Data Submission User Guide
1. Introduction

TBD.

2. Who to read this document?
The person responsible for collecting the data is typically the Principal Investigator. Alternatively, it could be a co-investigator who is responsible for data coordination for the study.
3. Overview of the data submission process

1. Read the FITBIR Policy.
2. Complete the Data Submission Request. 
3. Download, scan, and sign the Data Submission Agreement.
4. Fax the signed the Data Submission Agreement to FITBIR and keep the original.
5. Request the BRICS account (if you already do not have one).
6. Log in to BRICS (FITBIR??).
7. Create a BRICS study - this will serve as the virtual container for research data.

8. Follow the BRICS data standards to prepare your data for submission.
4. BRICS data standards
In order to upload data to BRICS, researches are required to
1. Map data to TBI common data elements (Core and Basics);
2. If the data require additional data elements, create unique data elements; 
3. Anonymize subject data and use a Global Unique Identifier (GUID) as a subject ID;

4. Submit the data as CSV files in required format, use electronic versions of CRFs (form structures) as templates for data submission;

5. Validate the data before submission;

6. Upload data to BRICS using the Data Upload tool.
1.1. Introduction to a BRICS study

TBD.
1.2. Core and Basic TBI Common Data Elements
Investigators are expected to use the Core and Basic TBI Common Data Elements (CDEs) for collecting data. To help researches to comply with BRICS data standards, the Operations team will
· Work with researchers to map their study variables to specific CDEs. 
· Consult researchers to ensure the formats of the CDEs collected are compatible with the BRICS Informatics System. 
· Work with researched to help creating unique (study or protocol specific) data elements (UDEs), in case there are no CDEs available to map the data.
In addition to CDE variables, BRICS also accepts raw data from imaging, biomarker, or physiologic studies, including: 

· Study protocols; 

· Manual of operations; 

· Variables measured; 

· Case report forms (CRFs)
· Other relevant documents. 

1.3. Unique data elements

TBD.
1.4. Introduction to data anonimization

Investigators must anonymize or de-identify the data submitted to BRICS. Data anonimization ensures that no personally identifiable information (PII) cold be possibly exposed and/or connected to the submitted data.
In addition, de-identified data must be coded using a unique code known as a Global Unique Identifier (GUID). The GUID is a computer-generated alphanumeric code [example: 1A462BS] that is unique to each research participant (i.e., each person’s information in FITBIR—or each subject’s record—has a different GUID). FITBIR will assist investigators in how to create the GUID, which is an essential requirement for uploading data to FITBIR.
1.5. Introduction to BRICS data validation
1.6. Introduction to BRICS data submission

5. Creating a study in BRICS

1.7. What is a study?

1.8. Who can create a study in BRICS?

1.9. Creating a study step-by-step

1.10. Giving study permissions

6. Data Elements

1.11. What is a data element?

1.12. Why to use BRICS data elements?

1.13. BRICS Data Element Import Guide

1.14. BRICS Data Element Import Template

7. Form structures

1.15. What is a form structure?

1.16. Why use form structures?

1.17. Creating form structures in BRICS

1.18. Using form structures to create data templates

8. Generating GUIDs

1.19. Why GUIDs?

1.20. Information needed to generate a GUID

1.21. The GUID tool

1.22. Using pseudo-GUIDS for retrospective studies

9. Putting all together
1.23. Populating form structure templates with data

1.24. Adding GUIDS
10. Validating and uploading data to BRICS
1.25. Why data validation?

1.26. Data validation in BRICS

1.27. Data Validation tool 
1.28. Validation errors and warnings

1.29. Validation ticket and package

1.30. Uploading data

11. Confirming uploaded data
1.31. Use the Query tool to view uploaded data

1.32. When do uploaded data appear in the Query Tool?

1.33. How to query data
