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1. Introduction

This document serves as a simple guide for applicants to submit applications via the eSubmission
Gateway / eSubmission Syncplicity Web Client using xml delivery files. It highlights the restrictions and
conventions that users need to be aware of when generating submission and delivery files.

It also describes the existing constraints and workaround solutions to enable submissions to the

agency.

The document assumes prior knowledge of the eSubmission gateway processes and will therefore
focus on the process of creating delivery files to be included in the submissions.

Communication regarding the introduction of the xml delivery files for the submission process can be

found from the eSubmission website.

2. Scope of the eSubmission Gateway xml delivery file

system

The use of xml delivery files is mandatory for all human (including Paediatric submissions) and
veterinary domain submissions to EMA for which the relevant delivery files are available. Use of
filenaming conventions is no longer allowed. Use of the xml delivery files requires inclusion of the
delivery file in the submission package. When the xml delivery file is included in the package, the
filenaming conventions are no longer checked and a simple, meaningful name should be given to

the submission zip folder.

The fields from the Formatted Table Template have been implemented into the XML delivery file and
number of fields familiar from the formatted table template should now be filled in in the XML delivery

file user interface.

The xml delivery files can currently be used for the following submission types:

Human

Submission Type

Description

annual-reassessment

Annual Re-assessment

clin-data-pub-fv

Clinical data for publication - Final version

clin-data-pub-rp

Clinical data for publication - Redacted Proposal

Companion Diagnostic
Consultation

New submission type to submit companion diagnostics to the EMA
by a notified bodies

extension

Extension

lifting-suspension

Lifting of suspension

Follow-up Companion Diagnostic

New submission type to submit Follow-up companion diagnostics
to the EMA by a notified bodies

maa

Marketing Authorisation Application

notification-61-3

Notification Art. 61(3)

pam-anx

Condition of a marketing authorisation granted for a medicinal

EMA/346582/2016
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product, listed in Annex II of the MA

pam-capa Corrective Action/Preventative Action related to a post-
authorisation measure

pam-leg Legally binding measure related to a post-authorisation measures

pam-mea Additional pharmacovigilance activity in the risk-management
plan related to a post-authorisation measure (RMP) (e.g. interim
results of imposed/non-imposed interventional/non-interventional
clinical or non-clinical studies)

pam-p46 Paediatric submissions related to a post-authorisation measure

pam-paes Submission of post-authorisation efficacy study

pam-rec Recommendation related to a post-authorisation measures e.g.
quality improvement related to a post-authorisation measure

pam-sda Cumulative review following a request originating from a PSUR or
a signal evaluation related to a post-authorisation measure

pam-sob Specific obligation related to a post-authorisation measure

pass107n Submission of a post authorisation safety study protocol
(according article 107n) — NAPs

Pass1070 Submission of an amended post authorisation safety study
protocol (according article 1070) - CAPs and NAPs

pass107q Submission of a post authorisation safety study report (according

article 107g) - NAPs

Raw Data submission

New submission type to submit Raw Data pilot submissions to the
EMA by applicants who wish to support their initial MAA
application with Raw Data (to be used for submissions for agreed
products only during the pilot period)

reformat/baseline

Reformat of dossier*

renewal

Renewal

rmp

Risk Management Plan (RMP)

transfer-ma

Transfer of a marketing authorisation

usr

Urgent Safety Restriction (USR)

var-typela

Type IA variation (single and IG)

var-typelain

Type IA variation (single and IG)

var-typelb Type IB variation (single and WS)

var-type2 Type II variation (single and WS)

withdrawal Withdrawal

Referrals
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e Article5(3)

Referral under Article 5(3)

e Articlel3

Referral under Article 13

e Article16C1C

Referral under Article 16c (1c)i

e Articlel6C4

Referral under Article 16c(4)

e Article20

Referral under Article 20

e Article29(4)

Referral under Article 29(4)

e Article30 Referral under Article 30
e Article31 Referral under Article 31
e Article35 Referral under Article 35
e Articlel07i Referral under Article 107i

e Article29PAED

Referral under Article 29 paediatric

asmf Active Substance Master File (ASMF)
pmf Plasma Master File (PMF)
Article-18 Procedures under Article 18 (Regulation 2022/123) - New

article-58-WHO

Periodic Safety Update Report (PSUR) which should only be used
for products authorised under Art. 58 (WHO)

psur/psusa

Periodic Safety Update Report (PSUR) which should only be used
for PSURs outside of the PSUSA / PSUR single assessment
procedure. This selection will take the user automatically to the
PSUR Repository user interface.

Paediatric Submission
Available Procedure types;
e Annual Report

e Class-waiver confirmation

request
e Compliance check
e Condition/indication
confirmation request
e Discontinuation

e Modification of an agreed

PIP

e Paediatric Investigation
Plan

e Waiver

Paediatric submissions (should be used for all paediatric
submissions e.g. pips, modifications, waivers, responses, requests
for modification, requests for compliance checks and annual
reports and deferrals)

signal detection

Signal Detection submissions for Nationally Authorised Products
(NAPs) with EPITT number

* In the exceptional case of reformatting the application no regulatory activity (submission type) is allowed.

Therefore, ‘none’ must be stated (in the eCTD envelope). The submission application unit will identify the sub-

activity related to the product. In the submission description some information can be provided to e.g. highlight
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specific modules being reformatted. The delivery file user interface will show value ‘none’ as reformat/baseline for

usability reasons. The eCTD envelope should contain value ‘none’.

Veterinary

The list of Submission Types for Veterinary procedures has been updated to reflect the new procedure
types as established in the VMP-Reg and number of previously available Submission Types have been
removed from the list completely where there are no ongoing procedures for those Submission Types
and there should be no new procedures started.

Number of procedure types which are no longer relevant under VMP-Reg remain available for the time
being to ensure that applicants are able to submit subsequent submissions for ongoing procedures.

Submission Type

Description

exceptional circumstances re-
examination

Procedure under Article 141(4) of Regulation (EU) 2019/6
establishes a possibility for applicant to request re-examination of
opinions adopted by the CVMP

LM re-examination

Limited Market re-examination

maa Marketing Authorisation Application

pam-anx Condition of a marketing authorisation granted for a medicinal
product, listed in Annex II of the MA

pam-leg Legal requirement related to an authorised medicinal product

pam-mea Additional pharmacovigilance activity in the risk-management
plan (RMP) related to an authorised medicinal product (e.g.
interim results of imposed/non-imposed interventional/non-
interventional clinical or non-clinical studies)

pam-rec Recommendation related to an authorised medicinal product (e.g.
quality improvement)

pam-sda Cumulative review following a request originating from a PSUR or
a signal evaluation related to a medicinal product

pam-sob Specific obligation related to an authorised medicinal product

pass Post-authorisation safety study

rmp Risk Management Plan (RMP)

transfer-ma

Transfer of a marketing authorisation

vra-e Variation Requiring Assessment — extended timetable

vra-i Variation Requiring Assessment - scopes under chapter I of
Classification guidance

vra-r Variation Requiring Assessment — reduced timetable

vra-s Variation Requiring Assessment - standard timetable

referrals
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e Article82

Referral under Article 82 of Regulation (EU) 2019/6

e Article82 PhV

Referral under Article 82 of Regulation (EU) 2019/6

e Article130(4)

Referral under Article 130(4) of Regulation (EU) 2019/6

e Article141(1)

Referral under Article 141(1) of Regulation (EU) 2019/6

e Article70(11)

Referral under Article 70(11) of Regulation (EU) 2019/6

o Article58(4)

Referral under Article 58(4) of Regulation (EU) 2019/6

mrl-extension

Extension of a Maximum Residue Limit

mrl-extrapolation

Extrapolation of a Maximum Residue Limit

mrl-full

Full Maximum Residue Limit application

mrl-modification

Modification of a Maximum Residue Limit

asmf Active Substance Master File (ASMF)

vamf Vaccine Antigen Master File (VAMF)

vamf-var Variation on Vaccine Antigen Master File

vptmf Vaccine Platform Technology Master File (VPTMF)
vptmf-var Variation on Vaccine Platform Technology Master File

The submission-unit is an attribute introduced in the EU Module 1 Specification v.3.0. The concept of
submission unit has been additionally implemented for veterinary submissions for reasons above, even
though these are not submitted in eCTD format.

The full list of possible submission unit values can be found in the below table. Please note that the
submission unit types closing, consolidating, and reformat are only available for human submissions.

initial

Initial submission to start any regulatory activity

validation-response

For rectifying business validation issues

response

Submission unit type that contains the response to any kind of
question*, out-standing information requested by the agency

* Use this unit for responses to Lists of Questions and Lists of Outstanding
Issues, Requests for Supplementary Information, etc.

additional-info

Other additional information (could include, for example, missing
files) and should only be used, if validation-response or response
is not suitable.

closing

Submission unit type that provides the final documents in the
centralised procedure following the decision of the European
Commission

consolidating

This submission unit type should also be used when consolidating
the dossier in as a result of withdrawing or rejecting a single
regulatory activity (not in case of the withdrawal of the entire
application/marketing authorisation).

This submission unit is not available for veterinary submissions.
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corrigendum

Correction to the published annexes in the centralised procedure
(usually shortly after approval)

re-examination

New submission unit to be used for requesting a re-examination
of an CHMP Opinion New

* Use this unit for requesting re-examination of opinion for MAA,
extension, Type II variation, renewal and annual re-assessment as well as
Referral procedures.

Please note that regulatory guidance referring to how to send re-
examination requests may be out of date. Re-examination
requests should be submitted via the eSubmission (Syncplicity)
Gateway using eCTD format where required for the procedure
type.

reformat

Intended to support the reformatting of an existing submission
application from any format to eCTD, i.e. a baseline eCTD
submission containing no content change and which will not be
subject to review (see example below). This type will always be
used together with the submission type ‘none’

In the exceptional case of reformatting the application no regulatory
activity (submission type) is allowed. Therefore, ‘none’ must be stated.
The submission unit will identify the sub-activity related to the product. In
the submission description some information can be provided to e.g.
highlight specific modules being reformatted. The delivery file user
interface will show value ‘none’ as reformat/baseline for usability reasons.
The eCTD envelope should contain value ‘none’ for submission type and
‘reformat’ for submission unit.

The submission description is an attribute introduced in the XML delivery file to provide more details

on the type of response provided.

The following submission description values may be used for both, human and veterinary submissions:

Responses to RSI

Responses for Request for supplementary information used for all
post-authorisation activities (automatically selected for relevant
post-authorisation submissions).

List of Questions

Response to List of Questions (MAA or extension only)

List of Outstanding Issues

Response to List of Outstanding Issues (MAA or extension only)

After provisional MRL

New submission description to be used for MRL submissions only

EMA/346582/2016
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The submission-units for paediatric submissions are different from those introduced in the eCTD
EU Module 1 Specification v.3.0. The concept of submission unit has been additionally implemented for
paediatric submissions to provide further information to improve searchability in the Common
Repository and to assist processing of the applications, even though these are not submitted in eCTD

format.

The following submission unit values may be used:

Additional information

When invited, to provide a response to the PDCO’s discussion for
certain procedure types. This submission unit is to be used in
conjunction with additional submission descriptions detailed
below.

Answer to PDCOQO'’s request for
information

To respond to PDCO'’s request for additional information on a
waiver application

Answer to PDCO’s request for
modification

To respond to PDCO'’s request for modification of a PIP (at Day
60)

Notification of change

To Inform the EMA of any changes to the applicant or their
contact details. This submission unit is to be used in conjunction
with additional submission descriptions detailed below

* Use this unit for notifications of change; for example, change of the
applicant or in the contact person etc.

Pre-submission interaction

To request a pre-submission interaction

Re-examination

To request a re-examination of a PDCO opinion on a PIP, Waiver
or Modification of an agreed PIP procedure

Request for clarification
interaction

To request a clarification interaction for PIP during clock-stop

Revocation

To request a revocation of waiver

Submission (application)

Initial submission to apply for a paediatric procedure

validation-response

To respond to validation issues

Withdrawal

To request a procedure withdrawal

The submission descriptions for Paediatric submissions are attributes introduced in the XML
delivery file to provide more details on the type of paediatric submission provided.

The following submission description

values may be used for paediatric submissions only:

Applicant change due to take-over

by new legal entity

Use this submission description to inform EMA of a change of any
of the applicant / EMA decision addressee. Use the first one listed
in this table if more than one category applies.

