


  Page 2 

Comment Reference text 
Reference 
line 

To identify, evaluate, control, review and 
communicate as well as report risks resp. potential 
impact and likelihood of risk occurrence means in fact 
a high administrative obligation which could diminish 
the benefit of reduced administration burden due to 
low intervention. 

 168 ff. 

Underlined parts should be defined or examples 
given. 
 
Centralized monitoring makes more sense in 
Multicenter Trials, as there is a comparison possible. 
 
In monocentric studies, reduced on-site monitoring 
should nevertheless be an option based on risk 
assessment. 
 
Description of risk assessment in the protocol might 
be sufficient in lower risk studies? 

Centralized monitoring processes 
provide additional monitoring 
capabilities that can complement and 
justify adaptations to the extent 
and/or frequency of on-site 
monitoring or may replace them for 
some types of trial. 
On-site monitoring remains relevant 
in certain types of clinical trials, as it 
is instrumental for the verification of 
several critical aspects at the trial 
site, for e.g. the informed consent 
process, source data verification and 
IMP handling on site. 

386 - 390 
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