DCP Consortia 2012: Adverse Event (AE) Reporting Guidelines
1. AE Reporting after the informed consent is signed,

2. AE reporting of baseline signs and symptoms and abnormal laboratory values, and
3. AE reporting of abnormal clinical laboratory values documented after baseline

1.  Guideline for AE reporting after the informed consent is signed 1,2
The DCP protocol template, Section 11.1.1 – Reportable AEs, states that all AEs that occur “after the informed consent is signed  and baseline assessments are completed (including run-in) must be recorded on the AE CRF (paper and/or electronic) whether or not related to study agent”. 

Please note:  This requirement does NOT include any findings from the baseline assessments. These findings are documented as instructed in the DCP Guidelines for Identifying, Grading and Recording Baseline Signs and Symptoms2.
2. Guideline for AE reporting of baseline signs and symptoms and abnormal laboratory values1, 2
· Any signs and/or symptoms documented as part of the baseline assessment should not be reported as AEs.
· Abnormal clinical laboratory values documented as part of the baseline assessment should not be reported as AEs regardless of their clinical significance.
· Any signs and/or symptoms documented at baseline, including abnormal laboratory values, should be reported as AEs (per the appropriate AE reporting guidelines) only if the grade worsens after the baseline assessment.
3. Guideline for AE reporting of abnormal clinical laboratory values documented after baseline 1
· All abnormal clinical laboratory results that are determined to be of clinical significance based on the physician’s assessment are to be reported as AEs.

· Those abnormal clinical laboratory results determined to be of no clinical significance or of unknown clinical significance (per the physician’s assessment) should not be reported as AEs.
· Any laboratoryresult of unknown clinical significance should continue to be investigated/followed-up further for a final determination, if possible.
· If the clinical significance is Unknown and a retest (i.e. an immediate repeat of the laboratory test) is done to confirm the laboratory result, then both laboratory results should be entered into the database of record (one for the first test and one for the repeat.)
· If the retest confirms the first laboratory result and the PI deems it as clinically significant, both results should have YES for clinical significance, and the Start Date for the AE should have the date when the first test was done
· If the retest does not confirm the laboratory result value and the PI deems the result as not clinically significant, there is no AE. 
1 DCP Consortia Protocol Template (V 7.0, 01/05/2012), Section 11. Reporting Adverse Events
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