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Sponsor CTRA Review Changes explanatory document
Document Reviewed:  Sponsor CTRA, v4, 28th July 2015

Where text has been added for 'alignment', it has been added in order to align the language between all of the NZACRes template CTRAs. 
- The logo was deleted from the top of the page; due to confusion over whose logo should be placed there. Parties may continue to place their logo on the document or print on letterhead paper.
- Changes to the explanatory text on how to use the contract, page 1, relating to conflict within the document.
- Disclaimer text added - "In providing template documents, NZACRes accepts no liability for any disputes arising from the use of its documents".
- Capitalised Names and defined terms throughout document.  
- Throughout document - changes have been made to clause and schedule numbers in order to correct them following document changes. 

· Date of Agreement deleted from Details of Parties table. Now defined as the last date of signature. 

OPERATIVE PROVISIONS
Clause 1. Interpretations: 
- Anti-Corruption Laws definition added.
- Benefit definition added. 
- Biological samples: delete text 'for the purposes of the study', as samples may be taken, with patient consent, for use in later research, such as Pharmacogenetic sampling. 
- Date of Agreement definition added. 
- Investigational Product: add text 'comparator and rescue medication, as identified in Schedule 1'. Alignment and provides full definition of the study IP. Add plural ‘s’. 
- NEAC definition added.
- Notice/Notification/Notify definition added.
- Party/Parties definition added.
- Protocol: delete ‘document’ and ‘as such’ – for alignment. 
- Regulatory Authority; Delete ‘to be’ add ‘auditing of’
- Study Materials: add text 'or generated in the course of performing' - tighten definition. 
- Study Site:  text added for alignment
1.2.9 - Change text 'Sponsor' to 'Party' - for alignment.
Clause 2. Study
2.1.7 - Correction made to document name. 
2.2 - Clarification of oral and written notification of a deviation to the sponsor and separation of EC notification requirements. 
2.3 - Addition of text in order to reduce the need for contract amendment following new protocol version releases. 
2.4 - Addition of new anti-corruption clause. This clause replaces clause 4.5 from previous contract version. Anti-Corruption clause now applicable to all parties. 
Clause 3. Principal Investigator
3.3.5 – Text added for alignment
3.3.6 – Text altered for alignment.
3.3.10 – Delete text ‘during the course of the study’. Reporting may continue following study completion. 
3.3.11 - Add text 'as described in Schedule 5'. Provides the ability to document agreed CRF completion timelines. 
3.3.15 - Language altered to accommodate studies set in emergency situations where a patient is treated according to the protocol but consented later.
3.3.16 – Clause added for alignment.
Clause 4. Institution Obligations and Responsibilities
4.1.1 - Text added for alignment.
4.1.3 - Text added for alignment.
4.5 - Clause deleted. New Clause 2.4 will cover this and additional requirements.
4.6 - Addition of 'is'.
4.12 – Add  ‘or inspection' & clarification on reports that are to be shared with the Sponsor. 
4.13 - Change 'press' to 'media'
4.14 - New Clause: requirements for reviewing safety information. 
4.15 - New Clause- Institution approval for listing on trial websites. 
Clause 5. Sponsor Obligations and Responsibilities
5.7 – Add ‘Investigational’ – for alignment. 
5.9 – Changes to include the NEAC guidelines and corrections to the Medicines NZ document title.  
5.10 - Addition of text, 'appropriate' and 'clause 5.9'.
Clause 6. Payments
6.1 - Change 'prices' to 'amounts', clarify to what GST relates. 
6.2 - New Clause: payment period.
6.3 - New Clause: late payment fees.
6.4 – Add right to reserve payment if study visit not conducted in accordance with the protocol. 
6.5 - Add 'or irrevocably committed' for costs that will be incurred by the site and cannot be cancelled. 
6.6 - Change 'Recipient' to 'Buyer'.
6.7 - Add 'where applicable' to cover for the event that a Sponsor does not need to be GST registered, and 'as documented in Schedule 2'.
6.11 - New Clause: Fair market value, Inducement to prescribe & on-charging. 
Clause 7. Provision of Equipment and Software
- Title - Change, '&' to 'and'.
7.3 - Add 'and Software', also text regarding software and responsibilities added for alignment.
7.5 - Add 'and Software'. 
7.6 - Add 'in writing', tighten requirements. 
Clause 8. Investigational Product
8.1.1 - Change 'are' to 'is'.
8.2 - Delete 'sole'.
8.3 - Add ' or at the completion of the study', and, 'at no cost to the Institution'.
Clause 9. Confidentiality	
9.1 - Addition of '9.3, 9.4, and 9.5' and 'that'.
9.2 - New clause: notification of disclosure.
9.3 - Add text ' including serious adverse events'.
9.3.3 - Add, 'or legislation'.
9.3.7 - Add text 'if appropriate'.
9.7.4 - Add text 'and this can be proven'.
Clause 10.  Privacy	
10.3 New clause: Privacy consent.
Clause 11. Publications
11.3 - Add text 'and provides a copy of' and clarification of types of publications '(including manuscript, poster, presentation, abstract or other similar documentation)'.
11.5 – Change ‘a copy’ to ‘Notice’ – for alignment. 
11.6 - Delete text ' In all publications the sponsors support of the study shall be acknowledged' as already stated in clause 11.7. 
11.9 – New clause: regarding publication and data sharing requirements. 
[bookmark: _GoBack]11.11.2 - Change 'persons' to 'Party'.
11.11.4 - New sub-clause: regarding regulatory requirements. 
11.11.04 - New sub-clause: regarding requirements by law. 
Clause 12. Study Materials and Intellectual Property
12.2 - Add ' the development and'.
12.4 - Add 'its Personnel.
Clause 13. Term and Termination
13.1 - Delete text ' the date specified on the first page of this Agreement, or if such date is not included, on'. Text added ' has made' and 'and the institution has received written notification of site closure and of the Institutions ongoing responsibilities..' It is a GCP requirement that the sponsor notify of site closure and of the Institutions ongoing responsibilities.  
13.4 - New clause:  Termination due to PI change, relates to clause 4.1 - for alignment. 
13.5 – Delete text repeated within clause 2.4
13.6 - New clause: regarding repayment upon termination. 
13.7 - Add text ' and recognising committed costs yet to be incurred'. 
13.11 – New surviving clauses added. 
Clause 14. Disputes
14.5 - New clause regarding injunctive relief. 
Clause 16. Notices
16.1 - Moved clause 16.3 to 16.1 position. 
16.3 - Add 'under any of the following:' Change ‘Person’s’ to ‘Party’s’ throughout clause. Add ‘or’. 
16.3.3 - Add 'the contact at'.
Clause 18. Variations
19 – Add text ‘The NZACRes CTRA Addendum template may be utilised as is applicable.’ 
Clause 19. Assignment
19.1 - Change clause reference 19.2 to 19.3, believed to be an error. 
Clause 20. Subcontracting
20.1 - Delete ‘of the Agreement’.
20.3 - Add requirement for written approval for subcontractors.
Clause 21. Entire Agreement
21 - Add 'together with its schedules'.
Clause 24. Force Majeure
24 - Change, 'the' to 'this'.
Signatures page
- Change ‘respective dates written’ to ‘the date of last signature’.

