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Agreement for Ethical Review of Human Research Services

Monash Health

ABN 82 142 080 338

and

[Insert name of Organisation]

ABN [insert]

ACN [insert]
AGREEMENT FOR ETHICAL REVIEW OF HUMAN RESEARCH SERVICES 
1. PARTIES

Monash Health, a public health service incorporated under the Health Services Act 1988 (Vic) ABN 82 142 080 338 of 246 Clayton Road, Clayton, Victoria (MH)

· and – 

The Organisation named in Item 1 of Schedule 1 (Organisation)

2. MH AUTHORISED TO UNDERTAKE ETHICAL REVIEW OF HUMAN RESEARCH

2.1
MH is authorised by the State of Victoria as a participating organisation to establish and administer a Human Research Ethics Committee (‘HREC’) to provide ethical approval of human research in accordance with the National Statement on Ethical Conduct in Human Research 2018 (including amendments and updates) (the ‘National Statement’).

2.2
The Organisation is not authorised to establish and administer an HREC.

2.3
The Organisation conducts and hosts human research from time to time which requires approval by an HREC in accordance with the National Statement.
2.4
MH offers HREC Services (‘HREC Services’) to organisations that undertake human research but who are not authorised to establish and administer their own human research and ethics committee.

3. ETHICAL REVIEW OF HUMAN RESEARCH SERVICES

3.1 The Organisation appoints MH to undertake HREC Services from time to time. 

3.2
The HREC Services may comprise one or any number of applications by the Organisation to MH for ethics approval of human research projects (a ‘Research Project’) to be conducted by the Organisation.

3.3
Subject to clause 3.4 MH agrees to perform HREC Services (described in Item 2 of Schedule 1 and the Specifications) for the Organisation for a Research Project(s) in accordance with this Agreement.
3.4
MH will perform the HREC Services for a Research Project only in the following circumstances:

(a) that is to be conducted at the premises under the direction and control of the Organisation; and/or

(b) that involves patients or clients of the Organisation as participants in the research; and/or
(c) that uses the Organisation’s resources or staff (including the Organisation’s contractors, visiting medical officers.

3.5
For the avoidance of doubt, the HREC Services do not include matters of research governance which must be considered by an external entity to determine whether it is a suitable site at which the proposed Research Project should be conducted, including (but not limited to) the proposed cost, budget, availability of equipment, drugs and other resources, skills and availability of clinical and non-clinical personnel.
4. TERM

This Agreement will commence on the Commencement Date set out in Item 3 of the Schedule and continue unless terminated earlier in accordance with clause 13.

5. PROCEDURE

1. The Organisation must submit an application for HREC Services for a Research Project (the ‘Application’) to MH in writing in the prescribed form and in accordance with MH’s HREC policies and procedures.

2. MH may at its absolute discretion refer the Application to external and/or scientific or other specialist experts for an opinion.
3. Where MH approves the Application, it must monitor the conduct of the Research Project in accordance with the requirements of the National Statement.
6. MH’S OBLIGATIONS

1. MH must:

(a) perform the HREC Services in accordance with the Specifications and the terms of this Agreement;
(b) exercise due care, skill and judgement at all times and act in accordance with the National Statement and the highest professional principles and standards applicable to human research and ethics committees in Australia; 
(c) act in good faith and keep the Organisation informed of all matters of which it ought to be reasonably be made aware; 
(d) where the Application is approved by the MH HREC, MH undertakes to monitor the conduct of the Research Project; and

(e) subject to obligations as to Confidential Information and Privacy, forward to the Organisation extracts of the minutes of meeting by MH’s HREC where the Organisation’s Research Project was considered.

7. ORGANISATION’S OBLIGATIONS

1
The Organisation must fully co-operate with MH in relation to 

(a) the Application;
(b) delivery of the HREC Services by MH;

(c) any investigation, claim (for any reason whatsoever) made by a third party into MH’s consideration of the Application, decision making process and decision made by MH, and any other service performed by MH as part of the HREC Services.
2
The Organisation must where the Research Project is a clinical trial, ensure that the Research Project is registered on an acceptable clinical trial register that meets the requirements of the international committee of journal editors.

3

The Organisation must where the Research Project is a clinical trial sponsored by industry within the meaning of the Therapeutic Goods Act 1989 (Cth) (‘Sponsor’) ensure that the Sponsor provides forms of indemnity as follows:

a) For trials involving drugs, pharmaceuticals, and medicines:

i. the ‘Medicine Australia Standard Form of Indemnity’ in favour of the Organisation; and

ii. the ‘Medicines Australia Form of Indemnity-HREC Review Only’ in favour of MH.
a) For trials involving medical devices:
i. the Medical Technology Association of Australia Standard Indemnity for a clinical investigation’ in favour of the Organisation; and

ii. the ‘Medical Technology Association of Australia Indemnity Form for HREC Review Only’ in favour of MH;
4
The Organisation must use best endeavours to ensure that MH is not named or deemed to be a Sponsor of a Research Project, howsoever caused.

