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• Clinical Trials Regulation (CTR) into application on 31 January 2022

• Start of three-year transition period:
 1st year (31/01/2022-30/01/2023): choice to apply for a new clinical trial 

under Clinical Trials Directive (CTD) or CTR
 From 31 January 2023: all initial clinical trial applications to be submitted 

under CTR via Clinical Trials Information System (CTIS)
 Clinical trials approved under CTD can continue under CTD until 30 

January 2025
 Mandatory transition from CTD to CTR for clinical trials under CTD not 

expected to end before 31 January 2025
 Transition from CTD to CTR possible for all clinical trials under CTD during 

entire transition period

Introduction
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Numbers 2nd year of CTR, 1st half (31/01/2023 –
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Numbers 2nd year of CTR, 1st half (31/01/2023 –
31/07/2023)
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31/07/2023)

149

74
57

36 35 34 32
12 9 6 4 4 3 3 3 2 2 2 1

224

65
44 55

30 39 33
21

8 9 16
1 5 1

14
1 11 9 8 1 1 6 2 2 1

373

139

101 91
65 73 65

33
17 15 20

5 8 4
17

3 13 11 9 1 1 6 2 2 1
0

50

100

150

200

250

300

350

400

CTR early phase clinical trials 2nd year of CTR 1st half (31/01/2023 -
31/07/2023): BE vs EU - detail on first administration to humans

First administration to humans No first administration to humans All early phase trials



40
Overview of numbers in Belgium (and in Europe) for CTR early trials/15.09.2023
FAMHP/DG PRE/R&D

Numbers 2nd year of CTR, 1st half (31/01/2023 –
31/07/2023)

149
74 57

36
35

34 32
12

9
6

4

4

3

3

3

2

2 2
1

224
65 44

55
30

39 33
21

8
9

16

1

5

1

14

1

11 9
8

1 1 6 2 2 1

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

CTR early phase clinical trials 2nd year of CTR 1st half (31/01/2023 -
31/07/2023): BE vs EU - detail on first administration to humans

First administration to humans No first administration to humans



41
Overview of numbers in Belgium (and in Europe) for CTR early trials/15.09.2023
FAMHP/DG PRE/R&D

Numbers 2nd year of CTR, 1st half (31/01/2023 –
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Contact

Federal Agency for Medicines and Health Products –
FAMHP

Avenue Galilée - Galileelaan 5/03
1210 BRUSSELS

tel. + 32 2 528 40 00
fax + 32 2 528 40 01

e-mail welcome@fagg-afmps.be

www.famhp.be

Follow the FAMHP on Facebook, Twitter and LinkedIn

mailto:welcome@fagg-afmps.be
http://www.famhp.be/


Your medicines and health products,
our concern
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