Applicant particulars’ change

Use this submission description to inform EMA of a change of the
applicant’s particulars for example change of the address of the
applicant. Use the first one listed in this table if more than one
category applies.

Authorised contact person change

Use this submission description to inform EMA of a change of the
contact person (change of name, email address, phone number).
Use the first one listed in this table if more than one category
applies.
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Public enquiry contact change

Use this submission description to inform EMA of a change of a
change of the public enquiry contact person. Use the first one
listed in this table if more than one category applies.

Response to Day 30 PDCO
discussion

Provide Additional Information as a Response to PDCO discussion
at Day 30

Response to Day 90 PDCO
discussion

Provide Additional Information as a Response to PDCO discussion
at day 90
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3. The submission process

Submission via the eSubmission Gateway / eSubmission Syncplicity Web Client using xml delivery files
is a 2-step task:

« Create a delivery file for your submission by navigating to the eSubmission website XML
delivery file preparation screen. The link to the delivery file creation screen is available on the
navigation panel on the left hand side of the screen. See Create delivery file screen section.

El
CISUDINMISSION

eSubmission
Home Introduction
Human eSubmission To facilitate the submission of regulatery information concerning marketing authorisations application for medicinal products to National Competent Authorities and EN
eCTD v3.2 electronic submissions have been developed

eCTD EU M1 specification For human medicinal products, the International Council for Harmonisation of Technical Requirements fer Pharmaceuticals for Human Use (ICH) developed an electrt

Veterinary eSubmission Document (eCTD). This standard is based on “M4: The Common Technical Document (CTD)" in its various parts.

eSubmission expert group The current electronic version was developed by the eCTD Implementation Working Group and released as version 3.2 in February 2004. The European Union applie

eSubmission expert group it with the European Module 1

documents
Preparation of the next major version {version 4.0} is now ongeing within the ICH
External Links

Systems: For more information, please refer to the eCTD v.3.2, eCTD EU M1 specification and eCTD v.4.0 webpages.

Common Repository
For veterinary medicinal products, a specific EU standard, Veterinary Non-eCTD electronic Submissions (VNeeS), that is based on the EU Notice to Applicants format

eAF
For more information, please refer to the Veterinary eSubmission webpage.
eASMF
ePMF The EU standards and related guidance documents are developed and maintained by the different key user groups and approved by the eSubmission expert group b
CESP Delivery
eSubmission Gateway & For technical support, visit the EMA Service Desk portal using your user credentials for a system hosted by EMA (except Eudravigilance). If you do not have an accou

eSubmission Web Client
. . For details on how to find us please click hers
Delivery file UT

eSubmission Gateway

PAM submission form m RSS news feed

PLM Portal eAF (DADI) Previous news is available here
PLM Portal What's New in eSubmission Today?

PSUR Repository 01-06-2023

+ Add the delivery file to the top-level folder of your document package and submit this
document package via eSubmissions Gateway / Syncplicity Web Client. See eSubmission
Gateway website for detailed guidance on how to register and how to use the eSubmission
Gateway and the eSubmission Syncplicity Web Client.

Note: The filenaming conventions are no longer used and cannot be validated when a delivery file
is included in the submission and hence a simple, meaningful filename may be given to the
submission package when delivery files are used. It is important to note that special characters or dash
(-) should not be used in filenames.

Important note:

If submission covers any duplicate products, groupings or worksharing submissions a separate
delivery file needs to be created and attached to each submission. For example: you are
submitting a worksharing variation application for product A and product B which are both managed
using a separate eCTD product lifecycles. A separate submission is required for each product to
ensure continuity of the eCTD lifecycle and a separate delivery file and a separate submission must be
prepared for both products.

The above requirement does not apply to veterinary (VneeS) grouping, worksharing, referral and PSUR
submissions.
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4. Create delivery file screen - Centralised Procedure
including Medical Devices and Companion Diagnostics

Each delivery file that is generated will have a unique name consisting of word ‘delivery’ with 9 or 10
digit number, for example ‘delivery_435108440'. The delivery file can be renamed, however it must
contain word ‘delivery’ as the first word and special or non-latin characters must not be used as these
may lead to failure of the submission.

For Human procedures, the required submission format is

eCTD y for ail worised, DCP, MRP and
nationslly authorised (NP) products), More information on
the mandatory use of eCTD please see eSubmitsion website, |
o e e et ot EUROPEAN MEDICINES AGENCY
and signed using Adobe Reader, Using Adole Acrobiat Pro SCIENCE MEDICINES HEALTH
may iead to of the More
can be found in the cAF website,
Human Veterinary
Choose a submission l:‘,rpe:t Choose a Submission-Unit" Mode:™ [:]
MNothing selected - No selection - Single Product b

*Denotes mandatory fields

Generate delivery file

The user will be required to complete all mandatory fields in each section. Ensure you always first
select the appropriate domain for your submission (human or veterinary). This will determine which
options are required to be selected for the given type of submission.
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Example: Human submission types Example: Veterinary submission types

¢-1=]

(Kl

annizal-reassessment
clinsdata-pubsfy

dinedata pubrp

Campanion Diagrasts Corpultation
axbaniion

Fallowup Comaarion Disgrostic

ifsing-sunpension CAP
exceptional circumstances re-examinat
notification-61-3 i
LM re-examination
paTTan
maa
paTCApa
pam-anx
parm-lag
pam-leg
Pl T
am-mea
Pkl p
pam-rec
PRITr=Daees
PR pam-sda
paim=sda pam-sob
pasmr-sob pass
pass10Tn mp
passllye transfer-ma
pasti07q Vra-€
Farer Dats submission i
vra-i
reformat/baseline
vra-r
renal
vra-s
g
referrals
transfer-ma
- MRL
wartypela MRL-extension
var-typelan MRL-extrapolation
war-typelh
MRL-full
war-typed
MRL-modification
wiithdrawvral
asmf
rafarrals
airF VAMF
pmf vamf
PR vamf-var
article-58-WHO
VPTMF
pEur pEusa
) vptmf
paediatric submissicns
vptmf-var

sigral detechan
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4.1. Create delivery file

Step Description

1 Human submissions:

Select regulatory activity from the list provided under the

“Choose a submissions type” heading. The regulatory
activities available reflect the updated EU M1 3.0.3.

Veterinary submissions:

Click on the ‘Veterinary’ button to enter the veterinary

submissions domain. Select regulatory activity from t

he list

provided under the “"Choose a submissions type” heading.

This will call out a set of further fields appropriate for
completion for that submission type. The regulatory

activities available cover procedure types handled by
EMA. All veterinary submissions, including Maximum

the

Residue Limit (MRL) and veterinary PSUR submissions

should be sent using the xml delivery file.
2 Submission unit:

Select the relevant ‘Submission-Unit’ for your submission.

Requests for re-examination of CHMP Opinion should be
submitted via the eSubmission Gateway using the

submission unit ‘re-examination’. New

3 Submission description

For Centralised Procedure submissions, when submission-

unit ‘Response’ is selected the attribute submission

description should be selected for extension and MAA

applications. This mandatory field will provide further

details on the type of response selected. The user should
select List of Questions or List of Outstanding Issues as

relevant.

When submission unit consolidation is selected, it is

possible to indicate if the procedure includes a withdrawal.

For extension and variation procedures it is possible t

(0]

indicate if the withdrawal is for partial or for the whole

procedure. For all other submission types option

‘procedure’ is automatically selected when withdrawal is

indicated.
For both Human & Veterinary submissions:

When a marketing authorisation application (maa)
submission is selected as submission type and the
submission unit is a response then the user must indi

cate if

the response contains request for change of applicant. If
so, the relevant docs should be included as part of the

submission (e.g. new electronic Application Form).

4 For Human domain only:

For Type 2 variations, Extensions and MAA submissions a

radio button has been implemented to flag
submission is ‘Covid-19’ related.

if the

Notes

Additional submission
types, outside the EU M1
specification, covering EMA
business processes are
listed under submission

type.

Submission unit type
describes the content at a
lower level (a “sub-activity”)
which is submitted in relation
to a defined regulatory
activity.

The submission description is
automatically filled in for
relevant post-authorisation
procedures.

The selection is defaulted to
option ‘No’. If your submission
is Covid-19 related, please
ensure that you tick ‘Yes'.

EMA/346582/2016
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m Veterinary

Choose a submission type:” Choose a Submission-Unit" Mode:* @

var-type2 - initial - Single Product -

* - —
Covid19 related: @ Yes ) No

5 For Human domain only —fields related to Real World If your initial submission
Data/Real World Evidence: contains RWD/RWE, please
indicate ‘yes’ using the slider

For submission types: and select relevant sub-

e maa options for further details.

e extension

e var-type2

e pam-paes

e passl07n

with submission unit ‘initial’, a new radio button has been
implemented to flag if the submission contains Real World
Data (RWD) to provide evidence on the safety and/or
efficacy/effectiveness of the medicine to support labelling
changes or to support or satisfy a post-authorisation
requirement.

s AT
RWD [not exhaustive
R . . d from electronic
fery znd/or efficacy/effectivenass E heakth/medical record:

Does the submiszion contzin rezl world data®™ [RWD) to provide evidence on the

of the medicine, to support labelling changes or to support or satisfy a pest-zuthori daims databasss, digital

ion requirement? ragis
haalth tachm

6 When selecting ‘yes’ by moving the slider, further If the option ‘other sources’ is
mandatory fields appear where you must select at least one selected then a further,
option from each category to describe the RWD source and mandatory free text field
RWD purposes. appears to provide the details

of the other sources.

sz

Does the submission contain rezl world data® [RWD) to provide evidence on the ==

of the medicine, to support lzbelling changes or to suppert or satisfy 2 post-authorisz

v znd/or efficacy/effectivenass
ion requirement? %
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7

Hitrosamine related procedure:” @

For Human domain only - radio button related to
SEND Data package - New:

For submission type ‘maa’, for all submission units, a new
radio button has been implemented to flag if the
submission contains SEND Data package.

IMPORTANT: The SEND package must be included in the
working documents folder.

initial

Covid19 related:™

OYes @ No
@Yes O No

SEND Data package Included:*
For Human domain only:
For all variations with submission unit ‘initial’, a new

mandatory radio button has been implemented to flag if the
submission is ‘Nitrosamine’ related.

.....

% Yes L No

Human domain:

For Centralised Procedure human submissions, the Product
type and the submission format cannot be changed and
must always be ‘Centralised” and ‘eCTD’. Submissions for
Nationally Authorised Products that may be included for
example in a referral procedure it is possible to change the
product type and submission format to ‘National’ and
‘NeeS’ or ‘Other’ as applicable.

Enter the submission eCTD or NeeS sequence number. For
eCTD format submissions this number should always be the
next sequential number in the product lifecycle.

If a failure Acknowledgement is received, the same
sequence number should be used unless the error relates
to the sequence number itself.

For initial MAA submissions the sequence number is
normally 0000.

To allow for easy cross referencing of related submissions;
Users can optionally enter a related sequence number.

Veterinary domain:

In veterinary submissions, the Product type is by default
set to “Centralised” and cannot be changed (apart the
exception of worksharing and referral submissions).

For Centralised Procedure veterinary submissions, the
Submission format can be selected from the following
options:

e "“VNeeS (pharmaceutical product) <version>",

If your maa submission
contains SEND package,
please indicate ‘yes’ using the
radio button.

The SEND data packages can
now be included in the
working documents folder
sent together with the eCTD
submission to provide
standardised format non-
clinical data to support MAA
applications.

Single Product

If your variation is submitted
in order to comply with the
Art 5(3) recommendation on
nitrosamines, please ensure
that you tick ‘Yes'.

The sequence number is
always a numeric value
(range from 0000 to 9999).

More information on the
related sequences can be
found from the Harmonised
technical eCTD guidance.

If CTD is used as the format
of part II (Quality) of a VMP
dossier, the submission

format to select is "VNeeS”.

As format requirements
evolve over time in line with
the EU Telematics

EMA/346582/2016
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e “VNeeS (immunological product) <version>" or
e "“VNeeS (Biological product) <version>"
e “Other”.

For MAA submissions, option “Other” cannot be used.

