	STANDARD INDEMNITY and compensation AGREEMENT FOR CLINICAL TRIALS IN NEW ZEALAND PUBLIC HEALTH ORGANISATIONS

	Purpose

This Guidance Document relates to the standard Indemnity and Compensation Agreement (sICA) that is pre-approved for use in clinical trials that are sponsored by pharmaceutical and medical device companies and conducted in NZ public health organisations.

	Background

1. Each clinical trial sponsored by a manufacturer of a pharmaceutical or medical device and conducted in NZ public health organisations must be covered by an Indemnity and Compensation Agreement between the site and the trial sponsor.

2. The intention is that this sICA can be used by all NZ DHBs without modification to speed the process of approval of clinical trials and remove the need for lengthy and difficult negotiation.

3. This sICA has been developed for use in all industry-sponsored clinical trials that take place in NZ DHBs (see following pages).

4. This sICA does not cover clinical trials that are:

· sponsored by collaborative clinical trial groups;

· are investigator-initiated;

as compensation for injuries caused to participants as a result of their participation in these clinical trials is covered by NZ’s statutory no-fault compensation scheme (Injury Prevention, Rehabilitation, and Compensation Act 2001).

	Application

5. Wide consultation with DHBs and their legal representatives has taken place with regard to this sICA. It is envisaged that all DHBs, as well as some other health service providers in NZ, will use the sICA. However, its use remains at the discretion of individual organisations. 
6. Where a pharmaceutical or medical device company uses the sICA without alteration the DHB or other health services should feel comfortable in accepting this agreement without further review.

7. Where a pharmaceutical or medical device company wishes to use their own Indemnity and Compensation Agreement, or makes non-trivial alterations to the sICA through the addition or deletion of clauses or through the addition of special conditions, the DHB or other health services provider should give such a request the same consideration it would give to any other contract negotiation. 




Implementation

This sICA (Version 2.0) can be used from July 1, 2010.

Changes from Version 1.0

1. Clause 3(a) has been modified to remove reference to “third parties” and the scope of cover narrowed.

2. Guidance documentation updated.
INDEMNITY AND COMPENSATION AGREEMENT FOR CLINICAL TRIAL

Between

                                                          (the “Site”) 

And

                                                         (the “Sponsor”) 
DATED:

BACKGROUND
A. The Site and Sponsor/CRO [delete one] have entered into a clinical trial agreement dated on or about the date of this agreement in respect of Full Title                                          Protocol Number XXXXXX  (the “Trial”).

B. The Site has agreed to allow the Trial to be undertaken on certain premises or facilities (the “Facility”) as reasonably required for the Trial.

C. The Site has made the services of [insert name] (the “Investigator”) available at the Facility to conduct the Trial.

D. The Site requires execution of this agreement as a condition of its involvement in the Trial. 

IT IS AGREED as follows:

1.
The Site agrees to perform the Trial by enrolling patients of the Site and where relevant their in utero children (the "Participants") which shall be conducted by the Investigator in accordance with the Trial protocol, as amended from time to time with the agreement of the Sponsor, the Site and the Investigator (where relevant) and approved by the relevant accredited ethics committee (the “Protocol").  
2.
The Site agrees to allow the Trial to be undertaken within the Facility, utilising such areas of the Facility and such Site personnel and equipment as the Site approves and which the Investigator reasonably requires for the purpose of the Trial.

3.
In consideration of the Site’s involvement in the Trial, the Sponsor indemnifies the Site and its employees and agents (together the “Indemnitees”):


(a)
against all loss, costs, expenses and liability (including without limitation, legal and expert costs and expenses) arising from any complaints, claims, proceedings or demands made or brought, whether successfully or otherwise, by or on behalf of Participants (or their dependants) against any of the Indemnitees for personal injury either physical or mental (including death) to Participants 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 Participants would not have been exposed but for the participation of the Participants in the Trial (“Personal Injury”)

(b)    
against any other loss, costs, expenses or liability (including without limitation, legal and expert costs and expenses, and the cost of ongoing treatment) any of the Indemnitees incur as a direct result of a Personal Injury arising out of or relating to the Trial.
4.
The indemnity set out in clause 3 will not apply to any such claims, proceedings or demands:

