
Towards improving quality of the evidence base for medical
decision-making
Jansen, M.S.

Citation
Jansen, M. S. (2026, January 21). Towards improving quality of the evidence
base for medical decision-making. Retrieved from
https://hdl.handle.net/1887/4289977
 
Version: Publisher's Version

License:
Licence agreement concerning inclusion of doctoral
thesis in the Institutional Repository of the University
of Leiden

Downloaded from: https://hdl.handle.net/1887/4289977
 
Note: To cite this publication please use the final published version (if
applicable).

https://hdl.handle.net/1887/license:5
https://hdl.handle.net/1887/license:5
https://hdl.handle.net/1887/license:5
https://hdl.handle.net/1887/4289977


Publication rates in small German trials remained low five years after 

trial completion 

Marieke S. Jansen, Olaf M. Dekkers, Rolf H.H. Groenwold, Bob Siegerink 

Contemporary Clinical Trials. 2022 Oct;121:106899 

 



Chapter 5 

 



Publication rates in small German trials remained low five years after trial completion 

5 

• 

• 

• 

• 

• 

• 

• 

• 

 



Chapter 5 



Publication rates in small German trials remained low five years after trial completion 

5 



Chapter 5 



Publication rates in small German trials remained low five years after trial completion 

5 

≤



 



Chapter 5 

 
 

S
a

m
p

le
 s

iz
e

 g
ro

u
p

s
 a

 
 

V
a

ri
a

b
le

 
n

 =
 1

-2
5

 
n

 =
 2

6
-5

0
 

n
 =

 5
1

-7
5

 
n

 =
 7

6
-1

0
0

 
n

 =
 1

0
1

-1
2

5
 

n
  =

 1
2

6
-1

5
0

 
T

o
ta

l d
a

ta
s

e
t 

A
ll

 
9

8
 

1
0

0
%

 
1

3
7

 
1

0
0

%
 

1
0

2
 

1
0

0
%

 
6

1
 

1
0

0
%

 
5

1
 

1
0

0
%

 
5

0
 

1
0

0
%

 
4

9
9

 
1

0
0

%
 

P
h

a
s

e
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
II

-I
II

 
1

3
 

1
3

%
 

1
7

 
1

2
%

 
1

3
 

1
3

%
 

1
0

 
1

6
%

 
6

 
1

2
%

 
5

 
1

0
%

 
6

4
 

1
3

%
 

 
II

I 
4

1
 

4
2

%
 

5
1

 
3

7
%

 
4

1
 

4
0

%
 

3
1

 
5

1
%

 
2

3
 

4
5

%
 

2
8

 
5

6
%

 
2

1
5

 
4

3
%

 

 
IV

 
4

4
 

4
5

%
 

6
9

 
5

0
%

 
4

8
 

4
7

%
 

2
0

 
3

3
%

 
2

2
 

4
3

%
 

1
7

 
3

4
%

 
2

2
0

 
4

4
%

 

S
p

o
n

s
o

r 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
In

d
u

s
tr

y 
1

6
 

1
6

%
 

3
2

 
2

3
%

 
2

9
 

2
8

%
 

1
7

 
2

8
%

 
1

9
 

3
7

%
 

2
6

 
5

2
%

 
1

3
9

 
2

8
%

 

 
O

th
e

r 
8

2
 

8
4

%
 

1
0

5
 

7
7

%
 

7
3

 
7

2
%

 
4

4
 

7
2

%
 

3
2

 
6

3
%

 
2

4
 

4
8

%
 

3
6

0
 

7
2

%
 

In
te

rv
e

n
ti

o
n

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
D

ru
g

 
6

6
 

6
7

%
 

8
4

 
6

1
%

 
6

1
 

6
0

%
 

2
9

 
4

8
%

 
2

0
 

3
9

%
 

2
4

 
4

8
%

 
2

8
4

 
5

7
%

 

 
D

e
vi

c
e

 
1

5
 

1
5

%
 

2
7

 
2

0
%

 
2

0
 

2
0

%
 

9
 

1
5

%
 

1
8

 
3

5
%

 
1

0
 

2
0

%
 

9
9

 
2

0
%

 

 
P

ro
c

e
d

u
re

 
8

 
8

.2
%

 
1

2
 

8
.8

%
 

3
 

2
.9

%
 

6
 

9
.8

%
 

5
 

9
.8

%
 

7
 

1
4

%
 

4
1

 
8

.2
%

 

