
Attachment  to  Of.  Circ.  046/2015.

1.  The  National  Research  Ethics  Commission  –  CONEP  hereby

It  is  worth  noting  that,  if  changes  to  the  BI  impact  changes  to  the  Project

Detailed  and/or  in  the  Free  and  Informed  Consent  Form  (TCLE)  it  is  necessary  to

inform  them  of  the  plenary  deliberation  regarding  the  processing  of  new  versions  of  the  brochure

of  the  investigator  (BI)  on  Plataforma  Brasil  (PB)  after  approval  of  the  research  protocol
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search.

presentation  of  an  Amendment  to  the  protocol.  In  this  case,  the  BI  will  be  analyzed  together

to  other  documents  pertinent  to  the  Amendment  and,  if  necessary,  the  necessary  adjustments  and/or
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2.  New  versions  of  this  document  are  frequently  limited  to  updates  regarding

clarifications  will  be  requested.

the  efficacy  and  safety  data  of  the  investigational  product  and  the  instructions  addressed  to  the
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4.  CONEP  is  available  for  further  clarification.

Yours  sincerely,

Brasília,  March  27,  2015.

Subject:  Processing  of  the  Investigator's  Brochure  on  Plataforma  Brasil  (PB).

team  of  researchers,  without  altering  the  research  already  approved  and,  possibly,  ongoing.

Therefore,  they  must  be  processed  as  a  notification  in  PB.

Dear  Coordinators  of  the  Research  Ethics  Committees,

3.  

the

SEPN  510  NORTE,  BLOCK  “A”,  1ST  SUBSOLE,  Ed.  Ex-INAN,  Unit  II  –  Ministry  of  Health  –  70.750-521  Brasília /  DF  Telephones:  (061)  

3315-5878/  5879  -  e-mail:  conep@saude.  gov.br

Machine Translated by Google


