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‘Late Exclusion’
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Upto7

Visit Window days after +/- three (3) days +/- seven (7) days
screen

Possible Poor

WK WK WK WK WK WK WK M M M
MO 9 (@) (@) (@)

Screen  Baseline 5 4 8 12 17 2 26 12 15 18

Informed Consent

Inclusion/Exclusion

Demographics

Contact information

Medical history

Symptoms

Concomitant medications

Adverse events

Interval medical history

Chest radiograph

Visual tests

Randomization

Contact central study clinician

Treatment

Response

Post Early
Termination Visith




Upto7

days
after
screen

Visit Window +/- three (3) days +/- seven (7) days

Treatment

Response
Post Early

Termination

. WK WK WK WK WK WK WK MO MO
Screen Baseline 5 4 8 12 17 7 2% MO 9 12 15 MO 18

Possible Poor

Laboratory testing
HIV test (5mL)

CD4 count (if HIV-pos) (5mlL)

HIV Viral load (if HIV-pos) (5mL)

Pregnancy testing (site obtain urine test)

Sputum for smear and cultureb

Sputum for rapid molecular test,
if available at site

Storage of Mtb bacterial isolate

Diabetes screend
(5mL)

ALT

Creatinine

Hemoglobin
WBC with differential

Platelets

Obtain within this

PK sampling for TB drugs® (10 mL) v
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Vizit Windowr dayz after +/- three (3) days +/- seven (7) days E . E
zereen =¥ E E -E_‘ ;
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v s . WE | WK | WK | WK | WK | WH | WK MO | MO L 5 B E
Viait Screan Ba:zeline 7 4 5 12 17 - 26 MDD 12 15 MO 18 EE = A 2
EFV1: Plazma for EFV PE (6ml} Cmce af scresning or Ny Ny Ny
bazelmes
EFV1: HIV varal load (3ml) | Required per elizibility v v
cTitaria
EFV2: Plasma for EFV PEF (6 mL) Obtain at about 4 waeks
after starting EFV AND at W
about & week= affter
starting EFV
EFV2: HIV viral load ® (Gml) | Requred per elizihility Obtam once at about 3 7
cTitaria weeks after starhng EFV
Total Blood volume : Group#l {ml) 30 - 0 10 | 10 10 10 10 10
Total blood volome : EFV 1 (ml) 10
Note: enly 1 time at the first period 36 - | 16 | 10 | 10
Total blood velume : EFV 2 (ml) 3 - a0 16 16 e | 10 2] - - - - - - 10
Mote: onbr 1 times count at the first period
Optional laboratory testing
Blood sampling for (B3.3mlL) ) .
pharmacogancmics testing Obizam any time after anrollment
Sputum, blood, and wrine (3 mlL) _ _ )
collections for rezearch X X X X ¥ ¥ x
{consentmg parficipant onlv)
Total blood volume for optional | 5 -
if agree (mL) - 5 16.5 B B - B - B - - - -
Mote: only 1 time count at the first period
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