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time to 
approval

�
with medicinal 

product x x x2) x x1) x 35 d

�
with medical 

device x x x2) x x 60 d6)

�
 genetic therapy 

trials x x x x x1) x 180 d

�
with nutritional 

products x4) x x2) x x1) x x5) 35 d4)

with traditional 
herbal products x3) x x2) x x1) x 35 d3)

�
epidemiological 

trials x x2) x x1)
�

�
compassionate 

use x x x1)
�

�
epidemiological 

trials x �

�
post-marketing 

surveys x x x �

1) can replace local ethics committees in multicentre trials
2) optional only for studies to validate methods ("Methodenstudie")
3) for new indications only
4) only if claims for therapeutic effect are tested
5) only safety of nutrient assessed, no trial approval unless according to AMG
6) not yet implemented

com
petent authority:                  

B
undesam

t /  A
G

E
S

 P
harm

M
ed

hospital act (K
rankenanstzalten 

&
 K

uranstaltengesetz - K
U

K
G

)

inter-
ventional 

trials 

ethics com
m

ittee (local)

ethics com
m

ittee (central = 
Leitethik-K

om
.)

com
petent authority:                             

M
inistry of H

ealth

com
petent authority:                  

A
G

E
S

 Institute for Food C
ontrol

non-inter-
ventional 

trials 

approval required by type of trial requirements by law
drug act (A

rzneim
ittelgesetz - 

A
M

G
)

m
edical device act 

(M
edizinproduktegesetz -  M

P
G

)

genetical engineering act 
(G

entechnikgesetz - G
TG

) 

data protection act 
(D

atenschutzgesetz - D
S

G
)

�
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Regulatory Framework: Sweden 
Clinical Research 

Interventional 
 

Non interventional 

Act on Biobanks in Medical Care (2002:297) 

Act on Personal Integrity (PUL) (1998:204) 

Act on Ethics Review of Research Involving Humans (2003:460, 615) 

Act on Patient Journals (1985:562) 

Act on Patient Data (2006:82) 

Act on Medicinal Products (1992:859) 

Act on Health and Medical Service (1982:763) 

MPA, Data Inspection Board, National Board of Health and Welfare  

Biological material 
Phase I-IV  

Medicinal products  
& medical device 

 Other Biomedical  
  research on humans    Epidemiological research 

Competent Authority 

          Ethical Review Board 
            (& Radiation Committee) 

Quality 
studies 
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