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Week 73 Event Validation Group (EVE) final treatment outcome:

The last turo culture results are nagative. Thesze turo culturas must be from sputum samples
collected on separate vizits, the latest between weeks 63 and 73

L1

The last culture result (from a spouhim sample collected batareen weeks 63 and 73) 1=
negative; and aither there 15 no other post-bazeline culiurs result or the penultomats culture
rezult 1s posihve dus to laboratory cross contamimation; and bactericlogical, radiclogical and
clinical evelution 12 favorable

L

Thera 1= no culiure result from a spuhmm sampls collected between weeks 65 and 73 or the

rezult of that culture iz pozitrve due to laberatory cross contamunation; and the most racent
culfure rasult 1= negattve; and bacteriological, radiological and clinical evelution 1= faverable.

L

L

Eeplacement or addition of ons or more inwvaestigational dmgs m an expermmental anm or in
the control arm if usmg the shortened regimen (failure)

Eeplacement or addition of two or more mvestizational drugs 1n the control arm if wsing the
conventional regimen (failura)

L

Imtiztion of 2 mew MDE-TDB treatment regimen after the end of the allocated study regmmen
and befors week 73 (relapsze)

L1

Dizath fom amy cause

L1| L]

At laazt one of the last two coltures, the latest being from a sputum sampls collacted betorean
weaks 63 and 73, 15 positive in the zhzence of evidence of laboratory cross contammation
i(failure relapze)

The last culture rezult (from a spohim sample collected batvraen weeks 65 and 73} 1=
negative; ANIY thera 15 no other post-bazeline culture result or the penultimate calture 13
positrve due to laboratory cross contammation; and bacteriological, radiological or climical
evolution 15 unfavorable (falure'ralapse)

L1

Thera is no colture result from a sputum sample collectad between weeks 65 and 73 or i 15
posttrve doe to laboratory cross contamumation; AND the most recent culture 1z negative; and
bacteniclogical, radiclogical or climieal evolubon 15 unfavrorable (failure/ralapse) or, the most
recent culture result 1s positive in the abzssnce of laboratory contamination

Ll

The outcome 1= not aszezzable bacanze there 1= no culture result from a sputum zamyple
collected betwrean weeks 63 and 72 or it 15 posttive due to laboratory cross contanumation;
AND thers iz no other pozt-bazehne culture result or the most recent culture 15 posiiive dus fo
laboratory cross contamination; or, the most recent calture 1= negative and bactenclogical,
radiological and clinical evolution iz not asseszzable

Ll

Previouwsly clazzified as unfavorable in the present study, except not asseszable at week 39

L

Concordant with Site Invastigator fnal treatment cuteome? Yes [ Neo O

Date of EVIZ W73 final treatment outcome azzigmment
{dd/mmm )

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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