[image: image1.jpg]£

AUCKLAND

TTTTTTTTTTTTTTTTTTT





[image: image1.jpg]

(Please note that text in this format is advice/recommendations and should be deleted from your unit’s specific Terms of Trade document)
(Where “the unit” is used, substitute the name of your research department/team. 
(Enter dollar amounts for fees where there is $xxx, and information about when payment should be made where there is ??)
TERMS OF TRADE

Between AUCKLAND DHB and trial sponsor/CRO
These Terms of Trade are issued to the Sponsor/CRO with the aim of making processes leading up to site initiation transparent, and to enhance an open and effective working relationship.
The decision by the AUCKLAND DHB to sanction a clinical trial to be conducted at their locality is on the understanding that there will be sufficient income and resource to cover all the costs of the clinical trial, including all those incurred prior to initiation, and that all ethical, legal and locality issues will be resolved prior to the clinical trial being given final authorisation to commence at AUCKLAND DHB.
All Pharmaceutical and Device Industry sponsored trials are costed according to the schedule described in the Service Provision section of this document. These fees represent fair and equitable cost recovery for the services provided by the unit and AUCKLAND DHB.
	Service Provision


The following fees are charged for services provided but note that this may not be an exhaustive list and negotiation will be undertaken on a per-protocol basis

Feasibility 
The feasibility process involves the exchange of information between the unit and sponsor/CRO to evaluate the viability, practicability and sustainability of the proposed research project. This will require the proposed clinical trial to undergo an internal feasibility process and to be prioritised against other active clinical trials and AUCKLAND DHB’s organisational priorities.

The site will complete the sponsor’s/CRO’s feasibility questionnaire based on either a final or a most recent protocol provided by the sponsor/CRO. A fee of $xxx may be applied at the discretion of the unit in order to complete the feasibility document. This fee will be non-recoverable even when the unit is not selected as a site.
Site selection
The sponsor/CRO is required to provide informational study documents requested by the unit (e.g. final protocol, Investigator’s Brochure, timelines, payment schedule) and sufficient time to review these, prior to a site selection meeting. 
The site selection meeting will incur a non-recoverable fee which is payable ?? (recommend on completion of the visit / call). On-site: incurs a fee of $xxx + GST; by telephone: incurs a fee of $xxx + GST per hour or part thereof. Telecommunication costs will be at the expense of the sponsor/CRO.
Conduct of a site selection visit infers no commitment by the unit to proceed any further.

STUDY SET UP
If the unit is selected as a site, fees will apply to the following activities performed by the unit. These processes will depend upon the delivery of key documents and provision of timely information from the sponsor/CRO before the set-up process can begin.
The unit will lead the preparation and submission of the HDEC application (if lead site) and the master (if lead site) and/or site specific PIS/ICF in collaboration with the sponsor/CRO. The unit will manage the submission of trial and legal documents for the institution’s legal, governance and Māori review and liase with the institutions representatives and sponsor/CRO to achieve institutional approval. This fee will also cover the development of the budget and any budget negotiations with the sponsor/CRO, and any site selection visits.
$xxx will be paid if the unit is lead/single site (fee will include coordination of approvals with other NZ sites).

$xxx for non-lead site.
This payment is Non-refundable.
If a study is terminated prior to signing the CTA, a pro-rata payment to cover work done to date will apply. 
SERVICE SET-UP

Set- up fees will be charged for pharmacy, laboratory and radiology (where applicable) to cover feasibility assessment etc. Set-up fees may also be charged for other business units of the institution that are involved with the trial. Set-up fees will be negotiated on a protocol specific basis according to protocol requirements. 

PARTICIPANT-RELATED FEES

Per-participant payment for all patients enrolled or screened in the study will be provided by the sponsor/CRO,   which will be commensurate with the resource intensity required to manage the participant in the trial, and which will be negotiated on an individual protocol basis. The fee may include but is not limited to, eligibility assessment, obtaining informed consent, physical exam, blood/tissue samples, administering study medication, monitoring of adverse events. Study related Pharmacy (formulation, storage, dispensing), Laboratory (processing, storage, testing, shipment of samples), and Radiology (MRI, other imaging) costs should be included in the per-participant payment.
This fee will be negotiated between the sponsor/CRO and the unit.
The sponsor is expected to cover reasonable travel/accommodation expenses for all participants.  
(Where the unit is tertiary or national be clear that there will be higher than minimum travel costs for participants not domiciled locally, and the terms of inclusion of such patients should be negotiated with the sponsor at the earliest possible stage). 
SCREEN FAILURES

These fees recognize the work involved in screening a patient that fails on the basis of inclusion/exclusion criteria in the protocol. The sponsor/CRO should cover the costs for all screen failures.
PROTOCOL AMENDMENT

The fee will cover costs incurred by the unit for processing and approval of amendments, including revision of PIS/ICF, liaison with AUCKLAND DHB for ongoing governance approval, and submission of amendment request to HDEC (when required, consistent with HDEC SOP). When HDEC approval is not required the unit will ensure local documentation is completed and filed. The unit will ensure that all staff and investigators involved with the trial are educated about the protocol amendment and that training is documented.

