Registry based trial decision tree

Is there an existing registry that aligns with the
trial research question?

Is sufficient funding in place for the registry to be sustainable
for the duration of the trial?

Can any potential conflicts of interest related to the
regsitry/trial be appropriately managed (funders, staff, etc)?

Does the registry have ethics approvals to use registry data
for the trial?

Can a new clinical registry be designed and implemented to
meet the requirements of the trial ?

Registry-based trial desigh may not be
suitable

Is the registry open to modifying their ethics approvals
to allow access to registry data for the trial?

Data generated by the clinical registry is able to address
the question at hand?

Data generated by the registry is adequate for evaluating
the clinical outcome(s) of interest?

Registry captures the required trial population?

Registry reflects high site and patient participation rates
compared with the total population?

Registry has adequate sample size to meet the needs of

the trial?

Registry captures baseline/outcome data relevant for the
trial?

Is the registy open to modifying the data available to
support the trial?

Is data collection standardised across sites?

Is collected data complete?

Is collected data accurate?

Are site monitoring and quality assurance practices
appropriate?

Are data sources appropriate?

Is the registry data in a format suitable for linkage?

Are the registry data collection timelines compatible with the
trial’s needs?

Could alternative sources of data such as trial-specific
data collection, linked data sources or multiple registries
be used to provide the needed data/population?

Can either trial or registry timelines be adjusted to
enable trial conduct?

Registry-based trial design may be suitable




