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	SUBMISSION OF PROPOSAL


Proposals may be submitted at any time to The Secretary, Greenslopes Private Hospital Ethics Committee, Greenslopes Private Hospital, Newdegate Street, Greenslopes Qld 4120.

Proposals must be submitted in the Greenslopes format provided and include an estimate of any cost to the Hospital as a result of the study. The original plus twelve copies are required to be submitted at least ten working days prior to the Meeting (held on the second Tuesday of each month). It is also requested that any future correspondence also be submitted to the committee with twelve copies. A list of Committee meeting   dates   and   latest   submission   dates   is   available at http://www.greenslopesprivate.com.au/For-Health-Professionals/ethics-committee.aspx or from the secretary by telephoning (07) 3394 7819 or by email:  ResearchandEthics@ramsayhealth.com.au 
If the research project is a retrospective study (prior to 06/01/98), which involves gaining access to veterans’ files, as well as submitting your protocol to the Greenslopes Ethics Committee, it will be necessary for you to send a copy of your protocol with a completed application form, to the Department of Veterans’ Affairs Ethics Committee in Canberra. This application form can be obtained   from   the   Department   of   Veterans'   Affairs, Ethics Committee Coordinator, PO Box 21, Woden, ACT 2606, or by telephoning: (02) 6289 6122 or via fax on: (02) 6289 4700.
FEES FOR SUBMITTING PROPOSALS

A flat fee of $4400.00 (including GST) will be charged to all commercial companies submitting research proposals. This fee is common to all ethics committees and is to cover costs of assessment. A cheque made payable to “Gallipoli Research Foundation” should be submitted with the proposal. Arrangements can also be made for direct debit.
	WHAT CONSTITUTES RESEARCH?


All research projects involving human subjects to be conducted at Greenslopes Private Hospital must be submitted through the secretary who will forward the protocol to the Ethics Committee for ethical approval. Ethical approval must be obtained by you before any research projects may proceed.

Investigators who only want to modify routine diagnostic or therapeutic procedures and are unsure whether to submit a full proposal are encouraged to submit such proposals for the Committee’s opinion. The Ethics Committee considers that each case should be judged individually.

Patient related projects that involve control subjects or compare two or more alternative treatments, are considered research and must be submitted for approval.

Whether a study is deemed to be a quality improvement activity or a research project depends on the intent of the researcher. The same data collected from the same subjects in the same way could equally constitute an audit or a research project depending on the intention of the person collecting it. The “intent” and what constitutes research should be considered with the following points:
· Purpose of the study (whether it is to evaluate a service versus acquisition of knowledge about mechanisms or relationships);

· Dissemination (limited to a department or (at most) the hospital versus the broader scientific community) any project that is intended to be published outside the institution is research and must be considered;

· Data analysis (simple tabulation or frequency distributions versus statistical analysis);

· Hypothesis formulation (aim is simply to evaluate or measure efficacy or worth versus to confirm or refute one or more prior hypotheses);

· Likely action as a result of the findings (modification to service delivery within a circumscribed geographic setting versus implications for action of potential impact on the broader community).

· The remuneration if any that the researcher is receiving for the research. If it is based on recruitment or activity through a trial please specify.

· Any financial remuneration that the subjects may receive. Include any reimbursement of costs such as travel etc.

The Ethics Committee encourages researchers to submit proposals for the Committees’ opinion where there is doubt as to whether the project constitutes research or quality improvement.
	FORMAT OF PROPOSALS


Sufficient detail should be given to allow a valid assessment of the ethical issues involved. Proposals should follow the general format outlined below:

· Completion of application form 
· Project title
· Investigators details
· List of places where research is being undertaken
· Project rationale and objectives
· Proposed methods
· Drug profile
· Procedures including drug treatment involving the subject
· Assessment of patients
· Administrative aspects
· Consent form
· Patient Information Sheet
· Ethical considerations
· Privacy considerations

A comprehensive checklist is at Attachment A.

	APPLICATION FORM


The committee requires a concise summary regarding submissions. Information requested in the application form includes, full project title, a lay summary or explanation of the project,  a brief summary/overview of the study, investigator and collaborator details, disease description and incidence in the population, research hypothesis and research implications on the treatment of disease. 