For example, “VNeeS (pharmaceutical product v3.0)"
means the structure follows the Guideline on eSubmission
for Veterinary products - version 3.0, TABLE 1: Folder
structure and Standard files for an electronic application for
a pharmaceutical product. “VNeeS (immunological product
v3.0)"” means the structure follows the Guideline on
eSubmission for Veterinary products - version 3.0, TABLE
3: Folder structure and Standard files for an electronic
application for an immunological product.

eSubmissions Roadmap for
use of VNeeS, applicants
should always consult the
Veterinary eSubmissions
Website for current guidance
on the mandatory or
recommended format for their
submission type.

If the submission relates to an
ASMF in CTD format, select
“Other”.

10 Depending on the submission type the information required
is different.
Human domain:
For initial MAA submission; start typing in the ‘Select The EMA product number is
product’ field the product name or any part of the product available on the Eligibility
number in format HO001234 confirmation letter as ‘Product
For medical devices; start typing in the ‘Select product’ Reference’. The Eligibility
field the product name or any part of the product number Confirmation Letter indicates
in format HO00123 for initial MAA submission and indicate Product number e.g.
using the tick box if the product is a medical device. H0002271 or V0001234.
Medical Device Related Consultation:
For any subsequent submissions of medical devices, you This Product Number (or_
can search the product by name or typing H/D. Product Reference) remains
the same throughout the
For Companion Diagnostics Consultation and Follow-up product lifecycle and it should
Companion Diagnostic; select the submission type be used_regarc_lless_what P
Companion Diagnostics Consultation. Start typing in the of subm|55|on is being
‘Select product’ field the product name or any part of the transmitted.
product number for initial consultation. The system will
automatically recognise these types of products and the Product numbers start H/C for
submission format is automatically changed to ‘Other’. It is human C,APS' If your p_roduct
not possible to change this manually. Is authorised unc!er article 5.8
(WHO) you can filter by typing
For any other post-authorisation activity; start typing in the H/W.
‘Select product’ field the product name or any part of the . .
product number in format H/C, H/D or H/W. Alternatively, If the product is medlcal
you can simply enter the product number without the prefix 9€Vice, you can filter by
letters. typing H/D. The submission
format is automatically
For human submissions, the Product type and the changed to ‘other’ when
submission format cannot be changed and must always be medical device is selected.
‘Centralised’ and ‘eCTD’. .
The sequence number is
Enter the submission eCTD sequence number. This number ~ a/Ways @ numeric value
should always be the next sequential number in the (range from 0000 to 9999).
product lifecycle. For non eCTD submissions,
It is possible to enter the sequence number of any related SL,JCh as t.he Companion
sequence to cross reference related submissions. Diagnostics, you can enter
For ‘initial” and ‘reformat’ submissions the related sequence 0000.
number should be the same as the sequence number. For
all other submission units, the related sequence should be
different (smaller) than the sequence number.
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Users should indicate if a Risk Management Plan (RMP) is
included and if yes, the RMP number must be provided for
the following submission types:

Companion Diagnostics Consultation
Follow-up Companion Diagnostic
MAA

Extension

Renewal

Variation Type IA

Variation Type IAIN

Variation Type IB

Variation Type II

PAM

For all post authorisation CAP submissions when the
submission unit is closing, and the closing sequence relates
to multiple different procedures; users can add multiple
procedure numbers from a predefined list to reference the
submission by using ‘Add related procedure’ field.

For variations Type IB and Type II and Follow-up
Companion Diagnostic it is possible to indicate the names
of other CAPs for which the same changes are being
applied in a separate submission. The names of these
products are entered using a free text field.

For initial renewal submissions the MAH should select the
renewal type by indicating the length of the requested
renewal - conditional 1-year renewal or 5-year renewal.

For human ‘pam’ (except pam-capa) and pass 107n, pass
107q and pass 107q submissions an additional attribute
‘Pam Code’ must be selected. The Pam code is a mandatory
field with a dropdown list of relevant codes.

Human and Veterinary domains:

It is now mandatory to indicate if the submission contains a
Brexit related procedure. This is applicable for initial
submissions for the following submission types:

Variations Type IA (H only)
Variations Type IAw (H only)
Variations Type IB (H only)
Variations Type II (H only)
VR-E (V only)

VR-I (V only)

VR-S (V only)

VR-R (V only)

Transfer MA (H&V)
Notification 61-3 (H only)

Veterinary domain:

For initial MAA submission; start typing in the ‘Select
product’ field any part of the product number in format
001234 (see Example: Veterinary Initial MAA below).

For any post-authorisation activity; start typing in the
‘Select product’ field the product name or any part of the
product number (see Example: Veterinary Extension
below).

Product names are not shown
for veterinary submissions
prior to the initial application
for data protection.

Product numbers for
veterinary CAPs in post-
submission start with
EMEA/V/C and are one digit
shorter but the number is
retained for the product in
question.

The EMA product number is
available on the Eligibility
confirmation letter as ‘Product
Reference’. The Eligibility
Confirmation Letter indicates
Product number e.g.
H0002271 or V0001234.

EMA/346582/2016
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Example: Human Renewal initial

Choose a submission type:" Choose a Submission-Unit:" Mode:' @

r

ewal = initial

L)
Denotes mandatory fields

Submission: renewal

Product Yype:' Submission format:® S ber:” R q
- eCTD - Ente i £ ' 9. s6au
RMP included: B No

Select a Product:” Enter g

Product EMA number:
Prod short name:
ATC Code:

INN:

MAH:

Renewal type: O 1 year conditional
O5 year

Purchase Order number:" @

Example: Human Type II variation initial

Single Product

= e
vartype2

Covidl§ related:® O Ves @ No

Does the submission contain real world data® [RWD) to provide evidence on the safety and/or efficacy/effectiveness o

of the medicine, to support labelling changes or to suppert or satisfy a post-zutherisation requirement?

*Denctes mandatory fields

Submission: var-type2

Centralised & eCTD ' = Seguence number™ Relzted s2quence
T AMP included Brexit Procedure: ¥ O Ves O Ne

Aprovel - EMEA/H/C/000141 (<]

Product EMA number: EMEA/H/C/000141

Product short name: Aprovel

ATC Code: COCALS

INN: Irbesartan

MAH: s=nofi-aventis groupe

Mitrosamine relzted procedure:™ O Ves O No ]

Dlease provide the name(s) of any centrally authorised medicinal product for which the
same cﬁange(s) are being applied for cutside of this procedure:

[[] Grouping (more than one scope)

Purchase Order number™ ;]
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Example: Human Type IB variation responses

Choose a submission type:* Choose a Submission-Unit* Choose a Submission description® Mode:* ©

var-typelb - response - Responses to RSI - Single Product -

*Denotes mandatory fields

Submission: var-typelb

Product Type:* Submission format:* Sequence number: * Related sequence:
Centralised - eCTD - 0015 Enter related sequence
RMP
included: »

Select a Product:® | sa|

Abasaglar-EMEA/H/C/002835

Reasanz-EMEA/H/C/002817

BESPONSA-EMEA/H/C/004119

Veltassa-EMEA/H/C/004180

Insulin lispro Sanofi-EMEA/H/C/004303
Lacosamide Accord-EMEA/H/C/004443

Caprelsa-EMEA/H/C/002315

Sancuso-EMEA/H/C/002296

Ibandronic acid Sandoz-EMEA/H/C/002367

© European Medicin Clopidogrel/Acetylsalicylic acid Zentiva-EMEA/H/C/001144

EMEA/H/C/001112/IB/0032
EMEA/H/C/001112/IB/0030

Sul emea/H/c/001112/18/0028/G
EMEA/H/C/001112/IB/0027/G
EMEA/H/C/001112/IB/0026
EMEA/H/C/001112/IB/0023/G |
EMEA/H/C/001112/1B/0021
EMEA/H/C/001112/IB/0020
EMEA/H/C/001112/IB/0017/G
EMEA/H/C/001112/IB/0013 |
EMEA/H/C/001112/1B/0012
EMEA/H/C/001112/1B/0011
EMEA/H/C/001112/IB/0010
EMEA/H/C/001112/IB/0003/G
EMEA/H/C/001112/IB/0002

Product T\rpe:*

Centralised -

Select a Product:*

Select a Procedure Number: No selection -

Grouping (more than one scope):

EMA/346582/2016 Page 24/90



Example: Human Type IA variation - grouping of multiple scopes affecting a single product*

In the case that the grouping variation concerns a single product, the eCTD envelope ‘Mode’ is
‘Grouping’ and the XML delivery file ‘Mode’ is ‘Single Product’.

In case of submission unit ‘initial’ is used it is now possible to indicate that multiple scopes are included
- this is done by ticking the ‘Grouping (more than one scope)’ checkbox.

"
Choose & submission bype:

Choose & Suhmi:sl’un-Unl’t;. Mude:‘ a
war-typela - imitia - Single Product -
*Denotes mandatory fields
Submission: var-typela
Product T'.'pe:’ Submission format:” Sequence num ber:” Related sequence:
Centralisad - eCTD - 0023 D025
RMP included: P v Brexit related OY¥es @No
procedure:
RMP version Number
10.2
Select a Prudutt:' L pro [ TM-EMEAM,
EMA number: EMEA/ 003793
: Umbipro (TM)
1ht: CHLORHEXIDINE DIGLUCONATE (20% SOLUTION)
MaH: GlaxoSmithKline Trading Services Limited
Mitresamine related procedure:” @ O Yes ® No

Grouping (more than one scope):

Purchase Order number:” €

Example: Companion Diagnostics Consultation — response

m vetermary

Companion Diagnostic Consultation response -

Single Product

Covid13 related:™

Contains Request for change of Applicant:™

*Danotes mandatory fiskds

Submission: Companion Diagnostic Consultation
Centralised Othar 0000 Related sequence
RMP included
Steen Solution - EMEA/H/D/000002 9
Product EMA numbaer: EMEA/H/D/000002
Product short name: Steen Solution
ATC Code:
e HUMAN ALBUMIN SOLUTION
MAH: XVIVO Perfusion AB
EMA/346582/2016
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Example: Follow-up Companion Diagnostic - initial

Follow-up Companicn Diagnostic initial Single Product

Covid1® related:™® () ves @ No

gy

*Denotes mandatary fields

Submission: Follow-up Companion Diagnostic

Centralized Other 0013
RMP included Brexit Procedure: -:-:- Ve -:_:. Na
Steen Solution - EMEA/H/D/000002 9
Product EMA number: EMEA/H/D/000002
Product short name: Steen Solution
ATC Code:
INN: HUMAN ALBUMIN SOLUTION
MAH: /TWO Perfusion AB

Nitroszmine related procedure:™ -:-:- Yez .:_:. Ne B

Please provide the name(s) of any centrally authorised medicinal product for which
the same change(s) are being applied for outside of this procedure:

[[] Grouping {more than one scope)

In case the submission unit is ‘responses’ submission description ‘Responses to RSI’ is automatically
selected. The Mode should remain ‘single product’.

A procedure number should be selected from list of procedure numbers for post-authorisation
procedures. The procedure number can only be selected for subsequent submissions after the initial
sequence. The procedure number is selected - if available - from the list of available procedure
numbers, the numbers listed depend on the submission type. This number is provided to you at the
time of the start of the procedure. In case the correct procedure number is not found from the list,
please contact the EMA service desk or leave the field empty .

When multiple scopes are included in a single variation, it is indicated with G at the end of the
procedure number.

If you are not able to find the correct procedure number from the list. Please contact the EMA service
desk.
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Choose a submission type:’

var-typela -

Choose a Submission-Unit:*

response

Product Type:”

m
i

RMP included:

Select a Product:”

Select a Procedure Number:

A Responses to ARSI -

Choose a Submission description:”

Mode:"

*Denotes mandatory fields

Submission: var-typela

- - -
Submission format:

Sequence number:”

- 0025 0025

Temodal-EMEA/H/C/000229

Product EMA number: EMEA/H/C/000229
Product short name: Temodal

ATC Code: LOLAXOZ

INM: TEMOZOLOMIDE

MAH: Merck Sharp & Dohme B.W.

[ EMEA/H/C/000229/TA/0076/G - ]

Grouping (more than one scope):

Example - Extension - consolidating - including withdrawal

e

Single Product -

Related sequence:

In the case that the submission type is extension or variation and the submission unit is consolidating
and it is indicated that the submission includes withdrawal (by selecting ‘yes’, the user should select if
the withdrawal concerns the whole procedure or is partial i.e. is relevant to only specific scopes.

