
 

EUPSA’S RETROSPECTIVE STUDY CRITERIA  

A) Any proposals for a retrospective study involving EUPSA members that seeks the 
approval of the EUPSA network office should be accompanied be a succinct but clear 
protocol that outlines (as a minimum) the rationale for the study, the aim of the study, 
methods to be used, the inclusion and exclusion criteria for cases, outcomes to be 
recorded, and planned analyses. The protocol should include a clear statement on the 
publication policy. 

B) The study may only start once the network office has given approval.  

C) Data collection, analysis and storage meet the criteria set in the latest EU regulation on 
the protection of personal data. http://www.eu-patient.eu/globalassets/policy/data-
protection/data-protection-guide-for-patients-organisations.pdf 

D) Participating center leads are responsible for obtaining the necessary ethical approval for 
the study within their center and must provide written evidence of this approval to the 
coordinating center before any data collection begins. The coordinating center is 
responsible for recording the ethical approval statements form each participating center. 

E) Data provided MUST include data from ALL CONSECUTIVE cases from a participating 
center, treated in the study period. 

F) Collected data should be as ‘SMART’ as possible: Specific, measurable, achievable, 
results-focused, time-bound. The protocol should clearly define all outcomes to be 
recorded. 

G) For outcome parameters, if possible, generally accepted Core Outcome Sets (COS) are 
used. 

H) The number of data points collected for each study should be limited to the items 
necessary  to answer the research question 

I) Data sets remain the participating centres property and cannot be used for other studies, 
unless there is written consent from the centre 

J) Studies are coordinated by the study lead under auspices of the EUPSA Network Office 

K) All study reports should be approved by the EUPSA network office prior to submission to 
a journal for publication. The EUPSA Network Office is acknowledged in the manuscript. 

L) Participants will be required to sign their agreement to criteria C, D and E above prior to 
approval being given by the EUPSA Network Office. 
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