unpublished status of the findings must be reported at the same time.

4.5. 
Where there is private reporting of research that has not yet been exposed to open peer-review scrutiny, especially when it is reported to prospective financial supporters, researchers have an obligation to explain fully the status of the work and the peer-review mechanisms to which it will be subjected.

4.6. 
Publications must include information on the sources of financial support for the research. Financial sponsorship that carries an embargo on such naming of a sponsor should be avoided.

4.7. 
Deliberate inclusion of inaccurate or misleading information relating to research activity in curriculum vitae, grant applications, job applications or public statements, or the failure to provide relevant information, is a form of research misconduct. Accuracy is essential in describing the state of publication (in preparation, submitted, accepted), research funding (applied for, granted, funding period), and awards conferred, and where any of these relate to more than one researcher.

4.8. 
All reasonable steps must be taken to ensure that published reports, statistics and public statements about research activities and performance are complete, accurate and unambiguous.

5. SUPERVISION OF STUDENTS / RESEARCH TRAINEES
5.1. 
Institutions should ensure that there is a specific, responsible and appropriately qualified supervisor of each research trainee and researcher new to research in the institution.
5.2. 
Institutional policy should ensure that the ratio of trainees to supervisors is low enough to assure effective intellectual interaction and effective oversight of the research at all times.

5.3. 
Each trainee should be provided with written material on applicable government and institutional guidelines for the conduct of research, including those covering ethical requirements for studies on human or animal studies, requirements for confidentiality, and occupational health and safety matters.

5.4. 
Supervisors should be obliged to provide guidance in all matters of good research practice.

5.5. 
The supervisor must ensure, as far as possible, the validity of research data obtained by a student under his / her supervision.

6. DISCLOSURE OF POTENTIAL CONFLICTS OF INTEREST
6.1. 
Institutions must have clearly formulated policies regarding potential conflicts of interest.

6.2. 
Institutions must formulate and advertise to their staff policies and procedures regarding appropriate disclosure of affiliation with, or financial involvement in, any organization or entity with a direct interest in the subject matter or materials of researchers. These procedures must cover the full range of potential interests, including the direct benefits such as sponsorship of the investigation or indirect benefits such as the provision of materials or facilities or the support of individuals such as provision of travel or accommodation expenses to attend conferences. Such disclosure should cover any situation in which the conflict of interest may, or may be perceived to, affect any decision regarding other people.

6.3. 
The procedures should require disclosure to editors of journals, to the readers of published work, and to external bodies from which funds are sought.

6.4. 
Researchers have an obligation to disclose at the time of reporting or proposing research (for example, in a grant application), any conflict of interest which has the potential to influence research and investigations, publication and media reports, grant applications, applications for appointment and promotion.

7. RESEARCH MISCONDUCT
DEFINITION :

This document retains the previous definition of 'Research misconduct' but notes the latest US definition 5.

"Research Misconduct

"Misconduct" or "Scientific misconduct" is taken here to mean fabrication, falsification, plagiarism, or other practices that seriously deviate from those that are commonly accepted within the scientific community for proposing, conducting, or reporting research. It includes the misleading ascription of authorship including the listing of authors without their permission, attributing work to others who have not in fact contributed to the research, and the lack of appropriate acknowledgment of work primarily produced by a research student/trainee or associate. It does not include honest errors or honest differences in interpretation or judgments of data.

Examples of research misconduct include but are not limited to the following:

Misappropriation: A researcher or reviewer shall not intentionally or recklessly

a)
plagiarize, which shall be understood to mean the presentation of the documented words or ideas of another as his or her own, without attribution appropriate for the medium of presentation;

b) 
make use of any information in breach of any duty of confidentiality associated with the review of any manuscript or grant application;

c) 
intentionally omit reference to the relevant published work of others for the purpose of inferring personal discovery of new information.

Interference : A researcher or reviewer shall not intentionally and without authorization take or sequester or materially damage any research-related property of another, including without limitation the apparatus, reagents, biological materials, writings, data, hardware, software, or any other substance or device used or produced in the conduct of research.

Misrepresentation : A researcher or reviewer shall not with intent to deceive, or in reckless disregard for the truth,

a) 
state or present a material or significant falsehood; or

b) omit a fact so that what is stated or presented as a whole states or presents a material or significant falsehood."

PROCEDURES WHERE RESEARCH MISCONDUCT IS SUSPECTED OR ALLEGED :

Note, many of the matters in this section are covered by academic awards

7.1. 
Institutions must have in place procedures for dealing with instances of suspected or alleged research misconduct, whether or not such instances have arisen in those institutions.

7.2. 
The procedures and guidelines must provide for :

7.3. 
nomination of persons to be advisers on integrity in research who are familiar with this document and with issues surrounding research integrity / misconduct, AND

7.4. 
nomination of a small number of persons to whom allegations of research misconduct are to be directed.

7.5. 
There must be provision for a preliminary investigation of cases in which a charge of research misconduct may be made. Such preliminary investigation must make provision for a written statement of any allegations to be provided to the person(s) against whom such allegations are directed, and for a written response from that person to be received and considered. A preliminary investigation should be limited to determining whether a case exists that research misconduct may have occurred.

7.6. 
If a case for consideration of research misconduct is found in the preliminary investigation to exist, there must be provision for advice of this to be given, in confidence, to the secretary of any funding agency currently supporting the person supported, on the understanding that the agency will not terminate its support.