Choose a submission type:”

extension

Includes
withdrawal:

. Yes

Choose a Submission-Unit™

consolidating

*Denotes mandata

Submission:

Mode:® @

- Single Product

Choose a Withdrawal type™ @
Mo selection

No selection

procedure

partial

For all other submission types when ‘consolidating’ is selected, the withdrawal type is defaulted to

‘procedure’.
Includes Choose a Withdrawal type® [ ]
withdrawal: . Yes
procedure -
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Example: Veterinary Initial MAA

*

Choose a submission type: Choose a Submission-Unit:* Mode:* (5 )

maa - initial - Single Product -

*Denotes ma ndatory fields

Submission: maa

Product Type:* Submission format:*
Centralised - VNeeS (Pharmaceutical product) v3.0 -
Select a Product:” ‘ 0|
V005596
V005906
Customer number:* ©
V005944
oooos. V005945
V005992

V002001

Generate delivery file V002010

Example: Human and Veterinary maa - response - contains a request for change of Applicant

Choose a submission t\rpe:' Choose a Submission-Unit” Choose a Submission description” Mode:* (5]

maa - response - Mo szlection - Single Product -

-
Covid19 related: Yes ® No

-
Contains Request for change of Applicant: Yes O No

Example: Veterinary Extension (ongoing procedures only, it is no longer possible to submit new
‘extension’ applications from 28 January 2022.
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Choose a submission t\q]e:t Choose a Submission-Unit" Choose a Submission description‘ Mode:* 1]

extension - response - List of Outstanding Issues - Single Product -

*Denotes mandatory fields

Submission: extension

Product Type:‘ Submission format:"
Centralised = VNeeS (pharmaceutical product) v2.6 -
Select a Product:" Profender-EMEA/V/C/000057
Product EMA number: EMEA/V/C/000097
Product short name: Profender
Select a Procedure Number: No selection -
No selection
EMEA/V/C/000097/X/0004
™™ ]

In case the submission unit is ‘response’ submission description List of Questions or List of Outstanding
Issues should be selected.

A procedure number should be selected from list of procedure numbers for post-authorisation
procedures. The procedure number can only be selected for subsequent submissions after the initial
sequence. The procedure number is selected - if available - from the list of available procedure
numbers, the numbers listed depend on the submission type. This number is provided to you at the
latest at validation / start of the procedure. In case the correct procedure number is not found from
the list, please contact vet.applications@ema.europa.eu or leave the field empty.

The Procedure number is only requested for annual re-assesment, extensions, variations, renewals,
transfers and lifting of suspensions. It does not apply in initial submissions and in WS/IG submissions.
In case of WS/IG submission, the WS/IG number should be selected from the list provided.

11 Select the product and check that the correct product is
reflected

Example: Human domain

Select a Prudul:t:. Zavicefta-EMEASH/C/004027

Product EMA number: EMEASH/C/004027

Product short name: Zavicefta

ATC Code: JO1DD52

INN: AVIBACTAM SODIUM,CEFTAZIDIME PENTAHYDRATE

MmaH: Pfizer Ireland Pharmaceuticals

Example: Veterinary Initial MAA

Salact a Product:” V002781

Product EMA number: VOD2781
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Example: Veterinary Extension

.
Select a Product: Bravecto Plus-EMEAMN/C/004440

Product EMA number: EMEANC/004440
Product short name: Bravecto Plus

ATC Code: QP54AB52

INKN: Fluralaner, MOXIDECTIN

MaH: Intervet International B.V.

Example: Pam-sda

Choose a submission tvpe:t Mode:* i)

Choose a Submission-Unit"

Related sequence:

pam-sda - initial - Single Product
*Denotes mandatory fields
Submission: pam-sda
Product Type:‘ Submission format: Sequence number: *
Centralised - eCTD - 0045 0043
RMP
included: »
Select Pam Code:* @
CAT CHMP 60 Days PAM (H) -
Select a Product:™ Enter product name or number
12 Click ‘Generate delivery file’ and save the delivery file on
your computer.
Opening delivery_879485945 xml =]

You have chosen to open:
(2] delivery_879485945.xml

which is: XML Decument (530 bytes)

from: https://esubweb.ema.europa.eu

Fe numbi

What should Firefox do with this file?

) Openwith | Office XML Handler (default) hd

@ SaveFile

[] Do this automatically for files like this from now on.

Reset form

Generate delivery file

13 If you notice you have made an error or you wish to
generate another or different delivery file, click ‘Reset form’

button.

The delivery file should not be
amended or re-named.

It is recommended to ‘Reset’
the form before creating a
new delivery file using
different submission type.
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4.2. Create delivery file for IG variation submission (human only)

Step Description

1 Select ‘var-typela’ or ‘var-typelain’ from the regulatory
activities list (submission type).
Select the relevant ‘submission unit’ from the list.
Select the correct mode: IG (Grouping of variations)

The Agency will allocate a ‘high-level’ cross-products IG
procedure number, which will be used for the handling of
procedures which affect more than one medicinal product.
A procedure code (abbreviation) is used for such groups of
Type IA/ IAy variations i.e. “IG”. As the ‘high-level’ number
cannot be allocated to one single product, the procedure
number will therefore contain “xxxx” as a placeholder for
the product number.

Example: EMEA/H/C/xxxx/1G/002.

Note: For grouping of several different changes affecting
the same product - select ‘Single Product’ in the XML
delivery file and ‘Grouping’ in the eCTD envelope.

This leads to a difference in the eCTD envelope and in the
XML delivery file which is acceptable as the ‘Mode’ is used
for different purpose in the eCTD envelope and in the XML
delivery file.

Please note that requesting this high-level number in
advance is mandatory since this number must be included
in the xml delivery file.

& 3 * » 3 .
Choose a submission type: Choose a Submission-Unit

var-typela - initial -

*Denotes ma ndatory fields

“hoose a submission type:® Choose a Submission-Unit*

var-typela - response * | Responses to RSI

2 The Product type and the submission format cannot be
changed and must always be ‘Centralised’ and ‘eCTD'.

Enter the submission eCTD sequence number. This humber
should always be the next sequential number in the
product lifecycle.

For initial MAA submissions this is normally 0000.

It is possible to enter related sequence number to cross
reference related submissions. For initial submission the

Choose a Submission description™

Notes

This *high-level’ procedure
number can be obtained from
the Agency shortly before
submission by sending your
request with a copy of the
draft cover letter to the EMA
service desk.

Note that IG variations are
those that affect more than
one MA.

If your variation is a
grouping of several type IA
changes but affects a single
product, do not select the IG
option. Leave the ‘Mode’ as
Single (as this is referring to
a single product).

Please note that in the eCTD
envelope mode value
‘Grouping’ should be selected
for ‘Grouped variations’.

More information on ‘Grouping
of variations’ can be found
from the Regulatory Post-
Authorisation Guide (choose
either *human’ or ‘veterinary’
tabs).

Mode:"

IG(grouping of variati =

Single Product

IG(grouping of variations)

Veterinary

Mode:™ @

hd 1G({grouping of variati ~

The sequence number is
always a numeric value
(range from 0000 to 9999).
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related sequence number should be equal to the sequence
number

Example: IG submission
Submission: var-typelain

Product Type:* Submission format:*

P .
L

entralised - eCTD - 0020|

3 Search for the relevant product by typing any part of the
product name or product number in the ‘Select product’
field. The more you type the more the list filtered.

The product ATC code, INN and the MAH name are also
shown for visual confirmation (these are not shown for Vet

Sequence number: *

Related sequence:

From 28 January 2022 as a
result of the VMP-Reg
veterinary IG submissions via
the eSubmission Gateway are
no longer possible.

maa applications due to confidentiality).

Example: IG submission

Select a Product:™ FOSAVANCE-EMEA/H/C/000619

Product EMA number: EMEA/H/C/000619
Product short name: FOSAVANCE

ATC Code: MOSBBOZ2

INMN: ALENDRONIC ACID,Vitamin D

MAH: Merck Sharp & Dohme Limited

Grouping (more than one scope): ¥

4  Select the Grouping (IG) number from the list. Please note that IG
variations are those that affect more than one product.

The system displays those ‘Grouping numbers’ that contain the selected
product i.e. it is not possible to select a grouping number if the procedure

doesn’t contain that particular product.

For procedure that has multiple changes for a single product, select mode
‘Single Product’ in the XML delivery file and Grouping in eCTD envelope.
Indicate that the submission covers multiple scopes by ticking the box
‘Grouping (more than one scope)’.

When multiple scopes are included in a single variation (response
submissions), it is indicated with G at the end of the procedure number.
When selecting a procedure number for variation that contains multiple
scopes an automatic tick box is filled by the system to indicate ‘Grouping
(more than one scope).

If the grouping
(IG) number is
not available
contact the EMA
service desk for
human
submissions.

It is not necessary/possible to select the procedure number when WS or IG
number is selected.

Grouping (more than one scope): ¥

Select WS/IG number:* 1G/0222 -

Select a Procedure Number: EMEA/H/C/000277/1A/0138/G a

Grouping (more than one scope):
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Example: ‘Grouping of more than one scope’

Grouping (more than one scope): ¥

The delivery file should not be

5 Click ‘Generate delivery file’ and save the delivery file on
amended or re-named.

your computer.
It is not necessary/possible to select the procedure number when WS or IG number is selected.

Human and Veterinary submissions: In case of initial submission of a Worksharing variation (WS)
or MAA application, the EMA SAP customer number and purchase order number should be provided.
For initial MAA submissions the customer number needs to be provided by the applicant.

More information on the customer number can be found from the ‘How to pay’ in the pre-submission
guidance. For queries on the purchase order number, please contact
accountsreceivable@ema.europa.eu.

Customer number:* (1] Purchase Order number:* i
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4.3. Create delivery file for WS variation submission for Centrally

Authorised Products (CAPs)

Step

1

The

Choose a submission type:”

var-typelb

or

. =
Choose a submission type:

var-typelb

2

Description

Select ‘var-typelb’ or ‘var-type2 (Human only).

For Veterinary Variations Requiring Assessment (VRA)
select from the regulatory activities list:

e Vvra-e
e vra-i
e vra-s
e vra-r.

IMPORTANT: Please select the timetable (E, S or R) as
per indicated for the relevant scope in classification
document, regardless if a different timetable has been
agreed. For scopes under chapter I of the classification

guidance, always select vra-i.

For grouping, please select the ‘longest’ relevant TT as
per classification, regardless if a different TT has been

agreed.

Select the relevant ‘submission unit’ from the list.

‘submission description’
automatically selected.

Responses to RSI is

Select the correct mode: WS (worksharing of variations)

In order to facilitate the planning of a worksharing
procedure, MAHs are advised to inform the Agency at
least two months in advance of the submission of a
variation or group of variations to be subject to a
worksharing procedure, together with an explanation as
to why the holder believes that a worksharing procedure
is suitable, by means of a ‘letter of intent’.

Please note that requesting the worksharing
arrangement in advance is mandatory. The WS
number has to be included in the xml delivery file.

- initial

A response

As the Worksharing procedure may contain both Centrally

Choose a Submission-Unit"

Choose a Submission-Unit*

*Denctes mandatory fields

* | Responses to RSI

and Nationally Authorised products, it is important to

ensure that the correct ‘Product type’ is selected from the

dropdown menu.

For human submission, select between ‘Centralised’ and

*National’.

For veterinary submission, select between ‘Centralised’ or

‘Centralised/National’.

Human WS product type

Choose a Submission description™

Notes

More information on
‘Worksharing’ can be found from
the Regulatory Post-
Authorisation Guide (search in
‘human’ or ‘veterinary’ guidance
as appropriate).

A letter of intent template must
be filled and sent to the EMA
service desk (select option
Question and Request for high-
level Procedure or ASMF
Number) to obtain the WS
number.

For vet worksharings, it is sent
to
vet.applications@ema.europa.eu.

Examples of VRA grouping:
Grouping of R scopes -> vra-r,
Grouping of 2 R and 2 S scopes
-> vra-s

Mode:"

Single Product -

Single Product
Ws

Mode:™ @

- WS -

VET specific note:

The difference for the vet
domain stems from the fact
that each WS-related
submission can contain
documentation for all affected
products in a single package.
Select ‘Centralised/National’ if
your WS includes both CAPs
and NAPs (including MRP or
DCP products).