This application form can be found in appendix B
	CONSENT FORM


An adequate consent procedure is necessary to ensure that the interests of the subjects, the researcher and the institution are properly protected. The Ethics Committee requires all applicants to submit for approval a Consent Form for each study or else to justify why this is considered unnecessary. The Committee also requires the consent form include the version number and the date it was prepared/amended.

The committee requests that researchers use the recommended consent form at Attachment C.

	PATIENT INFORMATION SHEET
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A Patient Information Sheet must accompany each consent form. It must be written in simple language and contain minimal or neither technical terms nor jargon. It is to be given to, and remain the property of, the patient or volunteer. A copy of the Patient Information Sheet should accompany the proposal when it is submitted to the Committee. The Committee also requires the Patient Information Sheet include the version number and the date it was prepared/amended.

Guidelines for the information required for the provision of informed consent is at Attachment D.

	PATIENT INFORMATION CARD


Whenever a patient is involved in a drug trial they should be provided with a card to carry on their person identifying the name of the study as well as containing relevant information on the drug, the study and appropriate contact numbers in case of an emergency. Details about this should be included in the proposal.
	PRIVACY & CONFIDENTIALITY


Guidelines for the Protection of Privacy in the conduct of medical research have been approved by the Commonwealth Privacy Commissioner under Section 95A of the Privacy Act 1988 and the Privacy Amendment (Private Sector) Act 2000. Health and research ethics guidelines links can be accessed at the National Health and Medical Research Council (NHMRC) web site – http://www.nhmrc.gov.au/guidelines/ethics_guidelines.htm A copy of the Act and Guidelines is also available for reference from the Secretary, Ethics Committee.
If a proposal breaches or might breach an IPP (Information Privacy Principle) then the researcher is required under the Privacy Guidelines to provide a written statement in the protocol stating the reason for believing that the public interest in the research outweighs the public interest in adhering to the particular IPP or IPPs.

Aspects of privacy and confidentiality that require special consideration include:

· For research requiring access to records of personal information, including the medical record, consent should generally be obtained. In certain circumstances the Ethics Committee may approve the granting of access to records without consent.

· Identifying information must be physically separated from the study data at the earliest possible time.   The study data and code dictionary must be stored securely in a locked filing cabinet and there should be password access for computer data storage systems.   The mechanisms to be used to safeguard the security of the research records must be included in the protocol.

Information obtained for research that is confidential or personal, must not be used for purposes other than that specified in a written research protocol. If the information is to be used for new research, a new protocol is to be submitted to the Ethics Committee.

Specific consent from participants should be sought if any information which could identify subjects is to be published.
	ADVERTISING FOR VOLUNTEERS


Advertising for recruitment into a research study is an important methodological step, in addition to being a public face for the Hospital. Therefore, advertisements are considered to be part of the application and should be submitted for approval.

	STUDENT RESEARCH


All student research projects must be approved by the Ethics Committee prior to their commencement.

Before any research proposal is submitted for approval, an approval from the relevant head of section at Greenslopes Private Hospital must have been obtained.   For nursing staff this would be the Director of Nursing.   All students must have a supervisor who is a member of the full time or visiting staff at Greenslopes Private Hospital to ensure that patient confidentiality is maintained.   It should also be noted that patients’ medical records are not to be removed from the Hospital or photocopied.   Patients’ notes should be viewed either in the ward if the patient is an inpatient, or in Patient Record Services department after approval by the Committee.

	ANIMAL RESEARCH


For proposals involving animal experimentation, the Animal Experimentation Questionnaire must be completed.

Refer to attachment E.

	CONFLICTS OF INTEREST


When submitting a study protocol to the Committee, researchers should disclose all affiliation with, or financial involvement (actual or potential or remuneration from) in any organisation or entity, which has a direct commercial interest in the proposed research.

	RETENTION OF STUDY RECORDS


In the absence of other requirements, study records are to be retained for at least fifteen (15) years and should be readily accessible. This may require researchers keeping tissue sections if this information is required to validate the results if questioned in the future.

