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Review of existing 
applications

Take appropriate action and 
document accordingly (see 

risk treatment below)
Vendor to train 

RBM Study Team 
on the use of the 

application.

Dataset of 
project or study 

risks 

Consider the following:
Application requirements and application features matching those 
requirements must be documented for future review by e.g. health 

authority inspections.

Agree upon a  sand-box  use for further testing and also training 
purposes

Do not be too strict wrt the required features but rather consider 
jointly developing the application with the vendor via future 

releases

Communicate status 
and direction of the 

project to the 
entire community / 

stakeholders

Train affected functions 
on the application and 
on the study specific 

activities

Review RBM application or 
messages on a regular basis Is the study close to its 

end ?

No

Review any outstanding 
messages and complete activities 

accordingly

Yes
Definition of 

requirements for 
an RBM 

application with 
grading for killing 
points, required 
functionality and 

nice to have 
features  

Vendor invitation and presentation, application assessment, 
application testing (brief), contract negotiations, application 

installation  

Application 
selected ?

No

Yes

Yes

Communicate status 
 of the project to the 
entire community / 

stakeholders

Implement agreed upon 
risks, risk indicators, 

thresholds, mitigating 
actions, accountabilities 

into the application  

Validate implemented 
features using test data

Document testing 
results and store

Any activity required ?

End process and 
document 

decision rationale

Is it a repeating issue, consider creating a CAPA entry

An action could be increase 
in monitoring frequency, 
update of the EDC edit 

checks, additional reports, 
site training, staff training, 
system replacement, etc

Risk to be adjusted since 
not appropriate ?

Yes

Yes, update in central database and modify for study accordingly

No

End process 

Source data for risk 
assessment (e.g., medical 
data, meta information, 
data queries, budgetery 
information, documents, 

etc.) 

Source data for risk assessments could be
EDC data
IVRS data
CTMS data

Resource data
Data on systems in use

ePRO data
etc

No

Yes

Has the documentation 
been completed

File all documentationYes

No

End process 

Communicate status 
and direction of the 

project to the 
entire community / 

stakeholders

Run Lessons Learned session and 
review processes,modify as 

appropriate and start process of 
RBM for the next study

From Phase 1

Study timeline 
tracking system
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