Lead site - $xxx. 
Non-lead site - $xxx.
If reconsenting is required a fee will be incurred.
The unit reserves the right to re-negotiate the budget if changes to the protocol require additional use of the unit’s resources or any other costs.

When an amendment is for a sub-study or follow-on study AUCKLAND DHB reserves the right to treat the amendment as a new study and charge a fixed fee for governance processing at its discretion. This fee will not exceed $xxx. Payable upon AUCKLAND DHB’s approval of amendment.
AUDIT

The sponsor will reimburse the unit for the staff time involved in non-routine (e.g. FDA) audit on an hourly basis. (Enter hourly rate if known).
EARLY TERMINATION

If the sponsor terminates a study for any reason other than performance of the unit it is expected that the sponsor will cover the unit’s costs and expenses associated with termination.

$xxx. Payable ??
CLOSE OUT FEE

All trials will be charged for the unit’s activities in relation to study close out.  This fee will be part of the study budget.
One-off payment of $xxx. Payable ?? (recommend on close out visit).
ARCHIVING

Storage and archiving of trial related documents incur costs which will be charged to the sponsor/CRO at the conclusion of the study as a one-off fee of $xxx.
WITHHOLDING FEES

No percentage of the per-participant fee or site costs may be withheld. Payments become due as described in this document or after visit completion and paid at least quarterly by arrangement with the unit.
OTHER TRIAL-RELATED COSTS

Budget negotiations between the unit and the Sponsor take place on the basis of the information provided at the time of the negotiation. Additional costs to be detailed in the CTA may include, but are not limited to, those listed below. These will be discussed with the Sponsor during budget preparation, as requirements vary from trial to trial.

(Add to or delete according to what applies in your unit)
· Substudy addition

· SAE report completion

· Unscheduled visits
· Additional training of staff to meet updated trial requirements
· Remote monitoring

· Data queries

· Pregnancy reporting
AUCKLAND DHB reserves the right to amend costing if additional information or requirements results in an increase in trial expenditure.
INSTITUTIONAL FEES
Industry-sponsored clinical trials conducted at AUCKLAND DHB will be charged a fixed fee of $6500, and incur an additional 20% overhead levy on income. These monies are received by AUCKLAND DHB, not the unit. The net income transferred to the unit’s clinical trial account held in the A+ Charitable Trust (acting as agent for AUCKLAND DHB). 
The fixed fee reflects the costs to the institution for governance oversight to ensure the research trial will be run consistently with national ethical and regulatory standards, the Treaty of Waitangi (rights of Māori to partnership, participation and protection) and institutional policy and strategy. The fee also covers the costs of budgeting assistance from the unit’s accountant and the legal review. The overhead charge covers the indirect costs of the research for the institution, including the costs of employment and institutional support of research staff (e.g. HR, facilities, payroll, library, information systems and security).
	Documents for legal review


The sponsor/CRO will provide the unit with a Clinical Trial Agreement, an Indemnity and Compensation Agreement and a current liability insurance certificate. Electronic versions of the Clinical Trial Agreement and the Indemnity and Compensation Agreement must be provided in editable (e.g. Microsoft Word) format. The unit will facilitate legal review by ADHB.  
For the Clinical Trial Agreement use only the NZ sCTRA version 3.0 dated 04 Aug 2013. Enter the name of the Institution as: Auckland District Health Board Charitable Trust 
In Schedule 2 (Payments) of this agreement list prices in New Zealand dollars. Variations to the body of this agreement can be made in Schedule 7 (Special Conditions). Include the Auckland District Health Board Charitable Trust Recital (below) in Schedule 7.
Pursuant to a memorandum of understanding dated 1 May 2006, the Institution has delegated authority from Auckland District Health Board (ADHB) to enter into contracts with third parties on behalf of and as agent for ADHB and to accept obligations for ADHB in relation to clinical trials and studies to be undertaken at ADHB facilities and by ADHB employees.
For the Indemnity and Compensation Agreement use only NZ sICA version 2.0 dated 1 Jul 2010 

If the sponsor/CRO requires a confidentiality agreement/non-disclosure agreement to be signed before providing confidential study information/materials to the unit the sponsor/CRO must provide this in a word document to allow for tracked changes (if required) and in PDF format for immediate signing where no changes are required.
	Trial Enquiries


(If there are specific persons in your unit with delegated responsibility for coordinating the clinical trial feasibility process it is recommended to name these persons as first points of contact)
Trial enquiries may be directed to the persons named below:
	name
	title (e.g. research manager, senior research nurse)
	email address

ph number

	name
	title 
	email address

ph number


(Or, if the proposed investigator is the appropriate person to be first point of contact use the below)
The proposed Principal Investigator (PI) or his/her delegate is the primary contact during the enquiry stage and will respond expressing interest based on the information given in the enquiry. Trial enquiries may be directed to consultants/proposed investigators. 
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