	INDEMNITY


External Agencies and Pharmaceutical companies sponsoring trials should indemnify the institution in which the study is to be undertaken. The investigator should identify what indemnity is provided for the project.

The preferred format for such an agreement is at Appendix F.

	CLOSING DATES


All protocols must be submitted to the Secretary of the Ethics Committee no less than ten working days prior to the meeting. Any protocols submitted after this time will not be considered until the next meeting. A full list of Closing Dates for the year is available at the Greenslopes Private Hospital website or from the Ethics Secretary by phoning 3394 7819.

	ANNUAL QUESTIONNAIRE


As a condition of approval the Greenslopes Private Hospital Ethics Committee requires an Annual Questionnaire be completed. This questionnaire will be sent to the chief investigator each year and should be completed and returned to the Ethics Secretary by the requested date. The Committee also request a list of any publications that have arisen from the research be forwarded at this time.
See Appendix G
	SERIOUS ADVERSE EVENTS FORM


A Serious Adverse Events form must be completed on a yearly basis. This questionnaire will be sent to the chief investigator each year and should be completed and returned to the Ethics Secretary by the requested date.

See Appendix H.
	MEETINGS OF THE ETHICS COMMITTEE


The Ethics Committee meets on the second Tuesday of each month.

Enquires regarding meeting dates and other matters can be made to the Ethics Secretary  on (07) 3394 7819 or by email at ResearchandEthics@ramsayhealth.com.au.

	terms of reference


See Appendix I.
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	format of proposals – checklist


This checklist is intended as a guide to the submission of proposals to the Ethics Committee. If you require further detail on research methodology, contact the Ethics Secretary on 3394 7819 for referral to the appropriate source.

1.
COMPLETION OF APPLICATION FORM 
2.
PROJECT TITLE

3.
INVESTIGATOR’S DETAILS:
· Qualifications

4.
LIST OF PLACES WHERE RESEARCH IS BEING UNDERTAKEN

5.
PROJECT RATIONALE AND OBJECTIVES

6.
PROPOSED METHODS:
· Design of study

· Duration of the study

· Selection of patients

· Exclusion and withdrawal criteria

7.
DRUG PROFILE

8.
PROCEDURES INCLUDING DRUG TREATMENT INVOLVING THE SUBJECT:

· Dosage and mode of administration of drugs

· Concurrent treatment

· Invasive procedures

· Procedures involving X-rays or ionising radiation

· Facilities for dealing with contingencies

9.
ASSESSMENT OF PATIENTS

· Clinical
· Laboratory
· Other (eg radiological)

· Monitoring adverse (eg drug) effects

· Any adverse effects should be reported to the Ethics Committee and, if related to drugs, to the Pharmacy Department
10.
ADMINISTRATIVE ASPECTS:

· Source of funding
· Source of drug supply

· Formulation of placebo

· Special facilities required, (approval of other areas involved)

· Notification of other areas that may be involved

· Use of hospital facilities
11.
CONSENT FORM:

· Who will obtain consent?
· Version number and Date the Patient Information Sheet was prepared/amended
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	format of proposals – checklist


12.
PATIENT INFORMATION SHEET:

· Purpose of study / benefits for subjects or otherwise.
· Account of procedure to be performed.
· Explanation that placebo is to be administered (if relevant).
· Risks, adverse effects (nature and probability). Comparison to other drugs and procedures for same purposes.
· Discomfort / inconveniences, restrictions, immediate and late.
· Statement of freedom to withdraw from the study without prejudice.
· Assurance of confidentiality.
· Name and telephone number of at least one member of research group.
· Version number and Date the Patient Information Sheet was prepared/amended.

13.
ETHICAL CONSIDERATIONS:

· Benefit anticipated from the study.
· Risks – including risk of causing physical disturbance, discomfort, anxiety or pain, rather than just risk of serious harm.
· Research on people in dependent relationships – mentally ill.
· Separation of research and clinical responsibilities.
· Normal volunteers (source, honoraria).
· Method and nature of advertising (enclose advertisement).
· Protection of privacy and preservation of confidence.
· Any other particular ethical consideration.
14.
PRIVACY CONSIDERATIONS:

· Statement on the specific uses to which the personal information acquired or developed during the study will be put.

