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INSTITUTION - INVESTIGATOR AGREEMENT
	This Institution-Investigator Agreement was drafted using the Medicines Australia Form of Indemnity for Clinical Trials - Standard Version (1 October 2012) as the base agreement, and then supplemented by adding elements of the Medicines Australia Clinical Trial Research Agreement. Its purpose is to address the situation when a Principal Investigator, or Co-Investigator, for a Study is a VMO (or other independent contractor), to allocate responsibility fairly for obligations and potential liabilities, as between the Institution and the Investigator.


[Clinical Study No. [ ], [protocol title including name of product]("Study")

Adventist HealthCare Limited as trustee for the Sydney Adventist Hospital Trust.  

185 Fox Valley Road, Wahroonga NSW 2076. ABN: 76 096 452 925
("Institution")
[Insert Investigator name and address]
("Investigator")
BACKGROUND
A. The Institution has agreed to participate in the Study involving patients of the Institution ("the Participants") sponsored by [Insert name of sponsor] (“the Sponsor”) under a Clinical Trial Research Agreement (“Research Agreement”), an executed copy of which is attached at Annexure A.

B. The Study is to be conducted by the Investigator, [Insert name of investigator], who is [the principal investigator / a co-investigator - delete as applicable] in the Study, in accordance with the referenced protocol ("the Protocol") annexed to the Medicines Australia Form of Indemnity for Clinical Investigations between the Institution and the Sponsor, as amended in writing from time to time with the agreement of the Sponsor and the Institution (“Form of Indemnity (Sponsor)”), which forms part of the Research Agreement.
C. Clause 3.2 (Liability for Principal Investigator) of the Research Agreement provides that:

For the purpose of this Agreement only, and as between the Sponsor and the Institution only, the Institution agrees to be responsible for the acts and omissions of the Principal Investigator in relation to the conduct of the Study, to the extent that such responsibility would attach to the Institution in accordance with its obligations under this Agreement or under the common law on the basis that the Principal Investigator is acting as an employee of the Institution …
D. Contrary to the position stated in clause 3.2 "for the purpose of this Agreement only", the Investigator is a visiting medical officer (that is, a contractor) at the Institution, and not an employee, such that clause 3.2 does not correctly describe the actual relationship between the Investigator and the Institution.
E. The parties enter this Institution-Investigator Agreement to describe their relationship for the purposes of the Study, and to allocate rights and responsibilities appropriately.
AGREEMENT
1. Rights and obligations based on the Research Agreement

1.1 The Institution agrees to participate by allowing the Study to be undertaken on its premises or as otherwise agreed, utilising such facilities, personnel and equipment as may reasonably be required for the Study.
1.2 The Institution agrees to carry out the role of "Institution" for the Study, as described in the Research Agreement and in particular under clause 4 of the Research Agreement, with due care and skill.

1.3 The Investigator agrees to carry out the role of ["Principal Investigator" for the Study, as described in the Research Agreement and in particular under clause 3.3 of the Research Agreement / "Co-Investigator" for the Study, in accordance with the Protocol - delete as applicable], with due care and skill.
1.4 The Investigator must not do or omit to do anything in respect of the Research Agreement that would put the Institution in breach of the Research Agreement.
2. Insurance

2.1 The Investigator must:

(a) hold, and maintain during the term of the Study, and for 7 years after the end of the Study (taken from the date of the last intervention on a Participant in the Study), professional Indemnity insurance providing cover on a claims‑made basis that complies with applicable requirements under the Medical Indemnity (Prudential Supervision and Product Standards) Act 2003 (Cth);
(b) ensure that their professional indemnity insurance covers the Investigator's potential clinical trial related liabilities that may arise from the Study; and
(c) provide a copy of their certificate of coverage, evidencing coverage for clinical trials, for their professional indemnity insurance at any time on request from the Institution.
3. Indemnity

3.1 In consideration of their mutual promises, subject to paragraph 4 below, the Investigator indemnifies and holds harmless the Institution and its employees, agents, and members of and advisors to its Human Research Ethics Committee (“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 the Participants (including their dependents and children injured in utero through the participation of the child’s mother or father in the Study) against the Institution or any of its employees, agents or members of and advisors to its HREC for personal injury (including death) to Participants (and children injured in utero through the participation of the child's mother or father in the Study) arising out of or relating to the use of the product(s) under investigation or any clinical intervention or procedure provided for or required by the Protocol to which the Participants would not have been exposed but for the participation of the Participants in the Study.

3.2 The above indemnity by the Sponsor will not apply to any such claim or proceeding referred to in paragraph 3.1 above:
(a) to the extent that the Sponsor is liable for such personal injury (including death) under the Form of Indemnity (Sponsor).
(b) 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 Institution or any of its employees, agents or members of and advisors to its HREC.
(c) to the extent that such personal injury (including death) is caused by the failure of the Institution, its employees, or agents to conduct the Study strictly in accordance with the Protocol.
(d) unless as soon as reasonably practicable following receipt of notice of such claim or proceeding, the Institution notifies it to the Investigator in writing and at the Investigator's request, and cost, has permitted the Investigator to have full care and control of the claim or proceeding using legal representation of its own choosing.
(e) if the Institution, 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 Investigator. Such consent will not be unreasonably withheld. This condition will not be treated as breached by any statement properly made by the Institution, its employees, agents, or members of and advisors to the HREC in connection with the operation of the Institution's internal complaint procedures, accident reporting and quality assurance procedures or disciplinary procedures or where such statement is required by law.

