
 
 

 

Summary of Theoretical Training for Specialty Diploma Regulatory Affairs 
Last name/First name/Title: ___________________________Date of Birth (D/M/Y):_______________Sheet No.:_______

 

No Event Duration (hrs) in each Specialty Area - Please fill in the specialty areas in the grey boxes below. Use 
one column per specialty area.  

Match 
with 
attachme
nts Titel of Event 

Place/Organiser/Date 

Clinic 
aspects 
drug 
develop
ment 
 
 
8 

CH 
regul-
atory 
submi
ssions 
 
 
24 

CH 
regula
tions 
and 
law 
 
 
16 

EU 
regula-
tory sub-
missions 
of drugs & 
biologics 
 
8 

US 
regula-
tory sub-
missions 
of drugs & 
biologics 
 
8 

Variati
ons & 
chang
e 
contro
l 
 
8 

Reimb
ursem
ent & 
pricin
g CH 
 
 
8 

Pharma
covigila
nce 
 
 
 
 
8 

Good 
manufac
turing 
practice 
 
 
 
4 

Good 
distribut
ion 
practice 
 
 
 
4 

Promoti
on 
pharma
ceutical 
product
s in CH 
 
4 

Special 
regulati
ons: 
generics
, biolo-
gicals 
etc. 
4 

Relevan
t 
literatur
e and 
publicati
ons 
 
8 

Training
s in any 
field of 
regulato
ry 
affairs 
 
30 

Other 
fields 
pharmac
eutical 
medicine 
 
 
18 

 
 

                

 
 

                

 
 

                

 
 

                

 
 

                

 
 

                

 
 

                

 
 

                

Total hours per specialty area: 
 

               

 
Add sheets as needed, add up total hours on last sheet. Attach a certificate for each training.   
Place and Date Signature of Applicant: 
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