 
B

e
h

a
vi

o
u

ra
l 

4
 

4
.1

%
 

2
 

1
.5

%
 

6
 

5
.9

%
 

6
 

9
.8

%
 

4
 

7
.8

%
 

1
 

2
%

 
2

3
 

4
.6

%
 

 
B

io
lo

g
ic

a
l 

2
 

2
%

 
5

 
3

.6
%

 
1

 
1

%
 

4
 

6
.6

%
 

2
 

3
.9

%
 

5
 

1
0

%
 

1
9

 
3

.8
%

 

 
D

ie
ta

ry
 s

u
p

p
le

m
e

n
t 

0
 

0
%

 
2

 
1

.5
%

 
2

 
2

%
 

3
 

4
.9

%
 

1
 

2
%

 
0

 
0

%
 

8
 

1
.6

%
 

 
R

a
d

ia
ti

o
n

 
1

 
1

%
 

1
 

0
.7

%
 

1
 

1
%

 
0

 
0

%
 

0
 

0
%

 
0

 
0

%
 

3
 

0
.6

%
 

 
O

th
e

r 
2

 
2

%
 

4
 

2
.9

%
 

8
 

7
.8

%
 

4
 

6
.6

%
 

1
 

2
.0

%
 

3
 

6
.0

%
 

2
2

 
4

.4
%

 

M
o

n
o

 v
s

. 
m

u
lt

ic
e

n
tr

ic
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
M

o
n

o
c

e
n

tr
ic

 
7

1
 

7
2

%
 

8
5

 
6

2
%

 
5

4
 

5
3

%
 

3
1

 
5

1
%

 
3

0
 

5
9

%
 

1
3

 
2

6
%

 
2

8
4

 
5

7
%

 

 
M

u
lt

ic
e

n
tr

ic
 

2
7

 
2

8
%

 
5

2
 

3
8

%
 

4
8

 
4

7
%

 
3

0
 

4
9

%
 

2
1

 
4

1
%

 
3

7
 

7
4

%
 

2
1

5
 

4
3

%
 

A
ll

o
c

a
ti

o
n

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
R

a
n

d
o

m
is

e
d

 
6

6
 

6
7

%
 

1
0

6
 

7
7

%
 

8
4

 
8

2
%

 
4

9
 

8
0

%
 

4
1

 
8

0
%

 
3

9
 

7
8

%
 

3
8

5
 

7
7

%
 

 
N

o
n

ra
n

d
o

m
is

e
d

 
3

2
 

3
3

%
 

3
1

 
2

3
%

 
1

8
 

1
8

%
 

1
2

 
2

0
%

 
1

0
 

2
0

%
 

1
1

 
2

2
%

 
1

1
4

 
2

3
%

 

M
a

s
k

in
g

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
B

lin
d

e
d

 
3

8
 

3
9

%
 

6
8

 
5

0
%

 
6

2
 

6
1

%
 

3
6

 
5

9
%

 
2

5
 

4
9

%
 

2
0

 
4

0
%

 
2

4
9

 
5

0
%

 

 
O

p
e

n
 

6
0

 
6

1
%

 
6

9
 

5
0

%
 

4
0

 
3

9
%

 
2

5
 

4
1

%
 

2
6

 
5

1
%

 
3

0
 

6
0

%
 

2
5

0
 

5
0

%
 

T
ri

a
l 

re
g

is
tr

a
ti

o
n

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
P

ro
s

p
e

c
ti

ve
 

5
6

 
5

7
%

 
7

5
 

5
5

%
 

6
5

 
6

4
%

 
3

7
 

6
1

%
 

2
6

 
5

1
%

 
2

9
 

5
8

%
 

2
8

8
 

5
8

%
 

 
R

e
tr

o
s

p
e

c
ti

ve
 

4
2

 
4

3
%

 
6

2
 

4
5

%
 

3
7

 
3

6
%

 
2

4
 

3
9

%
 

2
5

 
4

9
%

 
2

1
 

4
2

%
 

2
1

1
 

4
2

%
 

R
e

c
ru

it
m

e
n

t 
s

ta
tu

s
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
C

o
m

p
le

te
d

 
4

7
 

4
8

%
 

9
2

 
6

7
%

 
7

3
 

7
2

%
 

4
3

 
7

0
%

 
4

2
 

8
2

%
 

3
7

 
7

4
%

 
3

3
4

 
6

7
%

 

 
T

e
rm

in
a

te
d

 
4

0
 

4
1

%
 

2
7

 
2

0
%

 
6

 
5

.9
%

 
1

0
 

1
6

%
 

3
 

5
.9

%
 

9
 

1
8

%
 

9
5

 
1

9
%

 

