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Preliminary results of the STREAM 1 trial

presented at UNION meeting in Mexico, October
2017
Study Control
Arm arm
N % N %
Total assessed 210 100.0 108 100
Favourable 164 87
Unfavourable 46 21.9 21 194
Difference in response (crude) 2.5%
95% confidence interval -6.9%, 11.8%

Difference in response (standardised)

95% confidence interval -6.9%, 11.2%
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Shot taken from STREAM trial presentation at a URC-hosted meeting. Washington, DC, US, Jan, 2018




Viewing: STREAM Preliminary resu... E

Most common grade 3-5 AEs by MedDRA Prl
Term (PT)

Numbers of patients with AE Study Control 2 Ul ity Resoarch Co. / Center:

Weight 28-+6%— 15 11% 43 10%
nductiondisorder QTcF 2500ms 28 10% 75% 35 8%
Deafness 11 4% 32% 14 3%
Ototoxicity 41% % 61%
Hypokalaemia 31% 10 7% 13 3%
Drug-induced liver injury 9 3% 21% 11 3%
Hepatic function abnormal 6 2% 4 3% 10 2%
Hepatitis 52% 11% 61%
Anaemia 10 4% 0 10 2%
Hyperglycaemia 72% 32% 10 2%
Renal impairment 9 3% 11% 10 2%
Vomiting 21% 54% 712%
Depression 41% 21% 6 1%

Any grade 3-5 AEs 129 46% 63 45% 192 45%

Shot taken from STREAM trial presentation at a URC-hosted meeting. Washington, DC, US, Jan, 2018
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Treatment outcomes at 24 months, Trial
2131 Delamanid trial results presented at
UNION meeting in Mexico

Outcome Delamanid + OBR Placebo + OBR Total

N % N % N %
Cured 264 78% 130 76% 394 77Y
Completed 12 4% 8 5% 20 4%
Treatment failure 13 4% 6 4% 19 4%
Lost to follow up 36 11% 20 12% 56 119
Died 14 4% 6 4% 20 4%
Total 339 170 509

Athere was an equal likelihood of serious TEAE in the delamanid and
placebo arms (26.1% vs 27.6% respectively), of discontinuations due to
adverse events (2.3% vs 1.8%) and hepatotoxicity (6.5% vs 7.1%). The
principal cardiotoxicity signal from the initial Phase Ilb trials was
reproduced in the Phase Il with QT-interval prolongation being more
common in delamanid than the placebo group, albeit overall infrequent
(3.5% vs 1.2% respectively).
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incident cases of MDR-TB in 2016
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TB cases eligible for second-line treatment)
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