Items to be fixed before Steps 11/12 deployment on 22 May 2024
1. Update video link for step 11 to https://vimeo.com/944289120 

2. Update data item definitions doc – Admin to provide doc, please replace current document that appears at this link: 
https://www.anzctr.org.au/docs/ANZCTR%20Data%20field%20explanation.pdf 

3. Check issue with opening basic results document links in Step 12 – looks to be mapped to a local/UAT drive (D: drive?) - occurring on public and user views, for studies with pre-existing documents that have been mapped 

383560 and 378016 
Basic results summary downloads not working, get one of these error pages when clicking on the basic results attachment link: 
[image: A screenshot of a computer error

Description automatically generated]
However, the migration aspect seems to have worked ok, see uat: 
[image: A screenshot of a computer

Description automatically generated] 
Compared to live: 
[image: A screenshot of a computer

Description automatically generated]

4. Query email missing Step 11/12 queries when sent to user – preview email on admin side shows all queries, but then actual email received by user is missing random Step 11 or Step 12 queries. Note this was a different behaviour across different request IDs, i.e., sometimes Step 12 queries were missing and other times Step 11 queries were missing. Examples above (308241 – missing queries for both, 364913- missing queries for Step 12). 

  308241 
Have updated step 11 and 12 for this record: 
[image: A screenshot of a computer

Description automatically generated] 
Query email being sent:[image: A screenshot of a computer screen

Description automatically generated] 




In the email that was sent to the registrant, this query email is missing both step 11 and 12 queries? 
[image: A screenshot of a computer

Description automatically generated]
Query email sent to registrant is missing step 12 queries: [image: ] [image: A screenshot of a computer screen

Description automatically generated]

82711
Admin side looks fine – have forced queries so I can update the other sections of the form BUT the email seems to include ‘empty’ Step 12 query 
[image: A screenshot of a computer

Description automatically generated] 
Especially when I didn’t add a query for the step 12 table 
[image: A screenshot of a computer

Description automatically generated]  
AND the actual email only displays the first query: 
[image: A screenshot of a computer

Description automatically generated]


5. Removal of red warning notice on step 11 page:  
https://uat.anzctr.org.au/Trial/Result/ResultsReporting_Update.aspx?id=369653 
[image: A screenshot of a computer

Description automatically generated]
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== Australian New Zealand Clinical Trials Registry

There are a few queries on your trial information submitted for registration. Please see below for details.

ANZCTR queries

STEPS

Key inclusion eriteria: 1. Age 15 years or above.

2. Geographically accessible for follow up

3. Informed consent (from patient, or patient and parent/guardian if aged < 16 years) Approved hospital
interpreters will be used for patients who do not have sufficient understanding of English for informed
consent to be obtained without the use of an interpreter.

4. Eastern Cooperative Oncology Group performance status 0, 1, 2 or 3

5. Previously diagnosed with stage II, Iil or IV nasopharyngeal carcinoma (NPC)

6. Life expectancy of at least 3 months.

Update Key inclusion criteria:
Reason:

Query Notes: Query 1: Query 2: 1. Smith, C., et al., Pre-emptive and therapeutic adoptive immunotherapy
for nasopharyngeal carcinoma: Phenotype and effector function of T cells impact on clinical response.
Oncoimmunology, 2017. 6(2): p. e1273311.

2. Smith, C,, et al., Effective treatment of metastatic forms of Epstein-Barr virus-associated nasopharyngeal

carcinoma with a novel adenovirus-based adoptive immunotherapy. Cancer Res, 2012. 72(5): p. 1116-25.
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Secondary IDs refer to identifying numbers issued by authorities other than the ANZCTR if any, including
alternate registration, funding body and/or sponsor identifiers. All secondary identifiers have 2 elements:
an identifier for the issuing authority (e.g. NCT, APP, etc.) plus a number. If there is no secondary ID for this
study please enter the text 'Nil known' in this field.