· The estimated time of retention of the personal information.

· Security procedures to be applied to the personal information.

· A statement that the data will be retained in accordance with good scientific practice and in a form that is at least as secure as it was in the sources from which the data was obtained.

· The safeguards that will be applied to protect personal information that will be made available to other researchers or third parties.

· A list of personnel with access to the personal information.
· Whether and in what form, the final results will be published or made available to other researchers.   What will be done with personal information on completion of the study?
15.
LEGAL MATTERS:

· Form of Indemnity for clinical trials.
PLEASE ENSURE THAT TWELVE COPIES OF ALL DOCUMENTATION IS SUBMITTED TOGETHER WITH THE ORIGINAL DOCUMENTATION.
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	APPLICATION FORM


APPLICATION TO THE

GREENSLOPES PRIVATE HOSPITAL HUMAN RESEARCH ETHICS COMMITTEE

Before you complete this application form please read the Guidelines for Submission and the National Health and Medical Research Council’s National Statement on Ethical Conduct in Research Involving Humans. 

1.1 Application Date:​​​​​​​​​​​​​​
MACROBUTTON NoMacro [Click here and type date]
1.2 Full Project Title:
MACROBUTTON NoMacro [Click here and type title]
1.3 Lay Summary / Explanation of the Project:
MACROBUTTON NoMacro [Click here and type text]
1.4 Please give a brief description of the research topic:
MACROBUTTON NoMacro [Click here and type text]
1.5 Please list the investigator and collaborator details:
MACROBUTTON NoMacro [Click here and type text]
1.6 Disease Description and Incidence in the population:
MACROBUTTON NoMacro [Click here and type text]
1.7 Research Hypotheses:
MACROBUTTON NoMacro [Click here and type text]
1.8 Research Implications on the treatment of the disease:
MACROBUTTON NoMacro [Click here and type text]
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	SAMPLE CONSENT FORM


(TITLE OF PROJECT)

1.
I, the undersigned .......................................................... hereby consent to 


my involvement in the above study.

2.
Include here the details of the procedure proposed including the anticipated length of time it will take, the frequency with which the procedure will be performed, and an indication of any discomfort, which may be expected.


3.
I acknowledge that the nature, purpose and contemplated effects of the study so far as it affects me have been fully explained to me by the research worker and my consent is given voluntarily.   I have also read and understand the Patient Information Sheet.

4.
Although I understand that the purpose of this research project is to improve the quality of medical care, it has also been explained that my involvement may not be of any benefit to me.

5.
I have been given the opportunity to have a member of my family or a friend present while the study was explained to me.

6.
I am informed that no information regarding my medical history will be divulged and the 
results of any tests involving me will not be published so as to reveal my identity. 

7.
I understand that my involvement in the study will not affect my relationship with my 
medical advisers in their management of my health.   I also understand that I am free to 
withdraw from the study at any stage without my future treatment being affected.

8.*
“I understand that where biological material is collected, it may be stored and used for future research purposes either with my further consent or (in circumstances where my further consent cannot be obtained or is impractical to obtain) with the further specific approval of a hospital ethics committee set up in accordance with the NHMRC guidelines”.
9.*
I give permission for the release of information regarding progress in this study to the study centre, on the understanding that while the study centre will keep confidential results under my name, no published study will identify me in any way.

10.*
I authorise the Greenslopes Private Hospital to allow access to relevant medical records to the investigators from .................................................

11.
I have been told that this study has been approved by the Ethics Committee at Greenslopes Private Hospital.


Signed ..................................................
Date ......................................


Witness  ..................................................
Date ......................................

Greenslopes Private Hospital Consent Form - Version 1  - Formulated - 28.09.98

· If applicable (eg No.9 is usually applicable to clinical trials.   No. 10 applies when investigators from other institutions are involved.
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	PATIENT INFORMATION SHEET


A Patient Information Sheet must accompany each Consent Form. It must be written in simple language and must not contain technical terms or jargon. It is to be given to and remain the property of the patient or volunteer. A copy of the Patient Information Sheet would accompany the proposal when it is submitted to the Ethics Committee.

