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1. Purpose & Scope
This policy defines the methodology and governance for preparing, harmonising, and analysing data across the Co-IMPACT sub-projects (Co-IMPACT 1 to 4). It sets out the roles, processes, and oversight mechanisms that ensure data shared among consortium members is of high quality and consistently formatted, supporting rigorous and unbiased statistical analysis.
The policy applies to clinical data only, that is, the coded clinical variables and endpoints recorded in the Co-IMPACT codebooks and entered via the REDCap platform or the associated Excel templates. This includes findings derived from imaging reports where recorded as coded values, such as PET or MRI findings. It does not extend to the raw imaging files themselves, such as CT, MRI, or PET image data, which fall outside the scope of this document.
The policy applies to all consortium members involved in the handling, analysis, or publication of Co-IMPACT data, including sub-project PIs, Centre Data Leads, the Data Manager, the Statistician, and the Statistical Advisory Board.
1.1 Definitions
The following terms are used throughout this policy with the specific meanings set out below:
1. Co-IMPACT sub-project: One of the four consortium cohorts, namely Co-IMPACT 1, 2, 3, and 4.
1. Sub-project PI: A principal investigator responsible for a Co-IMPACT sub-project (1 to 4).
1. Analysis: An individual statistical study conducted using Co-IMPACT data, ordinarily intended for publication. A single analysis may draw on data from more than one sub-project.
1. Analysis lead: The investigator responsible for conducting a given analysis. An analysis lead may, but need not, also be a sub-project PI.
2. Roles & Responsibilities
The following roles are defined within the Co-IMPACT data governance framework. A clear delineation of responsibilities helps ensure the integrity and quality of all data and statistical outputs across the consortium.
2.1 Data Manager
1. Serves as the primary point of contact for all data-related matters across Co-IMPACT sub-projects 1 to 4.
1. Responsible for receiving, reviewing, and uploading data submitted by consortium centres.
1. Issues and manages Data Adjustment Forms where data corrections are required prior to upload.
1. Oversees harmonisation, pseudonymisation, and quality assurance of all datasets.
1. Maintains the pseudonymisation index and the master version-controlled dataset (see section 5.4 for further details).
2.2 Statistician
1. Provides statistical methodology guidance to sub-project PIs upon request.
1. Assists with the evaluation of statistical analyses across sub-projects, within the scope of the data governance framework.
1. Serves as a member of the Statistical Advisory Board (see Section 3).
2.3 Statistical Advisory Board (SAB)
The SAB is described in detail in Section 3, including its composition, scope, and procedures.
2.4 Sub-Project Principal Investigators (PIs)
1. Lead the scientific direction of one or more Co-IMPACT sub-projects (1 to 4).
1. Responsible for ensuring their centre's data is submitted in accordance with the Co-IMPACT Data Sharing document.
1. Provide clinical sign-off on harmonised datasets for their sub-project (see Section 6.1).
1. Serve as the point of escalation for unresolved disagreements concerning analyses that draw on their sub-project's data (see Section 7.3).
Individual analyses are conducted by an analysis lead, who is responsible for the design and execution of that analysis and for engaging with the SAB review process. An analysis lead may, but need not, also be a sub-project PI.
2.5 Centre Data Leads
1. Each center is obliqued to name at least one data lead for each sub-project.
1. Act as the primary liaison between their institution and the Data Manager.
1. Coordinate local data collection and submission in line with consortium standards.
1. Responsible for responding to and implementing Data Adjustment Forms in a timely manner.
3. Statistical Advisory Board (SAB)
3.1 Purpose & Mandate
The Statistical Advisory Board (SAB) provides oversight across all phases of data handling, statistical analysis, and publication governance for Co-IMPACT sub-projects 1 to 4. Its purpose is to support the consortium in producing rigorous and reproducible scientific output, and to assist PIs in bringing their analyses to publication.