3.3 The Investigator will keep the Institution and its legal advisers fully informed of the progress of any such claim or proceeding, consult fully with the Institution on the nature of any defence to be advanced and not settle any such claim or proceeding without the written approval of the Institution which approval is not to be unreasonably withheld.

3.4 Without prejudice to the provisions of paragraph 3.2(d) and 3.2(e) above, the Institution 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 Investigator informed of developments in relation to any such circumstances even where the Institution decides not to claim indemnity from the Sponsor.  Likewise, the Sponsor will use reasonable endeavors to inform the Institution of any such circumstances and will keep the Institution informed of developments in relation to any such claim or proceeding made or brought against the Investigator alone.

3.5 The Investigator and the Institution 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 Participants (including their dependents and children injured in utero through the participation of the child’s mother or father in the Study).

3.6 For the purpose of this Institution-Investigator Agreement, the expression "agents" is deemed to exclude the Investigator, and to include, but not be limited to:
(a) any person carrying out activities for the Institution under a contract connected with such of the Institution's facilities and equipment as are made available for the Study under paragraph 2 above; and

(b) any health professional providing services to the Institution under a contract for services or otherwise.
4. Term and termination

4.1 This Institution-Investigator Agreement commences on the date of commencement of the Research Agreement.
4.2 This Institution-Investigator Agreement terminates on the earliest of the date on which:
(a) the Research Agreement terminates;
(b) one party provides the other party with 30 days, or such shorter time period as is reasonably required in the circumstances, written notice of termination if:
(i) either party to this Institution-Investigator Agreement acts or omits to act to cause the Institution to breach the Research Agreement or the Protocol (including without just cause to meet a timeframe); and 
(ii) that party fails to remedy such breach where it is capable of remedy within 30 days of a written notice from the terminating party specifying the breach and requiring its remedy;
(c) one party is declared insolvent or ceases to carry on its business;
(d) one party terminates this Institution-Investigator Agreement immediately by written notice to the other party if it believes on reasonable grounds that:
(i) continuing the Study poses an unacceptable risk to the rights, interests, safety or well‑being of Participants; and
(ii) terminating this Institution-Investigator Agreement is the most appropriate way to respond to that risk; 
4.3 In the event of termination, the Investigator must promptly initiate all appropriate action to close the Study and, subject to any applicable retention requirements imposed by law, return to the Institution (or destroy if requested by the Institution, and provide evidence of such destruction) any completed Case Report Forms and other materials received from the Sponsor before Study Completion.
4.4 In the event of early termination, the Investigator must cooperate with the Institution to ensure that Participants who may be affected by termination receive adequate medical care.
5. General

5.1 Capitalised terms in this Institution-Investigator Agreement that are not otherwise defined have the meaning attributed to them in the Research Agreement.

5.2 This Institution-Investigator Agreement constitutes the entire agreement between the parties in relation to the Study and supersedes all prior representations, agreements, statements and understandings, whether verbal or in writing in relation to the Study.
5.3 Each party will do anything (including executing any document), and will ensure that its Personnel do anything (including executing any document), that the other party may reasonably require to give full effect to this Institution-Investigator Agreement.
5.4 If any part of this Institution-Investigator Agreement is prohibited, void, voidable, illegal or unenforceable, then that part is severed from this Institution-Investigator Agreement but without affecting the continued operation of this Institution-Investigator Agreement.
5.5 Nothing in this Institution-Investigator Agreement creates a relationship of employer and employee, principal and agent, joint venture or partnership between the parties and no party will hold itself out as an agent for another.
5.6 If any party is delayed or prevented from the performance of any act required under this Institution-Investigator Agreement by reason of any act of God, act of nature, including any epidemic or outbreak of pandemic disease, fire, act of government or state, war, civil commotion, insurrection, embargo, prevention from or hindrance in obtaining raw material, energy or other supplies, labour disputes of whatever nature or whatever reason beyond the control of the party (a Force Majeure Event), the affected party shall promptly notify the other party in writing, giving details of the Force Majeure Event, the acts affected by the Force Majeure Event and the extent to which they are affected, and performance of such acts shall be excused for the period of such event provided that if such interference lasts for any period in excess of 30 days either party may, by written notice to the other, terminate this Institution-Investigator Agreement.
5.7 This Institution-Investigator Agreement may be executed in any number of counterparts. All counterparts taken together are deemed to constitute one and the same Institution-Investigator Agreement.
5.8 In the event of any inconsistency between this Institution-Investigator Agreement and the Protocol, this Institution-Investigator Agreement prevails.
5.9 This Institution-Investigator Agreement will be governed by and construed in accordance with the laws applicable in the State or Territory in which the Institution is established.

DATED the day of the last signature (below).
SIGNED by a duly authorised representative of the Investigator
......................................................................

(Signature)

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

(Position)
......................................................................

(Date)
SIGNED by a duly authorised representative of the Institution
......................................................................

(Signature)

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

(Position)
......................................................................

(Date)
ANNEXURE A

[Executed copy of the Clinical Trial Research Agreement between the Sponsor and the Institution]
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