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8. PROIECT STATUS
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v Emergency use in one e Drug/device used .. Protocol active

patient only.
On going approved —— Drug/device not used Protocol completed
protocol.

Tl a R mrues -

“ BN ) e .-,*.‘,, :’. oo "~ '?“ AT )‘)'
R R ok & 4,
‘o < \ M ). e

— — . Drug has recetved FDA apprmal (Dare of FDA amrél

7. PRIMARY EFFECT

Positive effect on the course of patieat’s condition

Undetermined effect

— . Adverse etfect (Specify below)

-JAO effect

8. SIDE EFFECTS

None

All side effects were explained within the consemt form.

. Side effects were unanticipated and not explained within the informed consent.
(Specify beluw, attach @ capy af the revised CPHS Swpprared cowsent forar which
indicates the new side effects, and complete section )
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