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Thank you for your advice.The detail information is
below.This study suspended on 22Sep2017 and receive
sponsor letter to re-open for enroliment on 200c¢t2017.
The re-open letter has submitted to your board on
270ct2017 and submitted to TFDA on 06Nov2017. After
received the approval from TFDA, this study re-open for
enrollmentgn.BONovZOl? Due to |nc0n3|stent between




suspension in your site was not stated in the consent form.
However, there was an added sentence to inform subject
that the trial was reopened at page 21 of the informed
consent form.
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Thank you for your advice. SAEs were reported to IRB for
review as outcome of both subjects were death. Both
subjects were not reported as life threatening case in this
study.They were receiving ventilation therapy in the ICU
for urgent care, the subject cause of death is mentioned
below, these events are not related to study. Please kindly
review SAE reports have been submitted to IRB.

Subject 4BL004 passed away with multiple organ failure
on 10Jun2017 as two cause:

1.Respiratory failure since 09Jun need mechanical
ventilation with deterioration of FiO2;

and 2. AKI with oliguria since 2017/06/09 with urine
output 450cc/24hrs (<0.5cc/kg/hr).

Subject 4BL007 The patient had bacteremia and
pneumonia with unstable hemodynamic condition and
poor oxygenation. He passed away on 01/Jan/2018.
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Thank you for your advice. Sponsor has provided
additional training to clarify exclusion criteria 12 and
provide the possible situation that would compromise the
safety of the patient or the quality of the study data.
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inclusion criteria still need to record their

diagnosis data in eCRF. It doesn’t mean that PI will record
the subject diagnosis data without

signed ICF being collected.
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