 
U

n
kn

o
w

n
 

1
1

 
1

1
%

 
1

4
 

1
0

%
 

2
0

 
2

0
%

 
8

 
1

3
%

 
5

 
9

.8
%

 
4

 
8

%
 

6
2

 
1

2
%

 

 
O

th
e

r 
b

 
0

 
0

%
 

4
 

2
.9

%
 

3
 

2
.9

%
 

0
 

0
%

 
1

 
2

%
 

0
 

0
%

 
8

 
1

.6
%

 



Publication rates in small German trials remained low five years after trial completion 

5 

Variable   n = 499    (100%) 

Primary outcome type in trials with 1 outcome    
 Continuous 207 (56%) 
 Dichotomous 116 (31%) 
 Ordinal 9 (2%) 
 Unclear 39 (11%) 
Primary outcome type in trials with 2 outcomes   
 Continuous 76 (57%) 
 Dichotomous 38 (28%) 
 Ordinal 6 (4%) 
 Unclear 14 (10%) 
Number of primary outcomes   
 1 371 (74%) 
 2 67 (13%) 
 ≥3 61 (12%) 
Number of secondary outcomes a 5 (2 – 7) 
Trial records that did not mention secondary outcomes 67 (13%) 
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Variable Univariable HR (95% CI) Multivariable HR (95% CI) a 

Sample size b c 1.05 (1.02-1.08)  1.05 (1.02-1.08) 
Phase     
 II-III (reference)     
 III 1.33 (0.92-1.94) 1.47 (1.00-2.18) 
 IV 1.19 (0.82-1.74) 1.23 (0.83-1.83) 
Sponsor     
 Other (reference)     
 Industry 1.08 (0.84-1.38) 0.89 (0.66-1.21) 
Intervention     
 Other d (reference)     
 Drug 0.99 (0.75-1.30) 1.07 (0.80-1.44) 
 Device 1.31 (0.93-1.85) 1.40 (0.97-2.01) 
Mono vs. multicentric     
 Monocentric (reference)     
 Multicentric 1.11 (0.89-1.39) 1.05 (0.80-1.38) 
Allocation     
 Nonrandomised (reference)     
 Randomised 1.05 (0.80-1.73) 1.05 (0.76-1.47) 
Masking     
 Open (reference)     
 Blinded 1.04 (0.83-1.30) 1.05 (0.79-1.39) 
Trial registration     
 Prospective (reference)     
 Retrospective 1.19 (0.95-1.50) 1.17 (0.92-1.48) 
Primary outcome     
 Unclear (reference)     
 Continuous 1.46 (0.96-2.20) 1.51 (0.99-2.31) 
 Dichotomous 1.47 (0.95-2.27) 1.47 (0.92-2.33) 
 Ordinal 1.05 (0.47-2.32) 0.89 (0.40-2.00) 
Number of primary outcomes      
 1 (reference)     
 2 1.10 (0.79-1.52) 1.14 (0.81-1.61) 
 ≥ 3 0.89 (0.61-1.29) 0.86 (0.59-1.27) 
Number of secondary outcomes     
 Not available (reference)     
 0 – 2  1.02 (0.69-1.52) 1.00 (0.67-1.50) 
 3 – 4  1.07 (0.72-1.59) 1.00 (0.66-1.52) 
 5 – 6  1.06 (0.71-1.58) 0.99 (0.66-1.50) 
 7 – 9  1.02 (0.66-1.59) 0.88 (0.55-1.39) 
 ≥ 10 0.74 (0.48-1.16) 0.65 (0.41-1.03) 
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Variable Univariable OR (95% CI) Multivariable OR (95% CI) a 

