
Would you use human body material ?

YES NO

YES

Do you collect "fresh" material specifically 
for your study and research purposes?

YES NO

Are you using material previously 
collected for therapeutic, diagnostic or 

other study purposes?

Will you collect data other than age, gender, 
location of specimen and pathology?

NO

YES

NO

Are the procedures and/or treatments 
included in the study part of the 

standard treatment for the pathology?

Prospective non-interventional 
study

Is it a study involving a drug or medical device for 
which you are evaluating safety and/or efficacy/

performance?

YES NO

YES NO

Clinical drug trial
 or Clinical investigation with medical device 

or Performance study with in-vitro device 

RHBM study 
or 

Secondary HBM study

NO

Retrospective study

Will you only collect data already available in the patient chart 
prior to CEHF or competent authority approval?

Retrospective study

Will you collect data for the purpose of creating a database for 
further research and analysis?

Registry

Are the procedures and/or treatments included in 
the study part of the standard treatment for the 

pathology?

Is it a study involving a drug or medical device for 
which you are evaluating safety and/or efficacy/

performance?

Prospective 
interventional study

NO

YES NO

NO

YES

NO

Prospective interventional 
study

Prospective non-interventional 
study

YES

Is it a study involving a drug or medical device for 
which you are evaluating safety and/or efficacy/

performance?

Prospective 
interventional study 

YES NO

Clinical drug trial 
 or

Clinical investigation with 
medical device 

or
Performance study with 

in-vitro device

YES

YESWill you only collect data already available in 
the patient chart prior to CEHF or competent 

authority approval?

Clinical drug trial
 or Clinical investigation with medical device

or Performance study with in-vitro device

 


