Patient Foundations Guide to Starting a Registry

Involve a Data Advisor from the Start
A data advisor is someone with a technical expertise in clinical data analysis. An appropriate and
qualified advisor would provide guidance on selecting patient registry platform, reviewing data
dictionary, designing surveys, checking data for completeness and consistency, and analyzing data.
Potential educational background to look for: computer science, statistical programming,
epidemiology.

Can Raw Data be Exported?

In some cases data is only available within a registry platform without the ability to export it. In this
case it is important to understand what virtual environment and tools are available and whether your
team has expertise to work within that environment - it is critical to check raw data to make sure it is
complete, accurate, and consistent prior to doing analysis.

How Do You Plan to Analyze the Data?

Many patient organizations collect data with the hope that it will later be used by researchers,
industry, or even regulatory bodies. Unfortunately, this may take a long time or not happen at all,
which can be a great disappointment both for the organization and the patients. The most
optimal plan is to collect data that your organization can use to raise awareness, share insights,
and enable recruitment for clinical trials without depending on external stakeholders.

IRB

The Institutional Review Board is an organization that oversees the protection of “human
subjects” in research. The IRB needs to be consulted when you are planning a registry; it oversees
how you consent participants to the registry and all ethical considerations related to
communication and data sharing.

This resource is brought to you by the "Best Data Practices for Rare
Disease Patient Foundations and Researchers" Working Group
Project
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