Veterinary WS product type
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Product Type:”
Product Type:™

Centralised -

Centralised
Centralised Centralised
MNational Centralised/National
Cnlact = Neadocds L
3 Human domain:

When ‘Centralised’ product type is selected, the submission
format cannot be changed and must always be ‘eCTD’.

Enter the submission eCTD sequence number. This number
should always be the next sequential number in the
product lifecycle.

Optionally enter any related sequence number to cross
reference related submissions.

Veterinary domain:

When ‘Centralised’ product type is selected, the Submission
format can be selected from the following options: “VNeeS
(pharmaceutical product) v3.0”, “"VNeeS (immunological
product) v3.0", "VNeeS (Biological product) v3.0” or
“Other”..

Example: Type IB worksharing (initial) for human domain

Submission: var-typelb

Product Tvpe:* Submission format:* Segquence number: *

Centralised - eCTD ~

Brexit related
procedure:™

RMP included: MNo

Example: Type vra-r worksharing for a VMP - selection options

The sequence number is
always a numeric value
(range from 0000 to 9999).

If CTD is used the format of
part II of a VMP dossier, the
submission format to select is
“VNeeS”.

Related sequence:

O¥Yes ONo

Submission: vra-r

Centralised

Brexit Pro

VNeeS (Pharmaceutical product) v3.0 %

VNeeS (Immunological product) v3.0

VNeeS (Biological product) v3.0

Select a product™

4 Search for the relevant product by typing any part of the
product name or EMEA product number in the ‘Select
product’ field. The more you type the more the list is
filtered.

The product ATC code and INN are now also shown for
visual confirmation.

For veterinary WS
submissions, a separate XML
delivery file must be created,
and a separate submission
made for each of the Centrally
Authorised Product included in
the procedure. The package
included in the submission
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Select a Product:" tractocile-EMEAH/CIOD0253 ®

Tractocie- EHEATH/C/0D0253 -
Orgalutran-EMEAH/C/000274
Kalebra-EMEAH/C/OM368

Trazec-EMEAM/ C/OMIED

5 If Product type ‘Centralised’ is selected the product
selection is linked to relevant WS numbers.

The system then displays those ‘worksharing numbers’

should be the same for all
products

If you cannot find the WS
number from the list, please
contact the EMA service desk for
Human variationsor

that contain the selected product i.e. it is not possible to ~ vet.applications@ema.europa.eu

select a WS number if the procedure doesn’t contain that

particular product.

| WSs/0074

W5s0417

6 In case of initial submission of a Worksharing variation
(WS) or MAA application, the EMA SAP customer
number and purchase order number should be
provided. More information on the customer number
can be found from the ‘How to pay’ in the pre-
submission guidance.

The Purchase Order Number is now a mandatory field.

Customer number:” € Purchase Order number:* g )

Generate delivery file Reset form

for veterinary variations.

More information on the customer
number can be found from the
‘How to pay’ in the pre-submission
guidance.

For queries on the purchase order
number, please contact
accountsreceivable@ema.europa.eu

Applicants and marketing
autherisation holders requiring =
purchase order number or

similar references on their
invoice are encouraged to issue a
standing [blanket) purchase
order covering zll marketing
authorization and/ar
pharmacovigilance fees levied by
the Agency for a given period
and to provide such reference to
the Agency's accounts receivable
service at
sccountsrecsivable@ema.surcpa. sy
Altermatively, such reference can
be provided hers,

7 Confirm the details are correct and click ‘Generate delivery ~ The delivery file should not be

file’ and save the delivery file on your computer.

amended or re-named.
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Example: Complete selection for a worksharing of human CAPs
Choose a submission type:

Choose a Submission-Urnit:" Mode:" &
var-ypailb - initial - WS -
- -
Denstes mandatory Mields
Submission: var-typelb

Product Tpr? Submission format:” Sequence number:” Related sequence:
Centralis=d - eCTD = ooio Enter re
RMP included: B No Brexit related CY¥es OHNo

proced ure:"

Select & Product:” Ristaben-EMEA/H/C/001234

Product EMA number: EMEAH/C/001234
Praduct shart name: Ristaben

ATC Code: ALOBHOL

INN: SITAGLIFTIM PHOSPHATE MOMOHYDRATE
MaH: Merck Sharp & Dohme BV

Mitrosamine related procedure:. @ O Yes O No

Please provide the name(s) of any centrally authorised
medicinal product for which the same change(s) are being
applied for outside of this procedure:

Enber product name(s)

Grouping (more than one scope): O

select ws/16 number:” [ ws/0s4s - |

Customer numher:* a Purchase Order nu rnher:t a
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Example: Complete selection for a worksharing of veterinary CAPs (vra-e TT)

Submission Type® Submission-Unit™

- - Submission description™ - Meds™ -
vra-e response Responses to RSI WS
“Denotes mandatory fields
Submission: vra-e
Product Type™ Submission format™

Centralised

VNeeS (Pharmaceutical product) w3.0

Cortavance - EMEA/V/C/000110

Product EMA number: EMEA/V/C/D00110
Preduct short name: Cortavance
ATC Code: QDO7AC
INN: Hydrocortisone aceponate
MAH: Virbac 5.A.
D Grouping (more than one scope)
Select WS number® -
WS/0925
EMA/346582/2016
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4.4. Create delivery file for WS variation submission for Nationally
Authorised Products (human only)

Step Description Notes
1 Select ‘var-typelb’ or ‘var-type2 from the regulatory More information on
activities list (submission type). ‘Worksharing’ can be found
from the Regulatory Post-
Select the ‘submission-unit’ from the list. Authorisation Guide.
A letter of intent template
Select the mode: WS (worksharing of variations) must be filled and sent to the
EMA service desk to obtain
In order to facilitate the planning of a worksharing the WS number.

procedure, MAHs are advised to inform the Agency at least
two months in advance of the submission of a variation or
group of variations to be subject to a worksharing
procedure, together with an explanation as to why the
holder believes that a worksharing procedure is suitable, by
means of a ‘letter of intent’.

Please note that requesting the worksharing
arrangement in advance is mandatory. The WS
number must be included in the xml delivery file.

Choose a submission tvpe:' Choose a Submission-Unit™ Mode:*

var-typelb - initial - WS -

Single Product

*Denotes mandatory fields WS
or
Choose a submission type:’ Choose a Submission-Unit™ Choose a Submission dest:rir.:vtil:mx Mode:™ [i]
var-type2 v response v | Responses to RSI v ws v
Single Product
*Denotes mandatory fields wWs
2 As the Worksharing procedure may contain both Centrally

and Nationally Authorised products, it is important to
ensure that the correct ‘Product type’ is selected from the

dropdown menu.
Product Type:”

Centralised =
Centralised
National
3 If ‘Product type’ National is selected the submission format

should be selected. Ensure that you submit in the format
that the product lifecycle is in the National Competent
Authority which should now be eCTD following the
requirement for mandatory eCTD for all products since 1st
January 2019.
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Product Type:™

National

Select a Product:™

Submission format:*
v eCTD =

eCTD
Nees
Other

Enter the submission eCTD sequence number. This number
should always be the next sequential number in the
product lifecycle.

Enter any related sequence number to cross reference
related submissions.

Search for the relevant product(s) by typing any part of the
product name in the ‘Select a product’ field. The more you
type the more the list filtered.

The list of Nationally Authorised Products is being retrieved
from XEVDMP (Art. 57 database). If you are unable to find
your product, please check the product ‘short name’ field in
XEVMPD to confirm the name to use in the product
selection search. If the ‘short name’ field in XEVMPD is

empty the name is extracted from various other fields.
Select a Product:” pedia

AVAXIM 80 U PEDIATRIC

PENTAVAC

AVAXIM PEDIATRIC

AVAXIM PEDIATRIQUE

PENTAXIM

The sequence number is
always a numeric value
(range from 0000 to 9999)

It is possible to select more
than one product name from
the list to ensure that all
products and presentations
are selected.

It should be noted that the
submissions cannot be
‘grouped’ each eCTD
sequence will need to be
submitted separately with its
own delivery file.

CLEEN ENEMA PEDIATRIC

DAFALGAN PEDIATRIE

Select worksharing number:”

DAFALGAN PEDIATRIQUE

EFFERALGAN PEDIATRICO

Generate delivery file

ELETTROLITICA EQUILIBRATA PEDIATRICA
ELETTROLITICA EQUILIBRATA PEDIATRICA BAXTER

ELETTROLITICA EQUILIBRATA PEDIATRICA BIOINDUSTRIA

MAH name

SANOFI PASTEUR EUROPE
SANOFI PASTEUR EUROPE
SANOFI PASTEUR EUROPE
SANOFI PASTEUR EUROPE
SANOFI PASTEUR EUROPE
SANOFI PASTEUR EUROPE
SANOFI PASTEUR EUROPE

Total Items: 44

Expand the product details by clicking anywhere in the field
with the selected product name and proceed to filter and
select the relevant products/presentations.

Multiple criteria may be used to filter the product selection.

PENTAVAC

Product full name Country...

Pentavac Vacina adsorvida contra ad.. PT 5459284
Pentavac, poudre et suspension injec. LU 2009020171
Pentavac Vacina adsorvida contra ad.. PT 5458089
Pentavac Vacina adsorvida contraad.. PT 5459086
Pentavac Vacina adsorvida contra a d.. PT 2782381
Pentavac Vacina adsorvida contra ad.. PT 2782282
Pentavac Vacina adsorvida contraa d.. PT 5459185

Authorisation No....

The product EV code is also
now displayed to help
selection of the correct
product/presentation.

v
EV Code EMEA Product/MRP/DCP...
PRD4552363 SE/H/0153/001
PRD4564060 SE/H/0153/001
PRD4552360 SE/H/0153/001
PRD4552361 SE/H/0153/001
PRD4552359 SE/H/0153/001
PRD4552358 SE/H/0153/001
PRD4552362 SE/H/0153/001

At least one of the

7 You can select all products/presentations by clicking to the ducts/ bt "
) . ' e . S products/presentations mus
field next to ‘MAH name’ field. Alternatively, click individual e adleEE),
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lines to select relevant products/presentations.

x PENTAVAC v
MAH name Product full name Country... Authorisation No.... EV Code EMEA Product/MRP/DCP...
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad... PT 5459284 PRD4552363 SE/H/0153/001 PN
SANOFI PASTEUR EUROPE Pentavac, poudre et suspension injec.. LU 2009020171 PRD4564060 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad = PT 5458989 PRD4552360 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d... PT 5459086 PRD4552361 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 2782381 PRD4552359 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d... PT 2782282 PRD4552358 SE/H/0153/001

[v]
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. | PT 5459185 PRD4552362 SE/H/0153/001

Total Items: 44 (Selected Items: 3)

8 Close the selection by clicking anywhere in the field with
the product name and repeat the previous step to include
all products/presentations for which a single submission
sequence has been prepared for.

x PENTAVAC >
x PENTAXIM >
9 Indicate if the procedure is related to the Art. 5(3)

recommendation Nitrosamines.
Nitrosamine related procedure:” @ O ¥es O No

10 You can provide the name(s) of any CAPs for which the
same change(s) are being applied outside of this procedure
using the free text field

Please provide the name(s) of any centrally authorised
medicinal product for which the same change(s) are being
applied for outside of this procedure:

Enter product name(s)
11 If ‘Product type’ National is selected the WS number is not  If Y‘?IULlWS m’:m?iLiSEnIV(I);
. available contact the
limited to the products selected. Enter/search for the WS -
number.
Select warksharing number:” w0
Ws/0920
WS/0916
W5/0928
12 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be

your computer amended or re-named.
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4.5. Create delivery file for WS variation submission including both
CAPs and NAPs (veterinary only)

Step Description Notes

1 Select the correct vra submission type (vra-e, vra-i, vra- More information on
r, vra-s) from the regulatory activities list (‘submission ‘Worksharing’ can be found from
type’). Note: the submission type should correspond to the Veterinary Regulatory Post-
the timetable defined for the selected scope in the Authorisation Guide.
Classification guideline (even if a different timetable has A letter of intent template must
been agreed). be filled and sent to
Select the ‘submission-unit’ from the list. vet.applications@ema.europa.eu
Select the correct mode: WS (worksharing of variations) to obtain the WS number.