8. FEES & PAYMENT
1. The Organisation must pay MH the Fee for the HREC Services in accordance with this agreement, irrespective of whether MH Approves the Application.
9. GST

1. The terms set out in italics in this clause have the same meaning given to them in the GST Act. 
2. Unless otherwise stated, an amount payable by the Organisation under this Agreement in respect of a supply by MH that is a taxable supply, represents the GST inclusive value of the supply and the Organisation is not required to pay to MH any additional amount for the GST payable in respect of the supply. 

10. INSURANCE

1. The Organisation must obtain and maintain insurance coverage sufficient to cover any loss or costs incurred and for which the Organisation is liable for in connection with the Research Projects for which MH has provided HREC Services.

2. Where the Research Project is a clinical trial, the Organisation must ensure that any third party involved in the Research Project obtains and maintains insurance (including professional indemnity) coverage sufficient to meet any liabilities that may arise as a result of the Research Project. 

3. On request, the Organisation must provide MH with evidence of the currency of any insurance it is required to obtain. 
11.  LIMITATION OF LIABILITY AND INDEMNITY

1. The Organisation indemnifies MH and its officers, employees and agents (‘Indemnified Party’) against any loss, damage, claim, action or expense (including legal expense) (Liability) which any Indemnified Party incurs as a direct or indirect result of:

(a) a breach by the Organisation or its officers, agents or employees of this Agreement;

(b) any warranty given by the Organisation to MH under this Agreement being incorrect or misleading in any way;

(c) any negligent or wrongful act or failure by the Organisation relating to the MH Services or Research Project involving MH;

(d) any personal injury or death to persons, and any infringement of a third parties’ intellectual property, any research fraud or misconduct arising from any Research Project for which MH provided HREC Services,
except to the extent that MH caused or contributed to the Liability by any gross negligence or fraud.
2. The indemnities under this clause are continuing obligations and are separate and from other obligations of the parties and survive expiry or termination of this Agreement.
12. CONFIDENTIALITY & PRIVACY 

For the purpose of this clause:

Confidential Information means any technical, scientific, commercial, financial or other information of, about, or in any way related to either party, including any information designated by MH as confidential, which is disclosed, made available, communicated or delivered to MH, but excludes information that is in the public domain other than as a breach of this Agreement.

Privacy Laws means the:

(a) Health Services Act 1988 (Vic) and, in particular, section 141 of that Act;
(b) Mental Health Act 2014 (Vic) and, in particular, section 346 of that Act;

(c) Health Records Act 2001 (Vic) and, in particular, the Health Privacy Principles contained in that Act; and

(d) Privacy and Data Protection Act 2014 (Vic) and, in particular, the Information Privacy Principles contained in that Act.

1. Each party must keep all Confidential Information absolutely confidential and each party warrants to the other that it will not communicate publish or release or permit the communication publication or release any Confidential Information except:

(a) as is necessary to perform their obligations under this Agreement;

(b) as required by Law;

(c) to their legal advisors for the purpose of obtaining legal advice;

(d) if requested by the Auditor General, the Ombudsman, Department or Minster for Health, the Office of the Victorian Privacy Commissioner, the Office of the Health Services Commissioner, the NHMRC, the Australian Health Ethics Committee or any other statutory body.; and 

(e) as permitted under this Agreement or otherwise agreed in writing by the parties.

2. Each party must comply with the Privacy Laws and their respective privacy policies and guidelines, as amended from time to time, in respect of personal or health information (as defined in the Health Records Act 2001 (Vic)) held or accessed in connection with this Agreement.
3. A party must immediately notify the other party if it becomes aware of a breach of this clause.
13. TERMINATION

1. MH may terminate this Agreement at any time by giving the Organisation 60 days written notice, or such longer period as specified in the notice. 

2. Either party may terminate this Agreement immediately by notice in writing to the other party if the other party:

(a) becomes insolvent;

(b) commits a material breach of this Agreement that is not capable of being cured; or

(c) commits a breach of this Agreement which it fails to remedy within 30 days of receiving notice of the breach.
14. VARIATION

This Agreement may only be varied with the written consent of each party.
15. GENERAL
1. This Agreement is governed by the law in force in Victoria. Each party submits to the non-exclusive jurisdiction of the courts of Victoria. 
2. This Agreement constitutes the entire agreement of the parties about its subject matter and supersedes all previous agreements, understandings and negotiations on that subject matter.
3. This Agreement may be amended, assigned or novated only in writing by both parties.

EXECUTION

Executed as an agreement.
	Executed for and on behalf of Monash Health by its duly authorised officer: 
	
	

	Name

Position


	
	Signature 

Date



	Signed for and on behalf of the Organisation by its duly authorised officer: 
	
	

	Name

Position


	
	Signature 

Date




SCHEDULE 1 – PARTICULARS
	Item
	
	Details

	Item 1
	Organisation:
	[Name of Organisation]

(ACN [insert if a corporation])
(ABN [insert])

	Item 2 
	HREC Services:
	See description in Specifications

	Item 3 
	Commencement Date:
	[insert date/event]

	Item 4 
	Fee and Payment:
	[insert amount and payment details]


	
	
	


SPECIFICATIONS
[Insert detail of /describe the HREC Services that MH will undertake for the Organisation] – Example –

 Receive application, consider all documents, obtain external or expert opinions, make decision/ findings, recommendations and approve/disapprove of application, communicate decision to Organisation, monitor research project, ongoing communications, meetings etc.
