TIMELINE
Policy 0070 - Clinical Data Publication for New MAA

Step 1: Step 2: Step 3: Step 4:
Preparation of Submission of Redaction Consultation Final Redacted Document
Redacted Proposal Redaction Proposal Package (FRDP)
Document Package  Document Package
(RPDP) TTTTTTETEETT
from EMA :
s Redaction Conclusion, I
Validat ’ .
S Sponsor submits | Final EMA
Day 121: outcome is . .
y s Applicant Response | response Final
Invitation S A tonccl | issentto
: applicant and greement on 1 : package
ema|l sent 1 app“cant check

start of |k
assessment

Deadline for
publication of
the Final

from EMA
Redaction Conclusion,

Illllll.l.lIIIIIIIIIIIIIIIIIIIIJ

[] 1 []
- I 5
o : 1 [
. ! | :
Window for i E EMA issues : upon request, : E
RPDP Day 210: Peadiine to g Redaction j provision of updated 1 from e Redacted
submission CHMP submit E conclusion I anonymisation : EMA Final . Document
opens opinion RPDP : to sponsar : report (AnR) and : response, : Package
/0 : . : : written responses to | Submission of  a .
Submission - : : 1 comments on the AnR : the FRDP - .
of the MAA . E E P 1 : .:.

. . e T T T
]

w/ASPHALION Hioesghalioncom

Knowledge from experience +34 93 238 59 45



