








Elizabeth Woeckner
Note
does this refer to something particular wrt IRB roster or is it a general observation wrt to fictitious protocol?



Elizabeth Woeckner
Note
um how many are there??

Elizabeth Woeckner
Note
cf. Copernicus IRB at Ketek hearing, spot check licenses

Elizabeth Woeckner
Note
If EIRB's SOPs were up to par it wouldn't have approved the fictitious protocol



Elizabeth Woeckner
Note
In general no cross checking & verification among study documents

Elizabeth Woeckner
Note
Failure of document revision software or incompetence in use of same.



Elizabeth Woeckner
Note
This is inane



Elizabeth Woeckner
Note
Q for Tim: did he submit as sponsor or PI?

an IRB should not deal with sponsors, only with investigators

Elizabeth Woeckner
Note
Bullshit. They didn't document it or determine it, whether at all or merely incorrectly

Elizabeth Woeckner
Note
EIRB has been in business for how many years and NOW they are fixing the SOP to keep adequate IRB meeting minutes?

what about the minutes from previous meetings?

Elizabeth Woeckner
Note
They're kidding, right?



Elizabeth Woeckner
Note
Three inspectors: FDA took this inspection very seriously.

Where is the EIR? Case not yet closed following warning letter of 