3.2 Composition
The SAB is comprised of the following members:
1. The Co-IMPACT Data Manager
1. The Co-IMPACT Statistician
1. Ad-hoc: at least one of the respective four sub-project PIs (if needed, for example see chapter 7.2)
3.3 Scope of Oversight
The SAB's scope of oversight extends across the full lifecycle of data and analyses within Co-IMPACT, including:
1. Data collection, harmonisation, and quality assurance procedures
1. Statistical methodology and analysis across all sub-projects
1. Pre-publication review and approval of all analyses
3.4 Support Request Process
PIs who require statistical support, including guidance on analysis design or interpretation, may request assistance from the SAB by completing the SAB Support Request Form which is part of the general Co-IMPACT analysis request form. This form should be submitted to the SAB prior to commencing the relevant analysis. The SAB will respond with an indication of availability and an agreed approach within a reasonable timeframe (maximum 1 month) following an agreement between all involved parties. 
3.5 Mandatory Pre-Publication Review
All statistical analyses conducted within Co-IMPACT sub-projects must be reviewed and approved by the SAB prior to manuscript submission, irrespective of whether SAB support was requested during the analysis phase.
PIs are responsible for submitting their completed analyses, including methods, results, and any relevant outputs, to the SAB for review. Manuscript submission should not proceed until SAB approval has been confirmed in writing.
3.6 Co-Authorship
SAB members who have made a substantive contribution to a given manuscript, whether through the provision of data or through intellectual input during the analysis or review process, shall be included as co-authors, in accordance with standard academic authorship guidelines.
3.7 Spirit of Review
The SAB operates in a collaborative and supportive capacity rather than a regulatory one. The consortium works toward a shared goal: producing high-quality publications for the Co-IMPACT projects. The review process exists to catch potential issues early, before significant time is invested, and to help PIs avoid setbacks during journal peer review. The SAB and PIs are partners in this process, working together to strengthen each submission.
4. Data Collection Phase
Full instructions for data collection and submission are provided in the Co-IMPACT Data Sharing document, which should be consulted as the primary reference by all Centre Data Leads and contributing staff. The following provides a high-level overview for the purposes of this policy.
4.1 Submission Pathways
Two submission pathways are available to consortium members:
1. Excel Templates: Centres complete standardised Excel templates prepared for each sub-project, following the corresponding codebook. Completed files are shared with the Data Manager, who reviews and uploads them. This pathway suits centres that prefer the data management team to handle formatting checks and upload.
1. Direct REDCap Access: Centres enter data directly into the REDCap platform, either via the Data Import Tool or the patient-by-patient form interface. This pathway suits centres with strict data-sharing rules, prior REDCap experience, or a preference for managing their own uploads.
The procedures in Section 5.1 apply specifically to centres using the Excel pathway, where the Data Manager performs the pre-upload review. Centres using direct REDCap access manage their own entry, supported by the platform's built-in validation described in Section 5.2.
4.2 Data Standards
All data must be submitted using the coded values defined in the relevant sub-project codebook. Unknown or missing values must be left empty; placeholder text such as “N/A” or “-” must not be used. Metric and numeric variables must contain exact numeric values.
5. Data Harmonisation & Cleaning
5.1 Pre-Upload Review & Data Adjustment (Excel Pathway)
For centres submitting via the Excel pathway, the Data Manager performs an initial review of all submissions to assess formatting and coding compliance before any data is uploaded to REDCap. Where issues are identified that cannot be independently resolved by the data management team, a Data Adjustment Form is issued to the relevant Centre Data Lead. This form documents the specific corrections required. Data upload is not performed until all outstanding adjustments have been received and verified.
Data Adjustment Forms are version-controlled and retained as part of the data audit trail, which also helps communicate the changes made back to the contributing centre.
5.2 REDCap Validation
The REDCap platform has been configured with a multi-level validation framework to ensure data integrity at the point of entry. This applies to all data held in REDCap, regardless of submission pathway, and operates across three levels:
1. Field-Level Validation: Variable formats are enforced at the field level, including data type constraints (e.g. positive integer), permitted coded values, and out-of-range checks.
1. Branching Logic: Conditional logic is applied throughout the platform so that dependent variables are only displayed and completed when their parent variable conditions are met, preventing logically inconsistent entries.