Sample size b c 1.04 (0.99-1.10)  1.05 (0.99-1.11) 
Phase     
 II-III (reference)     
 III 1.17 (0.64-2.24) 1.37 (0.70-2.77) 
 IV 0.99 (0.53-1.90) 0.92 (0.47-1.87) 
Sponsor     
 Other (reference)     
 Industry 1.07 (0.69-1.64) 0.65 (0.37-1.11) 
Intervention     
 Other d (reference)     
 Drug 1.05 (0.64-1.75) 1.17 (0.69-2.03) 
 Device 2.13 (1.19-3.85) 2.43 (1.28-4.68) 
Mono vs. multicentric     
 Monocentric (reference)     
 Multicentric 1.39 (0.94-2.06) 1.46 (0.90-2.37) 
Allocation     
 Nonrandomised (reference)     
 Randomised 1.04 (0.66-1.69) 1.44 (0.81-2.61)  
Masking     
 Open (reference)     
 Blinded 0.81 (0.54-1.19) 0.77 (0.47-1.28) 
Trial registration     
 Prospective (reference)     
 Retrospective 1.09 (0.74-1.62) 0.98 (0.64-1.49) 
Primary outcome     
 Unclear (reference)     
 Continuous 1.18 (0.61-2.41) 1.20 (0.60-2.51) 
 Dichotomous 1.36 (0.68-2.86) 1.34 (0.62-3.01) 
 Ordinal 0.47 (0.07-2.02) 0.32 (0.04-1.47) 
Number of primary outcomes     
 1 (reference)     
 2 1.31 (0.73-2.28) 1.32 (0.71-2.42) 
 ≥ 3 1.62 (0.90-2.84) 1.81 (0.97-3.34)  
Number of secondary outcomes      
 Not available (reference)     
 0 – 2  0.68 (0.36-1.30) 0.72 (0.37-1.41) 
 3 – 4  0.71 (0.37-1.36) 0.70 (0.35-1.40) 
 5 – 6  0.58 (0.29-1.15) 0.53 (0.26-1.07) 
 7 – 9  0.51 (0.24-1.09) 0.47 (0.21-1.05) 
 ≥ 10 0.25 (0.11-0.56) 0.23 (0.09-0.52) 
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Variable Univariable HR (95% CI) Multivariable HR (95% CI) a 

Sample size b c 1.05 (1.02-1.08)  -  
Planned sample size c 1.00 (0.97-1.04) 0.99 (0.95-1.03) 
Phase     
 II-III (reference)     
 III 1.37 (0.90-2.06) 1.71 (1.11-2.65) 
 IV 1.23 (0.81-1.86) 1.36 (0.87-2.12) 
Sponsor     
 Other (reference)     
 Industry 1.11 (0.85-1.46) 0.98 (0.71-1.36) 
Intervention     
 Other d (reference)     
 Drug 1.04 (0.77-1.40) 1.08 (0.78-1.50) 
 Device 1.37 (0.95-1.99) 1.55 (1.04-2.31) 
Mono vs. multicentric     
 Monocentric (reference)     
 Multicentric 1.13 (0.88-1.45) 1.04 (0.77-1.40) 
Allocation     
 Nonrandomised (reference)     
 Randomised 1.10 (0.82-1.47) 1.25 (0.86-1.83) 
Masking     
 Open (reference)     
 Blinded 1.07 (0.84-1.37) 1.14 (0.83-1.56) 
Trial registration     
 Prospective (reference)     
 Retrospective 1.26 (0.98-1.62) 1.24 (0.96-1.61) 
Primary outcome     
 Unclear (reference)     
 Continuous 1.41 (0.90-2.20) 1.45 (0.91-2.30) 
 Dichotomous 1.72 (1.07-2.76) 2.04 (1.23-3.38) 
 Ordinal 1.02 (0.43-2.38) 0.95 (0.40-2.25) 
Number of primary outcomes      
 1 (reference)     
 2 1.08 (0.75-1.54) 1.09 (0.75-1.58) 
 ≥ 3 0.88 (0.59-1.32) 0.85 (0.56-1.29) 
Number of secondary outcomes     
 Not available (reference)     
 0 – 2  1.09 (0.72-1.66) 1.08 (0.70-1.67) 
 3 – 4  1.07 (0.69-1.65) 1.05 (0.66-1.66) 
 5 – 6  1.19 (0.76-1.85) 1.20 (0.76-1.91) 
 7 – 9  1.12 (0.68-1.85) 1.06 (0.63-1.78) 
 ≥ 10 0.82 (0.51-1.32) 0.77 (0.47-1.27) 
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Reason No (%) of respondents 

Non-publication 18 (100%) 
 No time / resources / funding to analyse results or write a manuscript 6 (33%) 
 Manuscript is written, but difficulty to get this accepted for publication 4 (22%) 
 The study was terminated or never started 5 (28%) 
 The results are not interesting 1 (6%) 
 Other 2 (11%) 
    
Trial termination 15 (100%) 
 Recruitment failure 6 (40%) 
 Sponsor decision / lack of funding 2 (13%) 
 Safety concerns 2 (13%) 
 Results of interim analysis: futility 1 (7%) 
 Other 4 (27%) 
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