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EndTB - Event Validation Document

Study Subject ID :

Extraction date :
Treatment arm :

Randomization date :

Treatment outcome at Week 104:

Open Clinica:
Algorithm:

Conclusion:

Validation page

Comments on validation process (from CAC):
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Week 104 Event Validation Group (EVG) final treatment outcome:

The last toro culturs results are negative. These twro cultures must be from sputum samples
collected on separate vizits, the latest bebween weeks 57 and 104

Ll

The last culture result (from a sputum sample collected batween waskes 97 and 104 15
negative; and aither there 15 no other post-baszeline culture result or the penultimate culture
result 15 positive dua to laboratory cross contammation; and bacteriological, radiological and
climical evolution 1z favorable

Ll

Thers 1z no culturs result from a spubum zampls collectad between weeks 97 and 104 or the

rezult of that culture 1= positive due to laboratory cros: confamination; and the most recent
culfure result iz negatrve; and bacteriological, radiclogical and clinical eveolution 1z favorable.

Ll

L

Replacement or addition of one or more investigational dnigs m an expermmental anm or in
the control amm if uzmg the shortened regimen(failure)

Eeplacement or addition of two or more mvestizational drugs in the control arm if using the O
conventional regimen (failurs)

Imitiation of a new MDE-TB treatment regimen after tha end of the allocated study regmmen
and before week 104 (relapse)

Ll

Dieath from auy cause

L)L

At laast one of the last twe cultures, the latest being from a sputum sample collected betarzen
wesks 97 and 104, 1= pozsitrve m the absence of evidence of laberatory cross contamination

{failure Telapza)

The last culture result (from a sputum zampls collected between weaks 97 and 104) 1z negative;
AND there 12 no other post-baselme culture rezult or the penultimate culiure 1z positive due to
laboratory cross contamunation; and bacteriological, radiological or climeal evolotion iz
unfavorable (failura/relapze)

L

Thers 1= no colture result fom a spotum sampls collected between weeks 57 and 104 or it is
posttrve due to laboratory cross contamunation; AND the most recent culturs 1z negative; and
bacteriological, radiological or clinical evelution iz unfavorable (failurerelapse)

L

Thera 1z no culture result from a spuhum sample collected between weekss 97 and 104 or it 15
postirve due to laboratory cross contammation; AND there 1z no other post-bazaline culture or
it 15 positrve or, the most recent culture 1= negative and bactenological, radiological and clinical
evelution is not asseszzable

L

Previously clazzified as unfavorable m the present study, except not asseszable at week 72

L

Loss fo follow-up O

Concordant with 2ife Investigator fimal treatment outcomea? ¥es O Ne O

Date of EVG W14 final treatment cutcomes assignment
(dd/momm )

MName of the EVG member:

Signature of the EVG member:
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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
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Bacteriological, radiographic and clinical evolution

DST results

Rapid molecular test for FQ resistance
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Rapid molecular test for RIF resistance

Chest X-ray

Weight, height, BMI at screening

ECOG assessment

Weight and temperature

Signs and symptoms (grades)
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