The following information is considered necessary, if relevant, for the provision of informed consent.

· The purpose of the study;
· The fact that the study is a research procedure;

· The duration of the study;

· A statement as to whether the principal investigator is or is not receiving remuneration from the sponsor of the trial.

· The expected benefits from the study, either for the subject or community;

· An account of all procedures to be performed, including drugs to be administered;

· The risks and adverse effects, if known, that are reasonably likely to be experienced by the subject;

· A comparison of nature and probability of adverse effects from the drug or procedure proposed by the researcher with those from other drugs or procedures used for the same purpose;

· An explanation that a placebo is involved and what this means;

· The discomforts, inconveniences and restrictions, both immediate and late (especially after leaving the hospital) that will be involved. This includes absence from work and travel;

· That the subjects should advise the investigator of any other studies in which they are participating in;

· That the subjects be advised that should they require elective or emergency surgery or other medical care they should inform the doctors looking after them about the study in which they are participating;

· The measures that will be taken in the event of therapeutic failure or an adverse event;

· The insurances and other procedures for compensation in case of injury due to the study;

· That the subject’s study records may be viewed for the purpose of source data audit by authorised persons within (eg Ethics Committee) or outside (eg sponsors or regulatory bodies) of the Hospital;

· Assurances of confidentiality;

· The name and telephone number of at least one member of the research group who can be contacted by the subject if any problems arise.

The information contained in the Patient Information Sheet must be discussed with the subject before he/she is asked to sign the Consent Form.
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	ANIMAL EXPERIMENTATION


Application for approval of Proposed Experimental Procedure Involving Live Animals within the Hospital Campus.

1. 
Staff Member or Chief

Investigator in Charge of Experiment: MACROBUTTON NoMacro [Click here and type text]


1a.
Nominee when absent: MACROBUTTON NoMacro [Click here and type text]
2.
Title of Experiment: MACROBUTTON NoMacro [Click here and type text]
3.
Experiment Objective: MACROBUTTON NoMacro [Click here and type text]
4.
Single Experiment or Series from: MACROBUTTON NoMacro [Click here and type text] to MACROBUTTON NoMacro [Click here and type text]
5.
Names (and qualifications) of all professional and ancillary staff involved in the above and their proposed roles:
	NAME
	QUALIFICATIONS
	EXPERIENCE

	5.1 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]

	5.2 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]

	5.3 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]

	5.4 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]

	5.5 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]

	5.6 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]

	5.7 MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]
	MACROBUTTON NoMacro [Click here and type text]


6.
State


Experimental Category (Delete those not applicable)


a.
Minimal pain - eg: injections, blood sampling, diet experiments, breeding.


b.
Non-survival - eg: Anaesthetised or humanely killed ie:  for organ removal etc.


c.
Survival (minor pain) - Anaesthesia with recovery - ie biopsies, castration, cannulation.


d.
Survival (major pain) - Anaesthesia major surgery, grafts, burn studies.


e.
Survival (serious illness considerable pain) - Toxicity experiments, radiation, tumour and implant radiation studies, chronic illness.


f.
Other - specify

Experimental Techniques (anaesthetic, surgery): MACROBUTTON NoMacro [Click here and type text]
Policies to ensure adequate anaesthesia, monitoring of pain/distress before and after the experiment: MACROBUTTON NoMacro [Click here and type text]
Method of euthanasia and disposal

6.1
State expected direct effects, risks to animal and side effects: MACROBUTTON NoMacro [Click here and type text] 
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	ANIMAL EXPERIMENTATION


6.2
Location of experimental animals: MACROBUTTON NoMacro [Click here and type text]
7.
Is the experiment planned so as to use the smallest number of animals? MACROBUTTON NoMacro [Click here and type text]
7.1
Does your proposed experiment comply with current NHMRC/CSIRO/ACC guidelines? MACROBUTTON NoMacro [Click here and type text]
7.2
Why can’t the aims of this experiment be achieved by alternative means? MACROBUTTON NoMacro [Click here and type text]
8.
Species

a) MACROBUTTON NoMacro [Click here and type text]
Quantity 
MACROBUTTON NoMacro [Click here and type text]



b) MACROBUTTON NoMacro [Click here and type text]


MACROBUTTON NoMacro [Click here and type text]



c) MACROBUTTON NoMacro [Click here and type text]


MACROBUTTON NoMacro [Click here and type text]
9.
Reprints, references or a detailed description is appended to support need for novel or 
unusual procedures.


