
A d ve rs e  E ve n t a t C T P

R e c o rd  in  C R F

C o m p ile  fo r  A n n u a l
R e p o rt

S e n d  to  C C T N

S e n d  R e p o rt:
In itia l N o tif ic a tio n  W ith in  2 4  h r.

C a s e  S u m m a ry R e p o rt W ith in  2
w e e k s  (S ig n e d  b y M e d ic a l M o n ito r)

R e c o rd  A E
A s s e s s  A E

C C T N  M e d ic a l
M o n ito r L I L o c a l IR B

M e d ic a l M o n ito r R e v ie w s
S A E  (In itia l N o tif ic a tio n  a n d

S u m m a ry R e p o rt)

Im m e d ia te
A c tio n **

N e x t
S c h e d u le d
D S M B  M tg .

D S M B
R e c o m m e n d a tio n s  to  L I
W ith in  4  W e e k s  o f M tg .

L I F o rw a rd s  to
P a rtic ip a tin g  P Is

P Is  F o rw a rd  to
IR B (s )

U n s c h e d u le d
D S M B  M tg .

D S M B
R e c o m m e n d a tio n s  to  L I

W ith in  2 4  h r . o f  M tg .

N o

A d ve rs e  E ve n t (A E ) R e p o rtin g

R e v  M a r 0 2

N o n  S e rio u s S e rio u s

Y e s

**T h e  IN D  h o ld e r w ill n o tify
F D A  w ith in  th e  re q u ire d

tim e fra m e

 


