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Subiect: Approval of research protocoli'An intprnational randomised trial,of ?ddi(ional
treatments for COVID-l9 in hospitalised patients who are all receiving the local
standard of care"

The research protocol of o'An international randomised trial of additional treatments for
COVID-19 in hospitalised patients who are all receiving the local standard of care" is being
approved under these conditions:

1 l'hc research protocol is approved tbr the period of one year fi'om the date of approval

by DGDA.
The DGDA approval shall automatically' be revoked afier one year if the research is

not started. Afier one \jear. 5,or-r shall herve to seek Approl'al for revalidation of the

protocol b1 the RI{C & IIRC before starting the protocol.

The DGDA shoulcl be notified if the protocol is discontinued befbre the expected date

ol conrpletion.

Yor"r sl-roulc'l notit\, DGDA ir-nr-necliatel\, ol anv serious or unexpected adr,erse el}'ects

on participants 01' ur.rtbreseen evellts that rnight aff-ect continued acceptability of the

protocol.

YoLr shall obtain plior approlal tl'orn IIGDA fbr an;- modiflcation in the approved

research protocol anclror :rpprovcd consent tbrm(s). except in case of emergenc-v to

safbguard/eliminate apparent irnn.recliate hazards to study parlicipants. Such changes

must immediatell be leporteci to DGDA.
Yor.r shall conduct the stucly in accordance with the DGDA approved protocol and

shall fLrlly corrpl.v r,iith GCIP guiclelines.

5.

2.

J"

4"