( YES

( No
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	INDEMNITY FORM


FORM OF INDEMNITY FOR CLINICAL TRIALS

This Form has been developed by Medicines Australia and is an adaptation of the form used by The Association of the British Pharmaceutical Industry (ABPI), for use in Australia.  It is to be regarded as the basis for agreements between pharmaceutical companies sponsoring clinical studies and the institution that has oversight of the study to be conducted. Non-members of Medicines Australia are encouraged to use this Form of Indemnity.

To: 
[Name and address of the legal entity (hospital, institution or authority) which is providing HREC review only of the Study] ("the Indemnified Party")
Only a single legal entity should be named.  Where more than one legal entity is to be indemnified, separate Forms of Indemnity should be used for each legal entity to be indemnified.

From: 
[Name, registered address and Australian Business Number of sponsoring company] ("the Sponsor")

Re: 
Clinical Study No. [ ], [protocol title including name of product]

1 The Indemnified Party agrees to participate in the above sponsored study ("the Study") involving [{patients of [name of hospital, institution or site]} {non-patient volunteers}] ("the Subjects") to be conducted by [name of investigator(s)] ("the Investigator") in accordance with the protocol annexed, as amended in writing from time to time with the agreement of the Sponsor and the Indemnified Party ("the Protocol").  The Sponsor confirms that it is a term of its agreement with the Investigator that the Investigator shall obtain all necessary approvals from the applicable Human Research Ethics Committee (“HREC”) and the Indemnified Party, where appropriate.
2 The Indemnified Party agrees to participate by making its HREC available to provide review, approval and oversight of the conduct of the Study in accordance with the requirements of the NHMRC National Statement on Ethical Conduct in Human Research (2007).
3 In consideration of such participation by the Indemnified Party, subject to paragraph 4 below, the Sponsor indemnifies and holds harmless the Indemnified Party and its employees, agents and members of and advisors to its HREC in respect of and against all claims and proceedings (including any settlements or ex gratia payments made with the consent of the parties hereto and reasonable legal and expert costs and expenses) made or brought (whether successfully or otherwise) by or on behalf of Subjects (including their dependants and children injured in utero through the participation of the child’s mother in the Study) against the Indemnified Party or any of its employees, agents or members of and advisors to its HREC for personal injury (including death) to Subjects (and children injured in utero through the participation of the child's mother in the Study) arising out of or relating to the administration and/or use of the product(s) under investigation or any clinical intervention or procedure provided for or required by the Protocol to which the Subjects would not have been exposed but for the participation of the Subjects in the Study.
4 The above indemnity by the Sponsor will not apply to any such claim or proceeding referred to in paragraph 3 above:

(1)
to the extent that such personal injury (including death) is caused by the negligent or wrongful acts or omissions or breach of statutory duty of the Indemnified Party or any of its employees, agents or members of or advisors to the HREC.

(2)
unless as soon as reasonably practicable following receipt of notice of such claim or proceeding, the Indemnified Party notifies it to the Sponsor in writing and at the Sponsor's request, and cost, has permitted the Sponsor to have full care and control of the claim or proceeding using legal representation of its own choosing.

(3)
if the Indemnified Party, its employees, agents, or members of and advisors to its HREC have made any admission in respect of any such claim or proceeding or taken any action relating to any such claim or proceeding prejudicial to the defence of any such claim or proceeding without the written consent of the Sponsor. Such consent will not be unreasonably withheld. This condition will not be treated as breached by any statement properly made by members of and advisors to the HREC in connection with the operation of the Indemnified Party's internal complaint procedures, accident reporting and quality assurance procedures or disciplinary procedures or where such statement is required by law.
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	INDEMNITY FORM