Please note that requesting the worksharing
arrangement in advance is mandatory. The WS
number has to be included in the xml delivery file.

Single Product

Submission Type™ - Submission-Unit™ - o
Wra-s initial
s
or
= - response v Responsas to REL v we
2 As the worksharing procedure may contain both Centrally The difference for the vet
and Nationally Authorised products, it is important to domain stems from the fact
ensure that the correct ‘Product type’ is selected from the that each WS related
dropdown menu. submission can contain
In this case, select the ‘Centralised/National’ option. documentation for all affected
products in a single package.
Product Type:*
Centralised/Mational -
Centralised
Centralised/Naticnal
3 ~ When Product type ‘Ceattl‘alispéd/National’ is selected the If CTD is used as the format
Submission format can be selected from the following of part II of a VMP dossier,
options: “VNeeS (pharmaceutical product) v3.0”, "VNeeS the submission format to

(immunological product) v3.0” “VNeeS (biological product) select is “VNeeS”.
v3.0 or “Other”.
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Submission Tvoe™ Submission-Unit™ Subrmission
vra-i

re spo;w se Respon se-snt-o -P-.SI

ws

*Denotes mandatory fields

Submission: vra-i

Product Tyze®
Centralised VNeeS (Pharmaceutical preduct) v3.0

VNeeS (Immunological product) v3.0

Select a product™ VNeeS (Biological product) v3.0

Generate delive

4 Search for the relevant lead product by typing any part of
the product name in the ‘Select a product’ field. The more
you type the more the list filtered.

Select a Product:* nobjlis IB4-91-EMEA/V/C/000036 X

Nobilis IB4-91-EMEA/V/C/000036
Nobilis OR inac-EMEA/\/C/000062
Nobivac Bb-EMEA/VY/C/000068

Nobilis Influenza HSN2-EMEA/\V/C/000118
Nobivac Myxo-RHD-EMEA/N/C/002004
Nobivac L4-EMEA/\/C/002010

Nobilis IB Primo QX-EMEA/V/C/002802

5 Enter/search for the WS number linked to the lead CAP
product and select the WS number.

From 1 January 2018, for
veterinary IG submissions, a
separate XML delivery file
must be created, and a
separate submission made for
each of the Centrally
Authorised Products included
in the procedure. An identical
package covering all relevant
products should be submitted
for each, with only the XML
delivery file changing for each
product.

If your WS number is not
available contact
vet.applications@ema.europa.eu

EMA/346582/2016

Page 43/90


mailto:vet.applications@ema.europa.eu

Coxevac - EMEAN/C/0DD155 9

Product EMA number: EMEA/V/C/D00155

Product short name: Coxevac

ATC Code: QI02AB

INM: Coxiella burnetii, strain Nine Mile, Inactivated
MAH: CEVA Santé Animale

D Grouping {(more than one scope)

Select WS number™

WS5/0408

6 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be

your computer amended or re-named.

4.6. Create delivery file for PAM (Post-Authorisation Measure)
submission for Centrally Authorised Products (human only)

Step Description Notes

1 Select pam type (ANX, LEG, MEA, P46, REC, SDA, SOB) Submission unit
from the regulatory activities list (submission type) in line ‘Consolidating’ is now
with the instructions provided in the PAM Submission form available for PAM

submissions.
Select the ‘submission-unit’ from the list. This should in
most cases be ‘initial’ or ‘response’.

Choose a submission type:*

pam-leg -

pam
CAP
pam-capa
pam-leg
pam-mea
pam-p46 F
pam-paes
pam-rec
pam-sda *

pam-sob

2 As PAM submissions refer to Centrally Authorised products,
the Product type ‘Centralised’ is selected automatically from
the dropdown menu.
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3 The Submission Format is automatically selected as ‘eCTD’

Product Tvpe:* Submission format:*
Centralised v eCTD v
4 Enter the submission eCTD sequence number. This number  The sequence number is
should always be the next sequential number in the CIRENE & ILnEe Vel
Y a (range from 0000 to 9999)

product lifecycle.
Optionally enter any related sequence number to cross
reference related submissions.
5 Select the relevant ‘PAM code’ as provided in the PAM PAM submission form is

Submission Form available here.
More information on the use

of PAM submission form can
Please note: the PAM submission form should be provided be found from the Post-

s L . Authorisation Guidance on
thin the eCTD sub k th fold
within ee submission package In e Same roldaer as PAMs - See ‘How should I

the cover letter (EU M1 section 1.0) structure my PAM submission
dossier”.
Select Pam Code:* @
PRAC CHMP 74 Days PAM (H) -
No selection

PASS NII Protocol CAT PRAC CHMP 74 Days PAM (H)
PASS NII Protocol PRAC CHMP 74 Days PAM (H)
PASS NINI Protocol CAT PRAC CHMP 74 Days PAM (H)
PASS NINI Protocol PRAC CHMP 74 Days PAM (H)
PASS II Protocol CAT PRAC CHMP 74 Days PAM (H)
PASS II Protocol PRAC CHMP 74 Days PAM (H)

PASS INI (107) submission PRAC only 60 Days (H)
CAT CHMP 60 Days PAM (H)

CAT PRAC CHMP 74 Days PAM (H)

P46 CAT CHMP 60 Days PAM (H)

P46 CHMP only 60 days PAM (H)

CHMP only 60 Days PAM (H)

PRAC CHMP 74 Days PAM (H)

6 Search for the relevant product by typing any part of the It should be noted that the

. \ ) o submissions cannot be
product name in the ‘Select a product’ field. The more you ‘grouped’. Each eCTD

type the more the list filtered. sequence will need to be
submitted separately with its
own delivery file.

Select a Product:* abraxane

7 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be
amended or re-named.
your computer.
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4.7. Create delivery file for PASS 107n, 1070 and 107q submission for
Nationally Authorised Products (human only)

Step Description Notes

1 Select ‘pass107n’, ‘passl1070’ or ‘passl107q’ from the
regulatory activities list (submission type).

Select the ‘submission-unit’ from the list. This should in
most cases be ‘initial’ or ‘response’.

Choose a submission type:”

No selection -
pass| x
CAP
pass1070 i
pass107q
2 As the PASS 107 submissions may contain either Centrally

or Nationally Authorised products, it is important to ensure
that the correct ‘Product type’ is selected from the

dropdown menu.
Product Type:*

Centralised -
Centralised
Mational
3 If Product type ‘National’ is selected the submission format

also needs to be selected. Please ensure that you submit in
the format that the product lifecycle is in the National
Competent Authority, this should now be in most cases

eCTD.
Product Type:* Submission format:*
National - eCTD =
eCTD
Nees
Select a Product:* Other
4 Enter the submission eCTD sequence number. This number ~ Theé sequence number is

always a numeric value

should always be the next sequential number in the (range from 0000 to 9999)

product lifecycle.
Optionally enter any related sequence number to cross
reference related submissions.
5 The relevant ‘PAM code’ is automatically selected when The system only allows

. selection of PAM codes that
PASS 107n, 1070 or 107q is selected are relevant for PASS

submissions.

PAM submission form is
available here.

More information on the use
of PAM submission form can
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be found from the Post-
Authorisation Guidance on
PAMs - See ‘How should I
structure my PAM submission
dossier’.

Please note that the PAM
submission form should be
provided within the eCTD
submission package in the
same folder as the cover
letter (EU M1 section 1.0)

Select Pam Code:” @

PASS INI {107) submission PRAC only 60 Days (H) -

An auto-complete textbox

6 For non-initial submissions (validation-response, response _ _
tc). for NAP v th hould lect th appears with the available
EE) ler S only, the users should now select the procedure numbers retrieved
relevant PASS Procedure number from the dropdown list. from the database of

FM_PASS FileMaker App

If the PASS number is not available from the list, please
use the tick box to allow manual entry of the number.

Select Pass Procedure No: ps *®

EMEA/H/W/PSA/S/12234

EMEA/H/CN/PSR/5/9998856

EMEA/H/N/PSA/S/45678
Select a Product:* EMEA/H/N/PSA/S/ 444669
EMEA/H/N/PSA/S/125436

EMEA/H/C/PSA/S/34234234

EMEA/H/C/PSA/S/0034
Generate delivery file EMEA/H/C/PSA/S/0033
EMEA/H/C/PSP/S/0066

Select Pass Procedure No:™

Please tick this box if you cannot find the PASS number from the
dropdown list and wish to manually enter the PASS number.
Please ensure the number adheres to the correct format -

EMEA/H/X/PSX/X/1234 or EMEA/H/X/PSX/X/1234.12 [

7 Search for the relevant product(s) by typing any part of the 1t is possible to select more
than one product name from

product name in th.e S.elect a product’ field. The more you Y v
type the more the list filtered. products and presentations
The list of Nationally Authorised Products with retrieved are selected.

It should be noted that the

from XEVDMP (Art. 57 database). submissions cannot be

EMA/346582/2016 Page 47/90


http://docs.eudra.org/webtop/wdk/system/drl/redirecttomain.jsphttp:/www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000037.jsp&mid=WC0b01ac0580023e7a
http://docs.eudra.org/webtop/wdk/system/drl/redirecttomain.jsphttp:/www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000037.jsp&mid=WC0b01ac0580023e7a
http://docs.eudra.org/webtop/wdk/system/drl/redirecttomain.jsphttp:/www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000037.jsp&mid=WC0b01ac0580023e7a

If you are unable to find your product, please check the
product ‘short name’ field in XEVMPD to confirm the name
to use in the product selection search. If the ‘short name’
field in XEVMPD is empty the name is extracted from

various other fields.
Select a Product:”

T

AVAXIM 80 U PEDIATRIC

‘grouped’ each eCTD or NeeS

sequence will need to
submitted separately
own delivery file.

be
with its

x PENTAVAC
AVAXIM PEDIATRIC E
XM PEDIATRIQUE
x PENTAXIM
CLEEN ENEMA PEDIATRIC
DAFALGAN PEDIATRIE
. DAFALGA RIQU
Select worksharing number: DAFALGAN FEDIATRIQUE
EFFERALGAN PEDIATRICO
ELETTROLITICA EQUILIBRATA PEDIATRICA
ELETTROLITICA EQUILIBRATA PEDIATRICA BAXTER
Generate delivery file
ELETTROLITICA EQUILIBRATA PEDIATRICA BIOINDUSTRIA
8 Expand the product details by clicking anywhere in the field The product EV code is now
with the selected product name and proceed to filter and also available to help the
P P selection of the correct
select the relevant products/presentations. product/presentation.
Multiple criteria may be used to filter the product selection.

x PENTAVAC v
MAH name Product full name Country... Authorisation No.... EV Code EMEA Product/MRP/DCP...
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5459284 PRD4552363 SEfH/0153/001
SANOFI PASTEUR EUROPE Pentavac, poudre et suspension injec. LU 2009020171 PRD4564060 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5458989 PRD4552360 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d.. PT 5450086 PRD4552361 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contra ad... PT 2782381 PRD4552359 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 2782282 PRD4552358 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d.. PT 5459185 PRD4552362 SE/H/0153/001

Total Items: 44
9 You can select all products/presentations by clicking to the At 'SaSE c;ne of t:‘et_ ;
. . . . gl roaucts/presentation mus
field next to *"MAH name’ field. Alternatively, click individual P
Vi be selected.
lines to select relevant products/presentations.

x PENTAVAC v
MAH name Product full name Country... Authorisation No.... EV Code EMEA Product/MRP/DCP...
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d... PT 5459284 PRD4552363 SE/H/0153/001 ~
SANOFI PASTEUR EUROPE Pentavac, poudre et suspension injec.. | LU 2009020171 PRD4564060 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d... PT 5458989 PRD4552360 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5450086 PRD4552361 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d... PT 2782381 PRD4552359 SE/H/0153/001
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d... PT 2782282 PRD4552358 SE/H/0153/001

v
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d.. | PT 5459185 PRD4552362 SE/H/0153/001

Total Ttems: 44 (Selected Ttems: 3)

10 Close the selection by clicking anywhere in the field with
the product name and repeat the previous step to include
all products/presentations for which a single submission
sequence has been prepared for.
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k] PENTAVAC >

k] PENTAXIM >

11 Users now must add the Purchase Order Number for each For Human submissions only.

. L Applicable when Submission
selected Marketing Authorisation Holder. U e SRR B e

Product type is “"National

v | MIERLR SHARE & DUHME BY Varvax puIver ocn varska il INJeKns...  FL 181 . .
Applicants and marketing |

| authorisation holders requiring a |

purchase order number ar

similar references on their

invoice are encouraged to issus a

standing (blanket) purchase

order covering all marketing

authorisation and/or

pharmacovigilance fees levied by

| the Agency for a given period r

MERCK SHARP & DOHME BY and to provide such reference to
the Agency's accounts receivable
sarvice at
accountsreceivable@ema.eurcpa.eu;

- ~ Alternatively, such reference can
Contact person: Contact person email: 3] be provided here.

stal Items: 68 (Showing Items: 8)(Selected Items: 2)

MAH name Purchase Order number® B

12 Please add the contact person name and email address in This person will be the

) recipient of any
the mandatory fields communication from EMA

throughout the procedure.