1. Quality Control Rules: A set of cross-variable quality rules detects internally inconsistent data, such as temporal contradictions between clinical events. These rules can be executed by authorised users via the REDCap Data Quality module.
5.3 Harmonisation
Harmonisation is performed in two stages. An initial harmonisation is carried out as data is uploaded, drawing on the validation and quality control measures described above to maintain consistency across centres and sub-projects. Once sufficient data has been uploaded and the dataset is ready to support downstream analyses, a further harmonisation is performed to tidy the dataset, resolve any remaining cross-centre discrepancies, and link patient records appearing across multiple sub-projects.
5.4 Pseudonymisation
Data uploaded to REDCap is already anonymized: each patient is identified by a code. Any data linking the data to individual patients will be deleted by the Data Manager upon approval of the respective sub-project PIs. As part of the harmonisation process, the Data Manager applies a further layer of pseudonymisation, replacing each patient code, which by design incorporates centre identifiers, with a newly created uniform index before the resultant dataset is shared with PIs.
This additional step reduces the potential for centre-related bias in the resultant dataset. The Data Manager retains the sole linkage index, which preserves the ability to re-identify individual records from the database where this is necessary. To allow center-wise clustering a pseudonimzed variable for each center will be kept. 
Where a centre wishes to obtain centre-level detail relating to its own data, this may be requested from the Data Manager via the SAB Support Request Form.
5.5 Missing Data Policy
The approach to missing data, including any thresholds for completeness and decisions regarding imputation or exclusion, shall be defined and documented by the SAB on a per-analysis basis, in consultation with the relevant PI.
6. Resultant Dataset & Distribution
6.1 Dataset Approval
A dataset is approved and ready for downstream analysis only once it has passed two complementary stages of review:
1. Technical sign-off: The Data Manager confirms that all validation, harmonisation, and pseudonymisation steps have been completed and documented, and that the REDCap automated and quality-control checks have been satisfied. Where practicable, a second SAB member shall countersign the technical sign-off as confirmation of review. In cases where the Data Manager is also the sole SAB member available, the sign-off shall be documented and flagged to the Co-IMPACT project leads for acknowledgement.
1. Clinical sign-off: A principal investigator from the relevant sub-project reviews the harmonised dataset to confirm that values and patterns are consistent with the patient population, flagging entries that are technically valid but clinically unlikely or internally inconsistent (for example, implausible treatment or outcome sequences) and which the automated checks would not capture.
A dataset is designated as approved once both sign-offs are complete. Only approved datasets should be used for downstream analyses.
6.2 Distribution to PIs
The resultant dataset is distributed to the relevant sub-project PIs, scoped to the sub-project(s) in which they are involved. PIs participating in multiple sub-projects will receive the corresponding datasets for each. Distribution is managed by the Data Manager in accordance with the applicable Data Transfer Agreements.
6.3 Dataset Versioning
All distributed datasets are version-controlled. Where updated datasets are produced, for example following additional data submissions from centres, a new version is issued and communicated to the relevant PIs. PIs are responsible for ensuring that analyses are conducted on the most recent approved version of the dataset.
7. Publication & Analysis Governance
7.0 Analysis Registration
Prior to commencing a statistical analysis intended for publication, the analysis lead must notify the Co-IMPACT sub-project PIs and the SAB by completing the SAB Support Request Form (see Section 3.4), indicating the intended scope, the sub-project(s) involved, the dataset version to be used, and a brief outline of the planned methodology. The SAB will confirm receipt and flag any potential overlap with ongoing or planned analyses.
Registration does not constitute SAB approval of the analysis and does not replace the mandatory pre-publication review described in Section 7.1. Its purpose is to support coordination across the consortium and to allow the SAB to raise any early concerns before significant analytical work is undertaken.
7.2 SAB Sign-Off as a Prerequisite for Submission
No manuscript arising from Co-IMPACT data may be submitted for publication without prior written approval from the SAB.
