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Risks and consequences 

Increase the time of CRF creation  

Delayed on clinical database creation and go-live 

Data collection not in line with analysis requirements 

Increase number of queries 

Create strain on internal resources due to iterative review circles  

Increase of the likelihood of database changes and unlocks  

Increase downstream impact on programming 
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Team / people involved in 
the creation, development 
and appraisal of the CRF. 
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Documents created in 
parallel with CRF 
development. 
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• From the procotol: 
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EPOCH SCREENING TREATMENT 
V i s i t 
name/ 
s t u d y 
week 

Screeni
ng 

BL Day1 Wk2 Wk4 Wk8 Wk 
12 

Wk 
16 

Wk 
20 

Wk 
24 

Wk 
28 

Wk 
32 

Wk 
36 

Wk 
40 

Wk 
44 

Wk 
48 

Wk52/ 
EoT 

Day -28 to 
-6 

-5 to 
-1 

1 15 29 57 85 113 141 169 197 225 253 281 309 337 365 

6 -
m i n u t e 
Walking 
Test 

X X       X   X   X   X   X   X X 
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• From SAP: 

 

• With this information, I know what I need to derive the 
primary endpoint as described in the SAP: 
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3. Determine reason not done so the rule about 
incapable patients can be applied 

1. Determine baseline (BL) and week 52 (W52) 
assessments 

2. Retrieve total distance walked 

1 2 

3 

3 
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1. Determine BL and W52   
assessments 

1 

1 

1 
2. Retrieve total distance 
walked  

2 3. Determine reason not 
done 
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Guidance for statistical programmers 
 

Link between the data and the report tables and 
between the Statisticians and Data Managers  

Ensure that the analysis can be generated from the 
data collected 

Ensure that critical data points are collected 
efficiently via CRF 

Ensure usage of data collection standards at every step 
of drug development and avoid any deviation 
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Key Responsibilities 
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Page layout: if the 
instance/fields that 

can affect the 
dataset structure  

All collected fields 
have a controlled 

terminology 
associated 

Variables names 
have not more than 

8 characters (HA 
requirement) 

Collected data answer the 
protocol questions and satisfy the 

analysis requirements 

Consistency across associated 
documents such as non-CRF 

data collection specifications or 
data management plan 

Alignment with therapeutic areas 
specificities  

Collected data can be easily 
usable by their programs to 

generate programming 
requirements 

Datasets that would 
be created from the 

CRF page 

Differences from 
previous studies 

before relaxing any 
such reviews 

Check list 

CHECK ENSURE CONSIDER 
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Efficient data acquisition/monitoring 

Eliminate duplication of collected data 

Improve the quality of data 

Ease the clinical conduct for investigators 

Maintain consistency of collected and reported data  

Facilitate HA inspection  
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Advantages of using CDISC standards 
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The CRF review is a process where statistical 
programmers should be involved at an early stage 

The CRF review requires a collaborative team 
effort 

The CRF design is critical for the capture and 
subsequent analysis of subject clinical trial data  

Seamless flow to analysis  thanks to accurate and 
high quality clinical documentation 
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