7.7. 
There must be provision for a formal investigation if preliminary investigation finds that a case exists.

7.8. 
If research misconduct is found to have occurred, there must be provision for findings of research misconduct to be reported to any funding agency that funded work in respect of which such misconduct occurred, or which is currently supporting the person found to have engaged in research misconduct, and to journals and other media through which the research in question was reported.

7.9. 
There must be provision to continue any such investigation to establish the facts of a matter in which research misconduct is alleged to have occurred, even if the person accused of such misconduct resigns from the institution. Distortions of the research record must be rectified, whether or not the persons involved remain in the institution. 

7.10.
Institutional procedures and guidelines must be framed in such a way as to protect the interests of all interested parties. Such fair dealing must consider the protection of persons making allegations in good faith, and of persons accused of misconduct. "Interested parties" include:

· a person bringing an allegation.

· a person against whom an allegation is made.

· staff, student and trainees working with persons making an allegation, or with persons against whom an allegation is made.

· journals and other media reporting research subject to suspected, alleged, or found research misconduct.

· funding bodies supporting persons or research involved.

· the public.


Footnotes

1. NHMRC Statement on Human Experimentation and Supplementary Notes, 1992.

2. Personal privacy protection in health care information systems, Australian Standard AS 4400-1995.[Standards 

    Australia WWW Site ]

3. The December 1991 Guidelines for Good Clinical Research Practice in Australia, published by the Therapeutic 

    Goods Administration of the Commonwealth Department of Health and Family Services, recommends retention of 

    data for at least 15 years. [Commonwealth Department of Health and Family Services TGA Publications WWW 

    area] 

4. Uniform Requirement for Manuscripts Submitted to Biomedical Journals as presented in JAMA 1997: 277:927-934.

5. In the Report of the Commission on Research Integrity (Integrity and Misconduct in Research) to the U.S. Secretary 

    of Health and Human Services : U.S. Department of Health and Human Services, 1995.

Declaration of Helsinki:

RECOMMENDATION FOR CONDUCT OF CLINICAL RESEARCH

1996

It is the mission of the doctor to safeguard the health of the people. His knowledge and conscience are dedicated to the fulfillment of this mission.

The Declaration of Geneva of the World Medical Association binds the doctor with the words: "The health of my patient will be my first consideration"; and the International Code of Medical Ethics which declares that "Any act of advice which could weaken physical or mental resistance of a human being may be used only in his interest."

Because it is essential that the results of laboratory experiments be applied to human beings to further scientific knowledge and to help suffering humanity, the World Medical Association has prepared the following recommendations as a guide to each doctor in clinical research. It must be stressed that the standards as drafted are only a guide to physicians all over the world. Doctors are not relieved from criminal, civil and ethical responsibilities under the laws of their own countries

In the field of clinical research a fundamental distinction must be recognized between clinical research in which the aim is essentially therapeutic for a patient, and clinical research the essential object of which is purely scientific without therapeutic value to the person subjected to the research.

Basic Principles

1. 
Clinical research must conform to the moral and scientific principles that justify medical research, and should be based on laboratory and animal experiments or other scientifically established facts.

2. 
Clinical research should be conducted only by scientifically qualified persons and under the supervision of a qualified medical man.

3. 
Clinical research cannot legitimately be carried out unless the importance of the objective is in proportion to the inherent risk to the subject.

4. 
Every clinical research project should be preceded by careful assessment of inherent risks in comparison to foreseeable benefits to the subject or to others.

5. 
Special caution should be exercised by the doctor in performing clinical research in which the personality of the subject is liable to be altered by drugs or experimental procedure

Clinical Research Combined with Professional Care

1. 
In the treatment of the sick person the doctor must be free to use a new therapeutic measure if in his judgment it offers hope of saving life, re-establishing health, or alleviating suffering. If at all possible, consistent with patient psychology, the doctor should obtain the patient's freely given consent after the patient has been given a full explanation. In case of legal incapacity consent should also be procured from the legal guardian; in case of physical incapacity the permission of the legal guardian replaces that of the patient.

2. 
The doctor can combine clinical research with professional care, the objective being the acquisition of new medical knowledge, only to the extent that clinical research is justified by its therapeutic value for the patient.

Non-therapeutic Clinical Research

1. 
In the purely scientific application of clinical research carried out on a human being it is the duty of the doctor to remain the protector of the life and health of that person on whom clinical research is being carried out.

2. 
The nature, the purpose, and the risk of clinical research must be explained to the subject by the doctor.

3a. 
Clinical research on a human being cannot be undertaken without his free consent, after he has been fully informed; if he is legally incompetent the consent of the legal guardian should be procured.

3b. 
The subject of clinical research should be in such a mental, physical, and legal state as to be able to exercise fully his power of choice.

3c. 
Consent should as a rule be obtained in writing. However, the responsibility for clinical research always remains with the research worker; it never falls on the subject, even after consent is obtained.

4a. 
The investigator must respect the right of each individual to safeguard his personal integrity, especially if the subject is in a dependent relationship to the investigator.

4b. 
At any time during the course of clinical research the subject or his guardian should be free to withdraw permission for research to be continued.

The investigator of the investigating team should discontinue the research if in his or their judgment it may, if continued, be harmful to the individual.
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