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New Zealand Association of Clinical Research

Standardised Clinical Trial Research Agreement (sCTRA)
· Sponsor
Guidance Document

Purpose
This Guidance Document relates to the standardised Clinical Trial Agreement (sCTRA) (version 5, dated 03 October 2016). The template document is to be used to facilitate agreement between the Sponsor and the Institution for clinical trials conducted in New Zealand. The body of the sCTRA is to be used without modification, in order to be accepted by NZ Institutions without the need for further legal review.  
Background
The New Zealand Association of Clinical Research (NZACRes) has developed the sCTRA based upon the successfully implemented Medicines Australia CTRA standard template.  A sCTRA Working Group consulted widely with the New Zealand clinical research industry over an 18 month period to produce the first New Zealand version of the standardised Clinical Trial Research Agreement in 2015. The sCTRA was reviewed 6 months post-release. Industry feedback was gathered and carefully assessed by a representative industry CTRA Review Committee who performed a detailed review of the existing template Agreements.    
The sCTRA has undergone an independent legal review and will be subject to ongoing review as necessary in order to ensure it meets the industry requirements within New Zealand. 
New Zealand standardised Clinical Trial Research Agreement (sCTRA)

The sCTRA comprises the main body of the Agreement and six Schedules.  The main body of the Agreement should not be amended.  Any proposed changes must be incorporated into Schedule 6 by way of special conditions.
Related documents:

The following documents are available via the NZACRes Website (www.nzacresorg.nz).

· NZACRes CTRA Addendum template document

· NZACRes Costing Tool

· NZACRes Standard Indemnity & Compensation Agreements (sICA)

Main Body of sCTRA:
Details of the Parties

The details of the parties entering the Agreement must be documented. 

Ensure that the ‘Contact for Notices’ provided will be active for the entire length of the commitments agreed, which includes the 15+ year study materials retention period. For example; notification of document destruction will be sent to the ‘Contact for Notices’ as required. 

CTRA execution 

The date of Agreement execution will be accepted as the date of last signature on the contract. 

Schedules: 

Schedule 1. 
Key Information  




Clinical trial specific information to be completed by the Sponsor.

Note: This schedule is in Microsoft Word table format. Lines can be added or removed from the table as required by inserting or deleting rows. 
Following contract execution, changes to the maximum Study Participants number, Institution Subcontractors and the Provisions lists (equipment, software and investigational products) may not require an Agreement amendment, but must be agreed upon in writing by the Parties.
Key Information should include: 
· Study identification information  

1).  
Protocol Number

2). 
Study Name
· Site Related information
3).  

Principle Investigator

4). 

Study Site(s) number/other identifier & Address (several study site 
locations may be utilised within the Institution, each should be listed. 
The site No./ID may be the same or unique depending on 
requirements.)

5).  
Service providers subcontracted to the Institution for the conduct of the study (e.g. external laboratory or imaging services). 

· Recruitment information  
6).  
Recruitment target (the Maximum recruitment target may be modified by the Sponsor if agreed upon in writing by the Institution, without an Agreement amendment)


7). 
Recruitment Period (Estimated Start Date and End date or End point)
· Ethics Group Information


8).  
Responsible EC in New Zealand
· Study supplies provided by or on behalf of the Sponsor 
(changes to the provisions lists may not require an Agreement amendment but must be agreed upon in writing between the Parties)

9).  
Equipment 


10).  
Software 


11).  
Investigational Products (includes all medicine(s) or device(s) trialed; 
including placebo and comparators as well as rescue medication.) 
Schedule 2.
Payments

Include the clinical trial specific Payment Schedule and related payment information, including per patient payment details. 

The NZACRes Costing Tool is available for guidance. A comprehensive and transparent budget can be established using the Costing Tool.
The Protocol version that the Institute Payments are based upon should be listed. 
In accordance with clause 2.3 of the Agreement; a Protocol amendment that the Parties agree will not affect the Institution Study budget, will not require an Agreement amendment. 
The Sponsor must document whether they are registered for Goods and Services Tax (GST) in New Zealand so that invoices can be prepared by the Institute accordingly.

Schedule 3.
Form of Indemnity for Clinical Trials 
Include a copy of the completed New Zealand standard Indemnity and Compensation Agreement - refer to www.nzacres.org.nz to download a copy.
Schedule 4.
Insurance Arrangements
Insert a copy of the Sponsor’s Certificate of Insurance.
The Accident Compensation Act 2001 (ACC) does not cover treatment injury for individuals participating in a Responsible EC approved Sponsored clinical study (section 32(6) of the Act). 
In order for a Study to receive EC approval, the Sponsor must hold insurance for compensation for Injury resulting from participation in a study. Insurance levels must be at least equivalent to ACC compensation levels. 

The NEAC Ethical 'Guidelines for Intervention Studies' and the Medicines New Zealand 'Guidelines on Clinical Trials Compensation for Injury Resulting from Participation in an Industry-Sponsored Clinical Trial' should be referred to for further guidance. 

Schedule 5.
Study Protocol Identification

Clearly detail the Protocol title, version number, date and details of key attachments.
Clearly detail the CRF requirements, including the format of the CRF (paper/ electronic), any additional CRF details, the expectations regarding CRF completion timelines and DCF completion timelines. 
Schedule 6.
Special Conditions 
Include any changes to the main body of the Agreement agreed by the Sponsor and the Institute.   In New Zealand, changes in Schedule 6 do not need to be reviewed / approved by governing bodies, other than the Sponsor and the Institute.
Where there is conflict between the main body of the Agreement and Schedule 6, Schedule 6 shall prevail. 
For further information regarding the New Zealand standardised Clinical Trial Research Agreement, please contact NZACRes at info@nzacres.org.nz.
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