Line listing of Serious Adverse Events (SAEs) recorded after the Trial treatment phase (48 weeks + 30 days)

of the study (up to 96 weeks)

Onset IMP at Date of Expectedness | Outcome
date onset of | last & Relatedness
SAE dose of | System Organ | High Level
Event Term
- IMP Class Group Term
prior to
SAE
. . Urinary tract
Acute Urinary 03/03/14 | Renal and urinary . Unrelated,
. 28/05/14 N/A* . signs and Resolved
Retention (TCZ) disorders unexpected
symptoms
Male
Reproductive reproductive
, 03/03/14 P procuct Possibly related,
Prostate Infection 09/12/14 N/A* system and breast | tractinfections Resolved
(TCZ) . expected
disorders and
inflammations
. Male
Bypassing catheter. . .
. g Reproductive reproductive .
Right epididimytis. IV 03/03/14 . . Possibly related,
o . 12/12/14 N/A* system and breast | tract infections Resolved
amikacin/coamoxicla (TCz) . expected
disorders and
V.
inflammations
Renal disorders
Suspected 18/09/14 | Renal and Urinary Likely related,
. 29/12/14 N/A* . (excl Resolved
Pyelonephritis (TCz) disorders . expected
nephropathies)
1) Multiple
collections and
wound abscess
2) Delayed healing .
. Infections - .
11/02/15 N/A* 18/09/14 Infections and pathogen Possibly related, Resolved
3) Exploratory (TC2) infestations o expected
laparotomy x2 unspecified
(follow up
investigation of
previously-ongoing
SAE)
Respiratory, .
. . Bronchial
Exacerbation of 30/11/15 thoracic and . Unrelated,
) 17/05/16 N/A* . disorders (excl Resolved
COPD, sepsis (RTX) mediastinal expected
. neoplasms)
disorders
Perforated bowel 22/06/16 N/A* 19/10/15 Gastrointestinal Gastrointestinal Likely related, Fatal
with systemic sepsis (RTX) disorders . expected
ulceration and
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perforation
. Neoplasms Renal and
Right nephrectomy . . .
. benign, malignant urinary tract
for a carcinoma of 07/12/15 . Unrelated,
02/03/17 N/A* and unspecified neoplasms Resolved
the lower pole of the (RTX) . . unexpected
i . (incl cysts and malignant and
right kidney .
polyps) unspecified
Infected Hematoma . Infections - Reasonably
. 06/02/17 Infections and .
distal of the wound 08/09/17 N/A* (12) infestations pathogen possible, Resolved
right lower leg unspecified expected

*Patient had completed the trial treatment period at the time of the event
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