Schedule 1. Key Information 
- Addition of text clarifying when a protocol amendment may not be required.  
- Table text order reorganised.
- Text added '(Maximum target number is subject to Sponsor's discretion)' relating to target patient numbers to negate need for contract amendment for recruitment above max.  
- Category added ' Providers Subcontracted by institution for the conduct of the Study'. 
- Category added, ' Investigational Products'.

Schedule 2.  Payments 
- Addition of text clarifying when a protocol amendment may not be required.  
- Add GST requirements. 
- Delete instructions, instructions are available on the guidance document. 
- Add NZACRes costing tool reference for guidance. Replacing high level subject matter list. 

Schedule 3. Form of Indemnity for Clinical Trials 
- Add NZACRes web link. 
- Delete ‘Please insert’. Included in guidance document and stated under title.

Schedule 4. Insurance Arrangements
- Delete ‘Please Paste/Enter text in field below’. Included in guidance document and stated under title.

Schedule 5. Guidelines for Compensation for Injury
 - Entire Schedule deleted.  Unnecessary to include document copy as it is referenced within the Agreement body and the NZACRes indemnity document.  	

Schedule 5. Study Protocol Identification
- Renumber schedule to ‘5’. 
- Add text to title ' and CRF requirements'. 
 - Separation of Study Protocol and CRF requirement sections with titles.
-  Addition of CRF format text, additional details, CRF completion timelines, and DCF completion timelines.  

Schedule 7. Special Conditions
 - Renumber schedule to ‘6’. 

Document footer
Change to version 5. Date changed to 03 Oct 2016.  Note: version and date changes appears to be change from version 3,  as the previous track changes version of the document was utilised, deleting the track changes to version 4. 
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