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Disclaimer

All opinions expressed in this presentation are
author’s personal views and do not reflect the
views or opinions of Symbiance.
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CRF Annotation
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Key CDISC submission deliverables
Ensures Traceability

Portraits Data collection

Depicts clinical study data that maps to SDTM
Domains/NOT SUBMITTED

Ease the reviewer with a clear recognition of study




Traditional Annotation Process
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Challenges of the Traditional process

Quality w.r.t
Quantity

Manual & Time

Bookmarks

Customization
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Smart aCRF Tool

= A one stop solution for all the challenges of creating aCRF
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Smart aCRF Too

— Key Aspects
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Highlights of aCRF Tool

—  Annotate the Edf with out Erogrietx tool

Recommended default Text and Annotation attributes

Attributes saved into the Annotation Repository for repeat usage. |

Annotations and Annotation attributes can be created/modified easily

Storage of Annotated CRF’s generated for future usage

-~ Facilitates Reverse Engineering using the existing Annotated CRF’s
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Manual aCRF vs Smart aCRF

0% annotation in just 3 mins

Requires Manual Properties Setup Properties handled by system

No Inheritance OO0 Complete Inheritance

Complicated Consistency Perfect Consistency

Bookmarking is tedious Effortless Bookmarking

Time consuming repeat page linking Automatically identifies and links

All Annotation are Manual Pre-loaded with CDSIC metadata
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Conclusion

= SMART aCRF system integrates the technology and the domain in

an effective and efficient manner to overcome the repeated task.

= The resulting annotated BlankCRF.pdf still requires a thorough

review by the Analyst but the gain in efficiency is phenomenal.

= What used to take a week or more can now be completed in a day
or even hours when the previous trials in the same project have

already been annotated.
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Information for further communication

Tamilselvi Senthilkumar Prakash Pichaimuthu

Asst. Manager, Life Sciences Services Senior Software Developer

Symbiance Pharma Solutions Pvt Ltd Symbiance Pharma Solutions Pvt Ltd

Ph: +91 994 053 7596 Ph: +91 994 088 3939

EMail : tamilselvis@symbiance.com EMail : prakash.pichaimuthu@ratilan.com
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Thank You!

LA now YOUR questilows?
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The premier community for people working in the biometric area

" @PhUsETwitta  f PhUSE

| www.phusewiki.org




	Slide Number 1
	Slide Number 2
	Agenda
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14

