DCP Consortia 2012: Guidelines for Identifying, Grading and Recording 
Baseline Signs and Symptoms 
Purpose: To clarify the definition and documentation of baseline signs and symptoms for clinical trials conducted under the DCP Consortia 2012. 
Background: The International Council on Harmonisation (ICH) E6 is the definitive resource for Good Clinical Practice (GCP). In the publication, GCP: A Question and Answer Reference Guide, the following response is provided regarding the reporting of baseline signs and symptoms: 

“…protocols may also require the structured collection of signs and symptoms…to establish a baseline against which post-treatment AEs can be compared.” (page 330)
Nickas, J (2009).  Section 9: Drug/study safety and safety reporting.  In M.P. Mathieu (Ed.), Good Clinical Practice: A question and answer reference guide (p. 330). Needham, MA: Barnett International. 

DCP has adopted this interpretation from this source for prevention studies to ensure that adverse events (AEs) are appropriately evaluated for attribution. 
Definitions: 
1) A baseline sign is an abnormality found on physical exam or an abnormal laboratory result at the time of the baseline assessment after the informed consent is signed.  
2) A baseline symptom is an abnormality reported by the participant at the time of the baseline assessment after the informed consent is signed. 
Documentation:

Baseline Signs
1. 
The same version of the Common Terminology Criteria for Adverse Events (CTCAE) used to grade AEs should be used to grade baseline signs 
2. A baseline sign is documented as specified per the site’s data collection guidelines/requirements. 
a. 
Persistent Unchanged Baseline Sign  

A baseline sign that persists unchanged throughout the study is not reported as an AE. 

b. 
Baseline Signs that Increase in Severity


If a baseline sign increases in severity during the study, the sign should be reported as an AE. The date on which the increase in severity was observed is reported as the onset date. For example: if a baseline sign is noted as grade 1, and is later reported as a grade 3 during the study, then it should be reported as a grade 3 AE with the onset date recorded as the date on which the increased severity was observed. 

c. 
Baseline Signs that Resolve 

If a baseline sign resolves during the study, the resolution can be documented at the discretion of the PI. 

d. 
Baseline Signs that Resolve and Recur 

If a baseline sign resolves and then recurs during the study, the recurrence should be reported as a new AE. The recurrence date should be recorded as the onset date. Any increase in frequency from that determined at baseline should also be assessed for inclusion as an AE, using the grading scale in CTCAE 

Baseline Symptoms:
1. The same version of the Common Terminology Criteria for Adverse Events (CTCAE) used to grade AEs should be used to grade baseline symptoms.
2.
 Severity Grading and Terminology
Document a baseline symptom as specified per the site’s data collection guidelines/requirements. Document the symptom in the same manner as an AE is recorded during study intervention, assigning a term and grade according to the same version of the CTCAE used to grade AEs. The participant’s pre-existing diagnosis/diagnoses should not be recorded as baseline symptom(s), but should be documented as medical history. 

a. Persistent Unchanged Baseline Symptoms   
A baseline symptom that persists throughout the study is reported as an AE only if the grade becomes more severe than reported at baseline. 
b.
Baseline Symptoms that Increase in Severity
If a baseline symptom increases in severity during the study, the symptom should be reported as an AE. The date on which the increase in severity was observed is reported as the onset date. For example: if a baseline symptom is noted as grade 1, and is later reported as a grade 3 during the study, the symptom should be reported as a grade 3 AE with the onset date recorded as the date on which the increased severity was observed. 
c.
Baseline Symptoms that Resolve 
If a baseline symptom resolves during the study, the resolution can be documented at the discretion of the PI. 
d. 
Baseline Symptoms that Resolve and Recur 
A baseline symptom that resolves and then recurs during the study should be reported as a new AE. The recurrence date should be reported as the onset date. Any increase in frequency from that determined at baseline should also be assessed for inclusion as an AE, using the grading scale in CTCAE.
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