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In the treatment of an individual patient, where proven interventions do not exist or
other known interventions have been ineffective, the physician, after seeking expert
advice, with informed consent from the patient or a legally authorized representative,
may use an unproven intervention if in the physician’s judgment it offers hope of
saving life, re-establishing health or alleviating suffering. This intervention should
subsequently be made the object of research, designed to evaluate its safety and
efficacy. In all cases, new information must be recorded and, where appropriate,
made publicly available.
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FDA approves Roche’s Actemra COVID-19 trial

Plans to initiate trial in early April
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Study Title:
Randomized trial of additional treatments for COVID-19 in hospitalized patients who are all receiving
the local standard of care- Iranian SOLIDARITY multicentre trial

Sponsor: | Principal Investigator: Study Site/s:
WHO/Digestive Diseases | Dr. Minoo Mohraz 30 Hospitals in 18 Midical
Research Institute, TUMS Universities, as in the list

' submitted to DPCSA
Protocol version: IRCT Registration no.: | Ethics Committee Code:
7.0, March 17, 2020 IRCT20200405046953N 1 | IRRNREC.1399.001

e ————————————————————— e ————— e —— - —

CTA application Reference No.: Investigtional medicines:

426/1, 5 April 2020 | Remdesivir, Kaletra(lopinavir /Ritonavir),

| Interferon B1b and Hydroxyvhloroquine.
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POST-APPROVAL SURVEILLANCE OF REC
APPROVALS: INVITATION FOR PUBLIC SUPERVISION
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