Please provide the email
address of the person who is
the responsible contact for this

Contact persﬂn:* Contact person email:* ﬂ ) particular procedure. This
| person will be the recipient of
E — Enter email address any communication from EMA

throughout this procedure.

13 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be
amended or re-named.
your computer.
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4.8. Create delivery file for Medical Devices (human only)

Step Description

1 Select the relevant submission type from the regulatory

activities list e.g. MAA or var-type2.

Select the ‘submission-unit’ from the list.

Choose a submission type:* Choose a Submission-Unit*

var-typelb - initial

*Denotes mandatory fields

The Product type cannot be changed and must always be
‘Centralised’.

Please ignore ‘submission format’ eCTD when creating the
delivery file for Medical device submissions. The system will
automatically update this field to ‘other’ once the medical
device has been selected from the product selection menu.

Enter the submission sequence number. This number
should always be the next sequential number in the
product lifecycle. For initial MAA submissions this is
normally 0000.

Optionally enter any related sequence number to cross
reference related submissions.

When creating delivery file for initial MAA submission for
medical device, please indicate using a tick box that the
product is a medical device.

When creating the submission sequence for medical
devices, it is important to name the ‘sequence’ using the
same ‘sequence’ number as indicated in the delivery file
even if the submission is in non-eCTD format.

Example: initial maa for Medical device
Select a Product:* COOK IVF cell media-H002391

Product EMA number: HO02391

Product short name: COOK IVF cell media

ATC Code:

INN: human albumin

MAH: Det Norske Veritas {DNV)

Medical Device Related Consultation:

Notes

Mode:*

WS =

Single Product
WS

Medical devices have EMA
number EMEA/H/D/000123.
The system will automatically
change the submission format
to ‘other’ when product with
H/D product humber is
selected
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Example: delivery file for any subsequent submission for medical device

Select a Product:” h/d x

UifeGlobal Media-EMEA/H/D/004287

Hemoblast-EMEA/H/D/002769

Gems Medium Suite-EMEA/H/D/003740
PureSperm Wash-EMEA/H/D/002625

COOK IVF cell media-EMEA/H/D/002592

Floseal Hemostatic Matrix (Floseal VH S/D)-EMEA/H/D/000956

3 Once the product is selected or in case of initial maa
submission, the tick box has been ticked, the ‘submission
format’ automatically changes to ‘other’ to allow medical
device format submission.

Choose a submission type:" Choose a Submission-Unit* Mode:* 5]

maa A4 nitial - Single Product -
Covid19 related:* O Yes ® No
*Denctes mandatory fields

Submission: maa

Product Type:* Submission format:* Sequence number: * Related sequence:

Centralised - Other - 0000

RMP included: B No

Select a Product:" COOK IVF cell media-H002391

Product EMA number: H002301

Product short name: COOK IVF cell media

ATC Code:

INN: human albumin

MAH: Det Norske Veritas (DNV)

Medical Device Related Consultation:

4 For post-authorisation activities, excluding the initial

sequence for each post-authorisation procedure, please
select the procedure number from the list of procedures

Select a Product:* Surgiflo Haemostatic Matrix Kit -Ferrosan-EMEA/H/D/00

Product EMA number: EMEA/H/D/002301

Product short name: Surgiflo Haemostatic Matrix Kit -Fer
ATC Code:

INN: HUMAN THROMBIN

Select a Procedure Number:* Mo selection -

No selection
EMEA/H/D/002301/1B/0013
EMEA/H/D/002301/1B/0012

ict person”™ e
EMEA/H/D/002301/1B/0008
person name EMEA/H/D/002301/1B,/0002 n
5 Click ‘Generate delivery file’ and save the delivery file on

your computer.

If you cannot find the
procedure number from the
list, please contact the EMA
service desk for Human
variations

The delivery file should not be
amended or re-named.
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4.9. Clinical data publication redacted proposal (human only)

Step Description

Select ‘clin-data-pub-rp’ from the regulatory activities list

(submission type).

The ‘submission unit’ initial is automatically selected and
should not be changed.
Mode is always ‘single product’

Product type is always ‘centralised’ and the submission
format is always ‘eCTD’.

Relevant sequence number must be entered.
Optionally enter any related sequence number to cross
reference related submissions.

Please indicate that the clinical reports submitted for

evaluation are the same as those submitted for publication.

This is a mandatory tick box.

Select the relevant product.
Select the appropriate procedure number from the

predefined list.

Generate the delivery file.

Choose a submission type:*

clin-data-pub-rp -

Choose a Submission-Unit* Mode:* @

initial - Single Product

*Denotes mandatory fields

Submission: clin-data-pub-rp

Product Type:*

Submission format:* Sequence number: *

Confirmation that the clinical reports submitted for scientific
evaluation are the same as those submitted for publication, in
the Redaction proposal and Final Redacted Versions, except for

"
the redactions: ¢

Select a Product:*

Select a Procedure Number:

Methylthioninium chloride Proveblue-EMEA/H/C/002102

Product EMA number: EMEA/H/C/002108

Product short name: Methylthioninium chloride Proveblue
ATC Code: VO3AB17

INN: METHYLTHIONINIUM CHLORIDE

MAH: Provepharm SAS

No selection -

Notes

Related sequence:
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4.10. Clinical data publication final version (human only)

Step Description Notes

1 Select ‘clin-data-pub-fv’ from the regulatory activities list
(submission type).
The ‘submission unit’ initial is automatically selected and
should not be changed.
Mode is always ‘single product’

Product type is always ‘centralised’ and the submission
format is always ‘eCTD’.

Relevant sequence number must be entered.
Optionally enter any related sequence number to cross
reference related submissions.

Please indicate if the final version is complete or partial
using the mandatory selection.

‘Partial’ final version should
only be submitted in
exceptional situations.

A partial “Final Redacted Version” package, where

the documents are redacted according to the
applicant/MAH views may be submitted where an
agreement with EMA wasn’t reached and the applicant
decided to apply for interim relief against an EMA decision
to publish the documents without accepting the redactions
which are still controversial. The applicant will confirm, in
the text of the cover letter, which redactions (page, line)
have been made. In the event that interim relief is sought
against the EMA decision, the EMA will publish the partial
“Final Redacted Version”. When a final decision is issued,
the applicant shall submit a “Final Redacted Version”.

Select the relevant product.

Select the appropriate procedure number from the
predefined list.

Generate the delivery file.
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Choose a submission type:™ Choose a Submission-Unit™ Mode:” o

clin-data-pub-fvr - initial - Single Product -

*Denctes mandatory fields

Submission: clin-data-pub-fv

Product TypE:' Submission format:* Sequence number: * Related sequence:
Centralised - eCTD - 0010 Enter related sequence
Clinical data for publication - Final ® Complete
Version: * ) Partial
Select a Product:” Tlurmetri-EMEA/H/C/004514

Product EMA number: EMEASH/C/004514
Product short name: Ilumetri

ATC Code: LO4ACLT

IMMN: TILDRAKIZUMAB

MaH: Almirall 5.4

Select a Procedure Number: [ Mo selection -

Mo selection

EMEA/H/C/004514/11/0005/G

Generate delivery file EMEA/H/C/004514/0000
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4.11. Risk Management Plan (RMP) (human only)

Step Description Notes
1 Select ‘rmp’ from the regulatory activities list (submission
type).

Please select the relevant ‘submission unit’ from the list.
Mode is always ‘single product’

Product type is always ‘centralised’ and the submission
format is always ‘'eCTD’.

Relevant sequence number must be entered.
Optionally enter any related sequence number to cross
reference related submissions.

Please provide the RMP version number for example 2.0 or
13.

Please select the product and generate the delivery file.

It should be noted that users can also identify whether a
Risk Management Plan is included for the following type of
submissions: MAA; Variation Type IA; Variation Type IAIN;
Variation Type IB; Variation Type II; Extension; PAM;

Renewal
Choose a submission type:* Choose a Submission-Unit* Mode:* @
rmp - initial - Single Product -
*Denotes mandatory fields
Submission: rmp
Product Type:* Submission format:* Sequence number: * Related sequence:

Centralised - eCTD - 0010

RMP version Number

13

4.12. Raw Data submission (Pilot — for human only)

Step Description Notes
1 Select ‘Raw Data submission’ from the regulatory activities

list (submission type). The EMA product number is
available on the Eligibility

Product type is always ‘centralised’ and the submission confirmation letter as ‘Product

format is always ‘Other’. Reference’. The Eligibility
Confirmation Letter indicates

Please select the product by typing the EMA product Product number e.g.

number (the product number H00123 or H/C/001234 can H0002271.

be searched for and selected). Product numbers start H/C for

Once you have selected the product and confirmed that the human CAPs.
details are correct, please click ‘Generate delivery file’ and The delivery file should not be
save the delivery file on your computer.

amended or re-named.
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Step Description Notes

2 See section 14. Saving the XML delivery file and preparing
the submission package

Raw Data submission

*Danctes mandatory fislds

Submission: Raw Data submission

Centralisad Other
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5. Create delivery file screen — Referrals

Referrals containing products for Human Use only: EMA is working to include the information currently
provided in the Referral cover letter in to the XML delivery file to remove the need for a separate cover
letter in future. The Contact person details, customer number and purchase order humber fields for fee
related referrals are now included in the XML delivery file. This approach will be further expanded for
other procedure types with intention to remove the use of the Formatted Table Template.

This change is not applicable to Veterinary referrals.

Choose a submission tvpe:‘ Choose a Submission-Unit:" Choose a Submission descriplion:“ Mode:" [:]

refarralz - response - No selection

*Denctes mandztory fizlds
Submission: referrals

Referrals Article” Product Type * Submission format:” Sequence num ber:”*

Mothing selected - Centralizad - =CTD -

Select a Referral: *

Pracedure number:
Procedure name:

EMA Referral Number:

Select a I:'rot:luct(CuMi"s):4

Product EMA number:
Product short name:
MAH:
Customer number:" @ Purchase Order number: &

Is this fee related 7

5.1. Create delivery file for Referrals reviewed by the CHMP containing
Centrally Authorised Products (CAPs) - Art. 20 and Articles 5(3), 31 and
107i

Step Description Notes
1 Select Submission type ‘Referrals’ Requests for re-examination
Select the ‘submission-unit’ from the list. of an outcome of the Referral
The submission mode is always single product. procedure should be

submitted via the
eSubmission Gateway using
the submission unit ‘re-
examination’.

Choose a submission type:* Choose a Submission-Unit* Mode:™

refarrals - initial - Single Product -

1.1 If submission unit is “response”, then indicate the type of For both Human &
response by selecting a value from the submission

description Veterinary submissions

EMA/346582/2016 Page 57/90



Choose a submission type:* Choose a Submission-Unit* Choose a Submission description® Mode:* @
referrals - response ~f | No selection - gie Product -

No selection
*Denotes mandatory fields

List of Questions

Submission: referrals List of Outstanding Issues
) If you select Article20 from the dropdown list. The sequence number is
The Product type and the submission format cannot be always a numeric value
changed and must always be ‘Centralised’ and ‘eCTD’. (range from 0000 to 9999)

Enter the submission eCTD sequence number.

Submission: referrals

Referrals Article™ Product Type:~ Submission format:* Sequence number: *

Articlez20 - Centralised o eCTD - 0057

3 If you are selecting Article5(3), Article31 or Article107i The sequence number is
from the dropdown list, select the procedure type always a numeric value
‘Centralised’. If Centralised is selected the submission (range from 0000 to 9999)

format cannot be changed and must always be '‘eCTD’.
Enter the submission eCTD sequence number.

