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Study Subject ID :

Extraction date :

Treatment arm :

Randomization date :

Treatment outcome at Week 73:

Open Clinica:

Algorithm:

Conclusion:

Validation page

Comments on validation process (from CAC):
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NOTE: If treatment outcomes from Open Clinica and from the algorithm are concordants, please enter the following
informations in Open Clinica:
- Date of EVG final treatment outcome assignment = date of extraction,
- Name of the EVG member = Algorithm,
- Presence of signature = No
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Early treatment discontinuation:

Date of last study drug intake:
Reason: Specify other :

Early study discontinuation:

Date of last visit:
Reason (if different from above):
Specify other :‘

Death :

Date :

Treatment initiation

Treatment change/New treatment

Culture results

Bacteriological, radiographic and clinical evolution

DST results

Rapid molecular test for FQ resistance

4

endTB Clinical Trials                               A2.2 Event Validation document W73 SOP SP-031-CT Version 1.0, Date 04-Nov-2020



Rapid molecular test for RIF resistance

Chest X-ray

Weight, height, BMI at screening

ECOG assessment

Weight and temperature

Signs and symptoms (grades)

5

endTB Clinical Trials                               A2.2 Event Validation document W73 SOP SP-031-CT Version 1.0, Date 04-Nov-2020


	Study Subject ID :
	Treatment outcome at Week 73:
	Validation page
	Early treatment discontinuation:
	Early study discontinuation:
	Death :
	Treatment initiation
	Treatment change/New treatment
	Culture results
	Bacteriological, radiographic and clinical evolution



