

‘UNIT’ Coordinator and PI Study Update


Date: ___________

BRI Study Number: ____________     
PI: 



Abbreviated Study Title: _______________________     Sponsor: _____________________

Coordinator: ________________   Study Status: _________  

[EA = enrollment accruing, EC = enrollment closed, C = closing, S = start-up]

Recruitment info:   (  n/a – study closed to enrollment

Number screened: ____  Number enrolled: ____ Number in contract: ____  

Date of last screen: __________      Barriers to recruitment:

Goals/brainstorming:

Follow-up discussion items from previous meeting: ( n/a
Possible new discussion items:
SAEs/Unexpected AEs


( yes
( no  ____________________________________

(reported appropriately, relatedness 

of event, Safety Report submission, etc.)

IRB 




( yes
( no  ____________________________________

(deviations, violations, 

waivers etc. reported)
Protocol or ICF Amendments

( yes
( no  If yes, PI aware of changes: ( yes    ( no

Study Drug / IDS Issues

( yes
( no  ____________________________________

Subject / Compliance Issues

( yes
( no  ____________________________________ 

Comments/Action Items:
______________________________
_____________________________

PI signature/date



Coordinator signature/date

cc: Meeting Minute Note Binder or Study File
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