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+ Introduction
For evry Pharmaceicl Organizalion, thre i a eed i tandarize helarogeniaus ClricalDat for Cross sk anspas and fsirroguialory subissions. I i poste we provide Gl Dt Siandardtzaton Meihosology (CDSM) o help Orgaizallons in bulding thle o etadata ereted Standarzaion ek foe sremiiing the
Clinical Tr
Data Standarmzaﬂon ramework s aroly boen consideredas  Sandalon ramevior, bul GOSM o focuses n tegratng L wi h exsing Analysis and Reporng sytem of any Organzatn.
hi

be Conidered a5 an approach which focuses on imegrating « Cinical Daia M Ting, anaytcs and s which can be called 23 “Ciical End (o End Submission framework”
»Besigning the Ciinical Data Standardization Framewerk
21Key for Clincal Data

" Shouid brng al Lagacy/Onging and plarnedtiss i cope.
. et Standard (CDISC/Sponsor Defined).
T Shouitsclectapproprite Tochnidoee and Tochmooges fo sting up tho
ization Framework.

Integration Framework with the Anal t
Taking he above consderatonsinscope, CDSW il el the Organizations n buiing their own Cirical Dt Standardizaion Framemor
‘The standardization Solution revolves around three key Process Steps namely Metadata set-up, creation of an effective and user friendly GUI and integration with other Analytics applications.
The standardzation approach can b appled ( Legacy, On-go1na (pos complation) a5 well 2 Futura Tral (drocly it the naw stangar).

+ End to End Clinical Trial with Fi
‘The Standardized framework forms the base of all the Clinical Data Processes and hence should cover the enire scope of Study Life cycle.
31 Key Considerations governing the End o End Frame
all the trals, should use generalized CRFs covering all the Therapeutic areas.
© GRPs should also 5 in sync wi the Stancard cefned I he Standarcized framowork
* Parametor based generaled cades fo handing the Nan o souros Dl variaies
and then validating the source Data with the Standardized and Analysis D:
Goneraizod algorime for Gl Data Analysi and automaic provision ov genevatmg
the Delverties ke Palien Pofes Defne xr
The I of the cand the Exitng Clmcal Tt Data Process systems can be best depicted in the below pictorial diagram showing t's applicability and coverage.

Conclusion:
Integrating the Clinical Trial Data Processing systems with the Standardization Framework can help us in availing the benefits shown below:
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