Reviewed Guidance to submissions of PCT proposals to the CT2 regarding statistical support (2015)
Preparation of proposals and submissions
1. WPs are strongly advised to elaborate their proposals in close and continuous collaboration with a statistician. The cost for full statistical support of the trial must be considered in the total budget of the project.

2. The trial statistician could be an internal (i.e. EBMT) or an external statistician; in the latter case, the WP Statistician will act as supervisor / partner of the external statistician, and as a contact person for the CT2.

3. WPs that don’t have an EBMT Statistician to take the responsibility of the proposal submission and of following the potential developments of the study are invited to contact at least 1 month before the submission: for Paris-based WPs, Myriam Labopin; for Leiden-based WPs, Ronald Brand
. 
4. The proposals should ideally be submitted with clear methodological and statistical elements (study design, endpoints, sample size and interim analyses, brief Statistical Analysis Plan (SAP), etc) as these are fundamental to assess the feasibility of the trial. However in some case the WP Statistician might envisage that proper design might require additional expertise: in these cases, it is suggested to hire an external consultant. If this cannot be done for unavailability of budget before the approval, the proposal can be submitted with preliminary calculation of sample size and a brief illustration of the pending points. 
5. The WP Statistician is responsible for completing the statistical section of the proposal and submits it to the WP chair; the submission can include supplementary material useful to support the study plan (e.g. feasibility scenarios, details on interim analyses plans, software output etc). At this phase, it is possible that the study proposal is not completely finalized: the WP Statistician is responsible for identifying weak points or aspects to be refined and improved, and of indicating potential and feasible solutions.

Review

A) Preliminary check of completion
6. The CT2 Statistician checks the completeness of the submission for what regards the statistical aspects, and informs the CT2 coordinator. In order to facilitate the review, the WP Statistician should thus guarantee some availability during the first 2 weeks after the deadline to provide quick clarifications, missing material etc.

B) Proposal review
7. On receipt of the complete proposals from the CT2 coordinator, the CT2 Statistician reviews the statistical section and the supplementary material submitted. The CT2 Statistician can consult senior statistical advisors, possibly including members of the Statistical Committee. It is responsibility of the CT2 statistician to avoid conflicts of interest, and in particular to require an advisor to provide the review and the final assessment of proposals of which he/she is directly responsible as WP Statistician.
8. As a result of the review, the WP Chair will receive requests for additional information or clarifications, notification of problems etc. WPs will have 2 weeks to respond. In case of detection of potential problems in the statistics, the WP Statistician can submit a revised version, or provide material to support the current one (e.g. an analysis of the expected consequences of deviations from the assumptions showing robustness of the current plan; indications of possible solutions such as elaborating a design with stopping rules; etc). When the updated proposals have been received from the CT2 coordinator, the CT2 Statistician elaborates the final assessment of the statistical aspects. 
� In practice Simona Iacobelli will be the senior statistician who covers this situation but Ronald Brand will coordinate this for the time being.





CT2 statistical support February 2015

