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ULN = upper limit of normal of the reference range
* If a patient has any total bilirubin >= 2x ULN then maximum ALT amongst the
total bilirubin >= 2x ULN is plotted. Otherwise, the overall maximum ALT for the patient is plotted.
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Facilitates the incorporation of advice from subject Improving Traceability
matter experts

- Creates forum to communicate improved methodology
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Question: : What is the subject’s date of birth?
Purpose Description: : A subject’s date of birth. The complete Date of Birth is made from the temporal components of Birth Year. Birth Month. and Birth Day.
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Business Rules: Every effort should be made to obtain a subject’s birth year, estimated if necessary. An estimated birth year is likely to be more accurate
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Demographics

Adverse Events

- Create consistent definitions of adverse events and treatment emergent

adverse events CONCLUSIONS

Vital Signs, Laboratory Measures, ECGs

- Consistent approach for central tendency
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a « Standardizing common TFLs for safety may

A e improve safety signal detection

TFLs for C_lémmon Events of Special Interest * Improving data traceability will facilitate the review
- Hepatotoxicity proceSS

- Hypersensitivity

FDA/PhUSE Annual Computational Science Symposium; Silver Spring, MD; March 19-20, 2012 Sponsored by Eli Lilly and Company