STEP 11
Will individual participant data (IPD) for this trial be available (including data dictionaries)?.

Update Will individual participant data (IPD) for this trial be available (including data dictionaries)?: Yes
Reason: test

Query Notes: Query 2: test 2
Secondary IDs refer to identifying numbers issued by authorities other than the ANZCTR if any, e.g. if the
trial has been registered with another registry such as ClinicalTrials.gov. If there is no secondary ID for this
study please include the text 'Nil known' in this field. Thank you.

Secondary IDs are identifying numbers issued by authorities other than the ANZCTR if any, e.g. if the trial
has been registered with another registry such as ClinicalTrials.gov. This does not include Ethics
identification numbers. This information should be provided in the Ethics information fields in Step 9 of this
registration form. If there is no secondary ID for this study please include the text 'Nil known' in this field.
Thank you.

Secondary IDs refer to identifying numbers issued by authorities other than the ANZCTR if any, including
alternate registration, funding body and/or sponsor identifiers. All secondary identifiers have 2 elements:
an identifier for the issuing authority (e.g. NCT, APP, etc.) plus a number. If there is no secondary ID for this
study please enter the text 'Nil known' in this field.
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We apologise for the inconvenience. The page you are looking for is not available at the moment.
What to do next:
- If you typed in the web address, check that you have typed it correctly (including the end of the address, which may end in / or .html).
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Bad gateway
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Report

Agency for Clinical Innovation. (2018). Vocational Intervention Program: Implementation Report internet]. St
Leonards. NSW. Australia: Agency for Clinical Innovation [cited 25 January 2022]. Available from

https://aci healthnsw.gov.au/_data/assets/pdf_file/0004/415156/AC118037_VIP_Report_v3_final-
110418 poif

Report

John Walsh Centre for Rehabilitation Research & Johnston. D. (2017). Evaluation of the Vocational
Intervention Program (VIP) Vocational Rehabilitation Services for People with Brain Injury: Evaluation
Report. Sydney, NSW. Australia: University of Sydney.

Presentation

Simpson. G. McRae. P. Daher. M. Gates. T. Hodgkinson. A. & Xuan. W. (2021).Is the Vocational Intervention
Program effective in enhancing return to work after severe Traumatic Brain Injury? A controlled trial.
Rehabilitation Mediicine Society of Australia and New Zealand Virtual Snapshots 2021 31 July-1 August.
2021

https://www.anzctr.org,au/Steps11and12/383560-(Uploaded-14-02-2022-13-41-27)-Basic results summary.docx

Research Questions: (1) Does the VIP improve return to work outcomes in people with sABI? (2) Does the
effectiveness of the VIP differ according to whether it is delivered by general VR providers compared with a
specialist VR unit?

Background information: The VIP implementation study is a multi-centre. three-arm. non-randomized
controlled trial - the VIP was delivered to participants by local VR providers partnered with local BIRP sites.
(VIP-VR), by a specialist VR unit as part of a direct service model (VIP-DS), or participants were treatment-
as-usual controls that did not participate in the VIP (TAU). Competitive employment status (yes/no) was
recorded at three timepoints ~ baseline (upon enrolment in VIP), upon completion of VIP, and 3 months
following completion of VIP.

Participant characteristics: A total of 149 people with sABI participated in the trial (VIP-VR. n=75; VIP-DS.
1=33; TAU. n=40), of which 65 (60%) completed the VIP. The sample was overwhelmingly male (82%).
predominantly young-to-middle aged. and most had attained high school education or higher. The VIP-VR
and VIP-DS arms had a median of 1 year more education than TAU. The VIP-DS arm sustained their injuries
more recently than the VIP-VR and TAU arms.

Key results: The final model indicated that the VIP-VR (8%) and VIP-DS arms (6%) were less likely to be.
employed than TAU (38%) at baseline (p<002). However, the VIP-VR (61%) and VIP-DS groups (77%)
demonstrated significantly higher rates of return-to




