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Striking the balance between automation and flexibility can be  
challenging!
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End-to-end 
standardisation

Achieve target timelines

Efficiency

Quick validation   

Faster program creation

Quality

Many technical solutions and systems are built around end-to-end 
standardisation to get new and better drugs to market safely in the most 
efficient and timely manner
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Standardization 
challenges:

CROs with small 
to mid-sized 

sponsors

Submission 
standards

Different 
requirements

Balance 

• Within industry submission standards there is wide scope for different 
interpretations and preferences: CROs have standards of their own but 
very often each sponsor has their own standards with subtle differences.
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• Sponsors can have their own requirements for the CRF (paper or eCRF)
• Different indications might have different requirements
• The phase of the clinical trail will dictate what sort of information is being 

collected
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• Any solution has to be a balance between standardization (so that outputs 
can be produced automatically and quickly) and flexibility to handle 
differing subtleties in input and output data
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As a CRO with several different sponsors, all with their own requirements 
the target is still the same - to get the drug to markets as quickly as 
possible
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Streamlined SDTM production leading to smooth 
ADaM and TFL production

Standardized CRF

CDASH - Standard variable names

Standard specification template

Standard program suite

The ideal solution would be to have standardised trial pages/forms
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In reality, each study has very different data requirements so you need 
the ability to collect many different sorts of data.

Different study data 
requirements 

SDTM production 
with increased 
programmer 
involvement

CDASH - but 
modified as per 

sponsor 
requirements

Study/sponsor 
specific specification 

and non standard 
programs 

. 
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Balancing standardization with adaptability gives flexible solution

Flexible 
Solutions

Standards Adaptability
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Our solution allows the majority of the programming work to be done 
automatically, and then completed by a programmer

Specifications

Base code

Edit updated program 
and finalisation



cmedresearch.com 9www.cmedresearch.com

Base code

Specifications

Update 
program

Editable 
program

Specifications are based on a template 
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The specifications form the foundation of the process and hence 
need to be completed as per the guidelines

Streamlined define 
production

Semi-automated code 
creation

Update study specific  
derivations

Include all CRF and vendor 
data

Variables/Labels/Codelists 
checked against controlled 

terminology

Efficient code production 
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Base code is the template code for each domain

Base code

Update 
program

Editable 
program

Specifications



cmedresearch.com 12www.cmedresearch.com

Commonly used domains have a base program; a general program is 
available to cover non standard domains

Standard derivations for the domain

Calls to standard macros used in 
program structure

Calls to macros to populate variable 
attributes
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Updates base code 
dataset

Updates the base code using the details in the specifications 
via the update program

Base code

Update 
program

Editable 
program

Specifications
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The specifications along with the base and update programs are used 
to programmatically create the editable program for a domain
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The program saved is edited and finalised by the programmer

Base code

Update 
program

Editable 
program

Specifications
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Not just SDTM/ADaM
This process can be applied 

to any dataset standards

Additional datasets
It is easy to add new base or 
update programs

Code development

We need to adapt our 
currently specification tool 
so that it uses the standard 

specification and selects 
which variables are present

Formatted Programs
We would like to be able to 

produce better looking 
programs

.

Log term aim
Shells are table specifications 
– can we apply the same 
idea

Specification tool

Code will develop in either 
base or update programs so 
less and less updates 
required
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Adaptable solutions can be applied in all aspects of the programming 
process
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Programs can be adapted so that they 
meet the exact requirements 

Flexibility

The better quality the specifications 
the better quality the resulting 
programs 

Quality 

The programmer has full control of the 
programs

Control

Different studies have different 
requirements    

One size doesn’t fit all

The bulk of the work is done for you, 
leaving you more time to do the 

finer details   

Faster 

Validation can be started sooner 
shortening the whole process    

Validation

In conclusion
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Socially interactive and swims 
in pods of up to 100 members

Can stay alert to predators by sleeping 
with half of its brain at a time
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Thank you!

Helen Nicholson  - hnicholson@cmedresearch.com

Punitha Philip – pphilip@cmedresearch.com