(a)
to the extent that the Personal Injury is caused by the negligent or wrongful acts or omissions, or breach of statutory duty by the Indemnitees;

(b)
to the extent that the Personal Injury is caused by the failure of the Indemnitees to conduct the Trial in accordance with the Protocol; 

(c)
if the Indemnitees have, without the Sponsor’s consent, made an admission in respect of any such claim, proceeding or demand relating to the Trial that is prejudicial to its defence (except where such admission is in connection with the Site’s internal complaint procedures, accident reporting procedures or disciplinary procedures, or ethical committee requirements, or where such statement is required by law);

(d)
unless as soon as reasonably practicable following receipt of notice of such claim, proceeding or demand, the Indemnitees have notified the Sponsor of such in writing; and

(e)
unless, at the Sponsor’s request, the Indemnitees have permitted the Sponsor to have full care and control of the claim, proceeding or demand, if requested to do so in accordance with clause 7 below.

5.
Without prejudice to clause 4(d) above, the Site will use reasonable endeavours to inform the Sponsor promptly of any circumstances thought likely to give rise to any claim, proceeding or demand relating to the Trial.

6.
The Sponsor and the Site will each give each other reasonable assistance as may be required for the efficient and prompt handling of any claim, proceeding or demand relating to the Trial.

7.
At the Sponsor’s request and cost, each Indemnitee will permit the Sponsor to have full care and control of any claim, proceeding or demand relating to the Trial brought against that Indemnitee.  The Sponsor will keep the Site and its legal advisers fully informed of the progress of any such claim, proceeding or demand,  will consult with the Site on the nature of any defence to be advanced and any costs incurred by the Site as part of this process shall be met by the Sponsor.  The Sponsor will not settle any claim, proceeding or demand relating to the Trial without the written approval of the Site (such approval not to be unreasonably withheld or delayed) and the Sponsor will ensure that any such settlement will be in full and final settlement and preclude any further claim, proceeding or demand against the Indemnitees. 

8.
The Sponsor will use reasonable endeavours to inform the Site of any circumstances thought likely to give rise to any claim, proceeding or demand relating to the Trial and will keep the Site reasonably informed of any developments in relation to any claim, proceeding or demand relating to the Trial made or brought against the Sponsor alone.

9.
The Sponsor will effect and maintain, for the duration of the Trial and thereafter, adequate insurance against the risk that it will be called upon to make payments in respect of the indemnities described in clause 3 above.  Upon request, the Sponsor will provide to the Site a certificate from its insurers certifying that such insurance is in full force and effect. 

10.
Without prejudice to the above, the Sponsor agrees to follow the principles of and to provide compensation to Participants in accordance with the guidelines published by the Researched Medicines Industry Association of New Zealand Inc. (the “RMI Guidelines”), as amended from time to time.

11.
For the purpose of this indemnity, the expression "agents" is deemed to include, without limitation, any person providing services to the Site under a contract for services or otherwise, and any person carrying out work under contract for the Site that is connected with such of the Facility and equipment as are made available for the Trial under clause 2 above.

12.
The parties acknowledge, for the purposes of the Contracts (Privity) Act 1982, that this indemnity and compensation agreement contains provisions that confer a benefit on, and are intended to be enforceable by, the Participants and any of the Indemnitees.

13.
This indemnity will be governed by and construed in accordance with the laws of New Zealand and the courts of New Zealand shall have exclusive jurisdiction in any proceedings relating to it.

	SIGNED for and on behalf of
	)
	
	
	

	the site Name
	)
	
	
	

	in the presence of


	)
	
	Authorised Signatory
	Date

	Signature of Witness
	
	
	
	

	Full Name of Witness
	
	
	
	

	Address of Witness
	
	
	
	

	Occupation of Witness
	
	
	
	


	SIGNED for and on behalf of
	)
	
	
	

	the sponsor Name
	)
	
	
	

	in the presence of


	)
	
	Authorised Signatory
	Date

	Signature of Witness
	
	
	
	

	Full Name of Witness
	
	
	
	

	Address of Witness
	
	
	
	

	Occupation of Witness
	
	
	
	


	Read & Acknowledged
	)
	
	
	

	THE INVESTIGATORS NAME
	)
	
	Investigator
	Date
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