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Post-Study Phase 17. Archiving

17. Archiving

Database

Communication

DM
Documents

CRFs.pdf
Approvals,

Plans, …

PaperElectronic

• Allow reconstruction of research & adherence to regulations
• At Sponsor
• At Site(s)

• Duration of Storage!

• Place of storage
• Physical
• Virtual

• Types of documents: 
Archiving



Post-Study Phase 18. DMR

• Deviations of the DMP

• Quality issues

• Error rates

• Unresolved issues
• Discrepancies
• Edit checks
• Missing data

18. Data Management Report

Data Management Report



Post-Study Phase 19. Data Sharing

• Regulatory, funder or publisher requirements?

• Security and Confidentiality
• Measures
• Anonymization

• Agreements
• What data & metadata
• Who involved and contacted
• Which format
• How  data sharing mechanism (e.g. completion of request 

form, review by DAC; data transfer agreement)
• Where  repository

19. Data Sharing

DAC= Data Access Committee
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