5
The Sponsor will keep the Indemnified Party and its legal advisers fully informed of the progress of any such claim or proceeding, consult fully with the Indemnified Party on the nature of any defence to be advanced and not settle any such claim or proceeding without the written approval of the Indemnified Party which approval is not to be unreasonably withheld.
6
Without prejudice to the provisions of paragraph 4(2) and 4(3) above, the Indemnified Party will use reasonable endeavors to inform the Sponsor promptly of any circumstances of which it has knowledge and which may reasonably be thought likely to give rise to any such claim or proceeding and will keep the Sponsor informed of developments in relation to any such circumstances even where the Indemnified Party decides not to claim indemnity from the Sponsor.  Likewise, the Sponsor will use reasonable endeavors to inform the Indemnified Party of any such circumstances and will keep the Indemnified Party informed of developments in relation to any such claim or proceeding made or brought against the Sponsor alone.
7
The Sponsor and the Indemnified Party will each give to the other such help as may reasonably be required for the efficient conduct and prompt handling of any claim or proceeding by or on behalf of Subjects (including their dependants and children injured in utero through the participation of the child’s mother in the Study).
8
Without prejudice to the foregoing, if injury is suffered by a Subject while participating in the Study, the Sponsor agrees to adhere to the “Guidelines for Compensation for Injury Resulting From Participation in a Company-sponsored Clinical Trial” published by Medicines Australia and will request the Investigator to make clear to the Subjects that the Study is being conducted subject to those Guidelines.
9
For the purpose of this indemnity, the expression “agents” is deemed to include, but is not limited to any health professional providing services to the Indemnified Party under a contract for services or otherwise
10
This indemnity will be governed by and construed in accordance with the laws applicable in the State or Territory in which the Indemnified Party is established.

DATED the 
day of 

in the year
.

SIGNED by a duly authorised representative of the Sponsor


......................................................................



(Signature)



......................................................................



(Position)
SIGNED by the Chief Executive or a duly authorised representative of the Indemnified Party



......................................................................



(Signature)



......................................................................



(Position)
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	annual questionnaire


____________________________________
____________________________________ 
____________________________________ 

Dear Researcher,

PROTOCOL NO : MACROBUTTON NoMacro [Click here and type text]
TITLE :  MACROBUTTON NoMacro [Click here and type text]
The above Protocol was approved by the Greenslopes Private Hospital Ethics Committee on the MACROBUTTON NoMacro [Click here and type text].

In accordance with NHMRC Guidelines, the Ethics Committee members request some information be provided on the progress of the above study.

It would be appreciated if you would complete and return this questionnaire to the Secretary,     (Phone – Brooke Bishop 3394 7887) Ethics Committee, Greenslopes Private Hospital by MACROBUTTON NoMacro [Click here and type text].

1.
Has the project been started at Greenslopes Private Hospital?


Yes / No

If so, when was the project stated at Greenslopes Private Hospital?
MACROBUTTON NoMacro [Click here and type text]
2.
If not, approximately when do you anticipate starting the project?
MACROBUTTON NoMacro [Click here and type text]
3.
Has the project been completed?





Yes / No
4.
If so, what was the date of completion?




MACROBUTTON NoMacro [Click here and type text]
5.
If not, approximately when do you anticipate the project will be completed?
MACROBUTTON NoMacro [Click here and type text]
6.
Has the protocol been modified since originally submitted?
Yes / No

If so, please provide details.
MACROBUTTON NoMacro [Click here and type text]
7.
Have patients participating in the study been issued with a Patient
Information Card?
        Yes / No / NA
8.
Have all Drug related Events been reported to Greenslopes Private Hospital
Pharmacy or sponsoring Drug Company?
        Yes / No / NA

9.
Has any misadventure befallen any subject?



 Yes / No


If so, please provide details.
MACROBUTTON NoMacro [Click here and type text]
10.
Have any problems with ethical implications been encountered?

Yes / No


If so, please outline briefly:
MACROBUTTON NoMacro [Click here and type text]
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	annual questionnaire


11.
Can the Chief Investigator guarantee that the data is securely kept and 


that access to the data is controlled?
                 Yes / No
12.
List any publications which have arisen from this work.
MACROBUTTON NoMacro [Click here and type text]
13.
Has the data been presented in any scientific forum?
                Yes / No
If yes give details
MACROBUTTON NoMacro [Click here and type text]
14.
If the study has been completed, please give a brief description of the outcome
in lay terms.
MACROBUTTON NoMacro [Click here and type text]
.......................................................



