
1 January: Policy 0070 effective
date for any new MAAs.
 

1 July: Policy 0070 effective date for
extension of indication
applications for centrally
authorized medicinal products.

2018-2020 Policy 0070 total
suspension

Policy Reactivation for
COVID 19 treatments
and vaccines.
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EMA Milestones & Asphalion’s experience

Asphalion’s 1st project for
clinical data publication
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Expected 
 

Step 2: Clinical data
submitted in any other
applications apart from
new actives substances
and Covid-19
treatments.

Reactivation of Policy 0070
 

Step 1: CAPs of initial MAA for new
active substances 
 

Initial MAA for new active
substances that receive a CHMP
opinion in September 2023 and
onwards. Includes negative and
withdrawn products.
Covid-19 and other public health
emergency clinical data
publication continues. 
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2016-2024                              Continuous support for clinical data publication projects and specialised consultancy

Policy 0070 support for a
COVID-19 vaccine

Support for policy 0070
relaunch

2015

2018-2020 Policy stand-by
period



TIMELINE
Policy 0070 - Clinical Data Publication for New MAA

www.asphalion.com
info@asphalion.com
+34 93 238 59 45

Day 0: Submission of
the MAA

Step 1:
Preparation of
Redacted Proposal
Document Package

Step 2:
Submission of
Redaction Proposal
Document Package
(RPDP)

Step 4:
Final Redacted Document
Package (FRDP)

Day 210:
CHMP opinion

Day 240:
Deadline to submit

RPDP EMA issues Redaction
Conclusion to sponsor

≤7 days from EMA Redaction Conclusion,
Sponsor submits Applicant Response

Agreement on CCI

 ≤7 days from EMA Final
response, Submission  of the

FRDP

Deadline for publication of
the Final Redacted
Document Package

Day 121:
Invitation email sent

Step 3:
Redaction Consultation

Validation outcome is sent
to applicant and start of

assessment

Final EMA response
is sent to applicant

≤14 days from EMA Redaction Conclusion,
upon request, provision of updated

anonymisation report (AnR) and written
responses to comments on the AnR

Final package check

Day 181:
Window for RPDP

submission
opens

 EMA Actions Sponsor/Applicant Action

Max. 120 days

Sponsor Action | If necessary