PIs must submit their completed analyses to the SAB for review, providing sufficient detail to allow a thorough methodological evaluation. The SAB will conduct its review and communicate its decision, whether approval, approval with conditions, or a request for revisions, within a reasonable timeframe as agreed with the PI (maximum 2 weeks).
7.3 Handling of Methodological Disagreements
Consistent with the collaborative spirit of the SAB (Section 3.7), disagreements over an analysis are addressed through dialogue in the first instance. Where the SAB has concerns about the methodology or interpretation of an analysis, it will set these out to the analysis lead in writing, together with its reasoning and any suggested alternatives. The analysis lead is responsible for the analysis and for working with the SAB to resolve the concerns raised, with the aim of reaching a shared approach.
Where a disagreement cannot be resolved through discussion, the SAB may recommend seeking an independent statistical opinion. If the matter remains unresolved, it shall be escalated to a sub-project PI of the sub-project whose data the analysis draws on, whose decision is final. Where an analysis draws on more than one sub-project, the relevant sub-project PI is the one corresponding to the data in question. If there is still a disagreement the matter must be discussed between all Co-IMPACT PIs for a final solution. SAB approval for submission is withheld until the disagreement is resolved.
7.4 Authorship & Acknowledgement
All manuscripts arising from Co-IMPACT analyses must acknowledge the role of the SAB in the review process. SAB members who have made a substantive contribution to the analysis, as defined in Section 3.6, must be included as named co-authors. Authorship decisions must comply with the guidelines of the target journal and applicable international authorship standards (e.g. ICMJE criteria).
8. Data Retention & Incident Handling
8.1 Data Retention
All data collected and processed within the Co-IMPACT framework shall be retained for a minimum period consistent with applicable regulatory, institutional, and ethical requirements for clinical research data. Retention periods and end-of-project data disposition procedures shall be defined in accordance with the applicable Data Transfer Agreements and the requirements of the relevant ethics committees.
8.2 Breach & Incident Escalation
In the event of a data breach, loss, unauthorised access, or any incident that may compromise the integrity or confidentiality of Co-IMPACT data, the incident must be reported immediately to the Data Manager and the SAB. The SAB shall escalate the matter to the Co-IMPACT project leads and, where required by applicable law or ethics agreements, to the relevant institutional or regulatory authorities. All incidents shall be documented and a record retained.
Incidents shall be categorised according to the following severity tiers to guide the urgency and nature of the response:
· Tier 1 — Critical: Confirmed or probable unauthorised access to identifiable or pseudonymised patient data; loss or corruption of the master dataset or pseudonymisation index; any incident likely to trigger a statutory reporting obligation. Response: immediate notification to the Data Manager, SAB, and Co-IMPACT project leads; regulatory and ethics authority notification within the timeframe required by applicable law; affected institutions notified without undue delay.
· Tier 2 — Significant: Potential exposure of data to an unintended recipient; loss of a distributed dataset by a PI; discovery of a systematic data integrity issue. Response: notification to the Data Manager and SAB within one working day; investigation initiated within two working days; Co-IMPACT project leads informed.
· Tier 3 — Minor: Isolated data entry errors, minor procedural deviations, or near-miss events with no confirmed data exposure. Response: documented and reviewed by the Data Manager; reported to the SAB at the next scheduled interaction.
All incidents, regardless of tier, shall be logged and a record retained as part of the data audit trail.

9. Document Control
9.1 Version History
Version 1.0 (Draft): Initial draft prepared by the SAB for consortium review. To be finalised following review by Co-IMPACT principal investigators.
9.2 Review Schedule
This policy shall be reviewed as required in response to material changes in consortium structure, data management procedures, or applicable regulatory requirements. Reviews are the responsibility of the SAB in consultation with the Co-IMPACT project leads.
9.3 Contact Points
Data Manager & SAB: Andreas Christoforou, andreas.christoforou3@goc.com.cy
General Project Enquiries: Constantinos Zamboglou, constantinos.zamboglou@goc.com.cy
Data Transfer Agreements: Simon Spohn, simon.spohn@uniklinik-freiburg.de
Imaging Queries: Jan Peeken, jan.peeken@tum.de