.............................

Signature (Chief Investigator)





Date
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	ADVERSE EVENTS FORM


MACROBUTTON NoMacro [Click here and type date]
Chief Investigator

MACROBUTTON NoMacro [Click here and type address]
Re: Protocol MACROBUTTON NoMacro [Click here and type text]
Dear Chief Investigator

I am writing to you asking for information on the monitoring of your research protocol. The protocol has been approved by the Ethics Committee and continuation of approval is contingent on your providing accurate and adequate information on safety for patients. You must provide this information at least on an annual basis. The information should allow the committee to make a judgement on significant adverse events occurring in the research subjects.

The Human Research Ethics Committee of the Greenslopes Private Hospital requires information on: 

1. All serious adverse events in the GPH and Australian trial during the relevant period (state the period whether 6 or 12 months)

2. A statement on whether these events were thought to be related to the intervention.

3. The number of subjects enrolled in the study during the relevant period. Include the number in your particular study, world wide and in Australia as applicable. 

4. Any significant reactions or serious adverse events related to the trial that have occurred elsewhere. 

5. The rates of serious adverse events in the period and if available for the total study expressed as a ratio of serious adverse events per subject per year. Completion of the attached table may facilitate your report to the HREC. 

Yours sincerely

Dr Jim Houston

Chairman

Human Research and Ethics Committee
	PLEASE COMPLETE THE ATTACHED SHEET OVERLEAF
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1. Title of Study


MACROBUTTON NoMacro [Click here and type text]
2. Intervention


MACROBUTTON NoMacro [Click here and type text]
3. The dates of this current monitoring period:


Start: MACROBUTTON NoMacro [Click here and type date]

Finish:  MACROBUTTON NoMacro [Click here and type date]
4. List or attach the relevant clinical details of any serious adverse events that are likely to have been related to the study that have occurred in the current reporting period.

MACROBUTTON NoMacro [Click here and type text]
	
	GPH
	Australia
	Worldwide

	Number enrolled this period
	
	
	

	Number enrolled in whole trial to date
	
	
	

	Total serious adverse events this period
	
	
	

	Total serious adverse events whole trial to date
	
	
	

	Number of serious adverse events definitely related to the intervention for this period
	
	
	

	Number of serious adverse events related to the intervention in total
	
	
	


Signature (Chief Investigator)

Date
Please return completed report via fax to Brooke Bishop, Ethics Committee Secretary on 3394 7322.
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	TERMS OF REFERENCE


ETHICS COMMITTEE

	PRIVATE
Purpose:
	To advise the General Manager on ethical aspects of proposed research at Greenslopes Private Hospital. To advise the General Manager on non-research matters of ethical significance.

	Functions:
	· To consider ethical implications of all proposed research projects and to determine whether or not they are acceptable on ethical grounds. 

· To provide for surveillance of research projects until completion so that the Committee may be satisfied that they continue to conform with approved ethical standards.

· To maintain a register of all research projects.

· To maintain communication with the NHMRC Australian Health Ethics Committee and to provide access, upon request, to information in the Institutional Ethics Committee’s records.

· To consider and report on those non-research ethical problems that may be drawn to its attention.

· To attend to responsibilities pursuant to the CTN/CTX Schemes.

· To report to the Hospital Advisory Committee via the HAC representative.

	Membership:
	The Committee shall include the following: 

Chair
· Elected annually

Members
· Lawyer
· 3 Visiting Medical Officers From:

      (Medical Advisory Committee Member 1)
· Scientific Officer
· Layman - not associated with the Institution

· Laywoman - not associated with the Institution

· Junior Medical Officer

· Director Medical Services

· Clinical Services Representative 

· Pharmacist

· Minister of Religion

· Veterinarian (co-opted as necessary)

	
	QUORUM:   7 members present.
Note:   Quorum must include a medical graduate with research experience.
Secretary: Ethics & Research Secretariat

	Frequency of Meetings:
	Monthly
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