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Procedure ID: DMSTAT01
This procedure was developed by:

The Collaborating Centre for Optimising Antimalarial Therapy (CCOAT), Division of Clinical Pharmacology, Department of Medicine, University of Cape Town, Cape Town, South Africa
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1. Purpose/scope
Ensuring reliability and validity of data collected during a clinical trial is critical to the trial’s success and systematic planning in advance of data collection will enable consistency across the team. This procedure therefore provides instruction to those data management team members delegated responsibility for producing and working on a data management protocol which describes data-related processes, hardware and software etc. for the collection, management, and distribution of data within the trial.
2. Abbreviations

CRF

Case Record Forms

GCP

Good Clinical Practice

ISF

Investigator Site File

PI

Principal Investigator

3. Definitions
None
4. Associated forms

DMSTAT01.1 Data management protocol template

DMSTAT01.2 Signature list of data management duties
5. Procedure
A data management protocol (see example template DMSTAT01.1) should be created during trial planning, in collaboration with the Sponsor where required.
The study team member(s) delegated responsibility by the PI for the creation, implementation and maintenance of the data management protocol will: 
· Liaise with the PI and other relevant study team members throughout the process as necessary, managing version control of all documents.
· Maintain a signature list of relevant duties and access privileges relating to specific data management tasks (Form DMSTAT01.2). 
· Oversee implementation of specific tasks according to the data management protocol and related SOPs.

· Notify the Sponsor, PI and/or other relevant team members of deviations from the data management protocol for agreement and documentation of any appropriate actions. 
All documentation relating to the data management function for a study will be filed in the Investigator Site File and/or Sponsor File. 
6. References
None
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