Submission: referrals

Referrals Article”™ Product Type:* Submission format:* Sequence number: *
Article5(3) v Centralised v eCTD ~ Enter sequence no.
Or
Referrals Article™ Product Type:* Submission format:™ Sequence number: *
Article31 - Centralised - eCTD w7 Enter sequence no.
Or
Referrals Article™ Product Type:” Submission format:* Sequence number:
Article107i = Centralised v eCTD t Enter sequence no.

4 Select the referral procedure by typing the article, the Please note that the search
referral number or the product/active substance name. The does not recognise dash (-)
more you type the more the selection is filtered. symbol. Please search using

the referral number for
Avoid using dash (-) in the search field. example 1234.
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Select a Referral: * 123 x

EMEA/H/A29(4)/1123-Gluscan_A29(4)/1123
EMEA/H/A29(4)/1238-Levact_A29(4)/1238
EMEA/H/A31/1232-Strong oplolds_A31/1232

Select a Product(CAPs):*
EMEA/H/A31/1238-Fibrates_A21/1238

or
Select a Referral: * opio =
EMEASH/A31/1232-5trong oploids_A31/1232
EMA Referral Nurmber:

5 Search for the relevant product by typing any part of the
product name or EMEA product number in the ‘Select
product’ field. The more you type the more the list filtered.

Select a Product:” at

Heéboobacter Test INFALLEMEAM/C/000140
Pylabactall-EMEAM/C/O00151
ReFacto AF-EMEAM/C/000232

(el O T i Tractocile-EMEA/H/C/000253

Actos-EMEAH/C/O00ZES

Nonafact-EMEAM/C/000348
Actrapsd-EMEAH/C/0004 24
Actraphane-EMEAH/CH000427
Competact-EMEAHIC/000655
Tandemact-EMEAH/C/000630
Mepact-EMEAH/C/000802
Eofctemea-EMELH/C/00IO5S

Topotecan Actais-EMEAHC/001031 -

6 If the referral procedure is fee related, please tick the box Please include the SAP
‘Is this fee related?’ to expand the section. Customer Number and
The Customer number is prefilled using the MAH customer purchase order number if
number from EMA product database; however, it can be applicable for fee related
manually changed if it is incorrect. Referral procedures.
Mandatory Purchase Order number must be included.
Select a Product(CAPs):” Applicants and marketing

authorisation holders requiring a2
purchase order number or
similar references on thair
invoice are encouraged to izsus 2
standing (blanket) purchas=
order covering all markating
authorisation and/or

Customer number:” @ Purchase Order number:” B | pharmacovigilance fzes lavied by
) | the Agency for 2 given pericd
1s this fee related ? Enter purchase order number and to provide such reference to
| the Agency's accounts recsivable
service at

accountsreceivable@ema.europa.su.
Alternatively, such reference can

7 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be
your computer. amended or re-named.
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5.2. Create delivery file for Referrals reviewed by the CHMP containing
Nationally Authorised Products (NAPs) - Articles 5(3), 31, 107i and
Articles 13, 16C-1-C, 16-C-4, 29(4), 30 and 29 Paediatric

Step Description Notes
1 Select Submission type ‘Referrals’
Select the ‘submission-unit’ from the list.

The submission mode is always single product.

Choose a submission type: ™ Choose a Submission-Unit™ Mode:™
referrals * initial - Single Product -
1.1 If submission unit is “response”, then indicate the type of For both Human &
response by selecting a value from the submission Veterinary submissions
description Y
Choose a submission type:* Choose a Submission-Unit* Choose a Submission description® Mode:* ©
referrals v response v No selection - g t -

No selection
*Denotes mandatory fields
List of Questicns

Submission: referrals List of Outstanding Issues

2 Select the relevant article (5(3), 31 or 107i
Select the ‘Product type’ National from the dropdown list.
The submission format may be changed to eCTD, NeeS or

Other
Submission: referrals
Referrals Article™ Product Typ-e:* Submission format:* Sequence number: *
Article5(3) - National - eCTD - Enter sequence no.

If you select Articles 13, 16C-1-C, 16-C-4, 29(4), 30 or 29
Paediatric) from the dropdown list the product type is always
‘National’ for these procedures. The submission format may
be changed to eCTD, NeeS or Other

Submission: referrals

Referrals Article® Product Type:* Submission format:* Sequence number:
Articlel3 v Mational A eCTD s Enter sequence no.
eCTD
Nees
Other
Selact a Referral:* Entar EMA R afi e o anans
4 Enter the submission sequence number. This number should

always be the next sequential number in the product
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lifecycle.
If the submission is in ‘other’ format you may enter 0000 in
the sequence number field

5 Select the correct referral procedure number by typing the Please note that the search
article, the referral number or the product/active substance does not recognise dash (-)
name. The more you type the more the selection is filtered. symbol. Please search using

the referral number for
Avoid using dash (-) in the search field. example 1234.
Select a Referral:” 107i

EMEA/H/A107i/1352-Tetrazepam _A107i/1352

EMEA/H/A107i/1357-Cyproterone Acetate/Ethinylestradiol

(2mq/0.035mg)_A107i/1357

a Product(NAPs):* . v o
EMEA/H/A107i/1363-Flupirtine_A107i/1363

"

EMEA/H/A107i/1376-Hydroxyethyl starch -
HES_A107i/1376

EMEA/H/A107i/1373-Numeta_A107i/1373

[T SR EMEA/H/A107i/1395-Methadone containing

povidone_A107i/1395

6 Search for the relevant product(s) by typing any part of the It is possible to select more
. \ ) o than one product name from
product name in the ‘Select a product’ field. The more you e e e craue it el
type the more the list filtered. products and presentations
The list of Nationally Authorised Products with retrieved are selected.
from XEVDMP (Art. 57 database).
Select a Product:” pedia

AVAXIM 80 U PEDIATRIC
x PENTAVAC
AVAXIM PEDIATRIC

m

AVAXIM PEDIATRIQUE

x PENTAXIM
CLEEN ENEMA PEDIATRIC
DAFALGAN PEDIATRIE
DAFALGAN PEDIATRIQUE

Select worksharing number:" Q
EFFERALGAN PEDIATRICO
ELETTROLITICA EQUILIBRATA PEDIATRICA

ELETTROLITICA EQUILIBRATA PEDIATRICA BAXTER
Generate delivery file

ELETTROLITICA EQUILIBRATA PEDIATRICA BIOINDUSTRIA

7 Expand the product details by clicking anywhere in the field
with the selected product name and proceed to filter and
select the relevant products/presentations.

Multiple criteria may be used to filter the product selection.
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x PENTAVAC

MAH name Product full name Country... Authorisation No..
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contra ad.. PT 5459284

SANOFI PASTEUR EUROPE Pentavac, poudre et suspension injec. LU 2009020171
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contra ad.. PT 5458089

SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5459086

SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contra a d.. PT 2782381

SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contra ad.. PT 2782282

SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d.. PT 5459185

Total Items: 44
8 You can select all products/presentations by clicking to the

field next to ‘"MAH name’ field. Alternatively, click individual
lines to select relevant products/presentations.

x PENTAVAC
MAH name Product full name Country... Authorisation No....
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5459284
SANOFI PASTEUR EUROPE Pentavac, poudre et suspension injec.. LU 2009020171
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5458989
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 5459086
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 2782381
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraad.. PT 2782282
SANOFI PASTEUR EUROPE Pentavac Vacina adsorvida contraa d.. | PT 5459185

Total Ttems: 44 (Selected Ttems: 3)
9 Close the selection by clicking anywhere in the field with

the product name and repeat the previous step to include
all products/presentations for which a single submission
sequence has been prepared for.

x PENTAVAC
x PENTAXIM
10 If the procedure contains non-authorised product(s) or

herbal product(s) tick the box and provide a single ‘lead’
product name in the ‘Product name’ field and the
applicant/company name in the ‘Applicant name’ field. If
multiple products are included, the product details for the
additional products can be included in the free text field

¥ Non-authorised product(s)/Herbal product(s)

500 characters remaining.

Example:

Product name:*

-

Applicant name:*

v
- EV Code EMEA Product/MRP/DCP...
PRD4552363 SEfH/0153/001
PRD4564060 SE/H/0153/001
PRD4552360 SEfH/0153/001
PRD4552361 SE/H/0153/001
PRD4552359 SE/H/0153/001
PRD4552358 SE/H/0153/001
PRD4552362 SE/H/0153/001
At least one of the
products/presentation must
be selected.
A
EV Code EMEA Product/MRP/DCP...
PRD4552363 SE/H/0153/001 A
PRD4564060 SE/H/0153/001
PRD4552360 SE/H/0153/001
PRD4552361 SE/H/0153/001
PRD4552359 SE/H/0153/001
PRD4552358 SE/H/0153/001
L
PRD4552362 SE/H/0153/001
>
>

Note: Do not duplicate/repeat
the ‘lead’ product details in
the free text field if they are
already entered in the Product
name field.

Note: If any authorised
products are included in the
same delivery file, please do
not provide Lead product
details. The ‘first’ NAP
included in the delivery file
will be considered as the ‘lead’
product.
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Product name:* WonderPill 10mg

Applicant name:* Drugs Ltd

11 Provide the contact person details for the referral. Note: Please provide the
contact details for the contact

person during the referral

procedure

Contact person”™ Phone number® Contact email®
12 If the referral procedure is fee related, please tick the box

‘Is this fee related?’ to expand the section.

Please provide the EMA SAP Customer number and the

purchase order number

Customer number:” © Purchase Order number: €&
Is this fee related ?

13 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be

your computer amended or re-named.

5.3. Create delivery file for Veterinary Referrals reviewed by the CVMP!
for Centrally or Nationally Authorised Products

Step Description Notes

1 Click on the "Veterinary’ button to enter the vet In most cases, the first
submissions domain.
Select Submission type ‘referrals’.

Select the ‘submission-unit’ from the list.

referral package submitted by
a MAH is a response to a
referral list of questions. For

Select relevant submission-unit i.e. response or additional- . . .
P this purpose submission-unit

information. . ;
The submission mode is disabled and shows always ‘Single response’ should be used.
product.’
Choose a submission tvpe:* Choose a Submission-Unit: Mode: " a
refarrals - No selection - Single Product -
[ Mo selection ]
nitial

validation-response
response

additional-info
. clesing .
Referrals Article on format:

consolidating

Mothing selectad = corrigendum -
reformat
1.1 If submission unit is “response”, then indicate the type of

response by selecting a value from the submission

1 Committee for Medicinal Products for Veterinary Use. For more information concerning referrals reviewed by the CVMP,
see the Veterinary Regulatory Referral Guide.
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description

Choose a submission type:* Choose a Submission-Unit*

referrals - response -
*Denotes mandatory fields
Submission: referrals

2 Select Referral Article from the dropdown list.

The system will only allow selection of a Product Type that
is relevant for the selected Referral Article as follows:

e Article 82 -> Centralised or National
e Article 82 PhV -> Centralised or National

* Article 130(4) -> Centralised (only)

Choose a Submission description® Mode:* ©
No selection - g t -
No selection

List of Questicns

List of Outstanding Issues

Note that Article 45 procedure
submissions are no longer
possible.

e Article 141(1) -> Centralised/National (only)

« Article 70(11) -> National (only)

- Article 58 -> National (only)

Submission: referrals

Referrals Article * Product Type: *

Submission format: ©

Articleg2 - Centralised - WHees -
| Articles2 |
Articled? Phv
Article130(4)
Article141(1) _ _
EMA Referral Mumber: EMEA-Y-A-
Article70{11)
m  Articlesald
.
MAH Mame:
3 Select Product type from the dropdown list in accordance Please note that for multiple

with the status of the product to which your submission
relates. This can either be ‘Centralised’, ‘National’ or

‘Centralised/National’.

product submissions you will
not be able to change the
mode ‘single product’. The
submission will be accepted
despite this limitation.
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Product Type:

Centralised -

[ Centralised ]

Mational
Centralised/Mationa
If CTD is used for part II of a

VMP dossier, the submission
format to select is “"VNeeS”.

4 Select Submission format from the dropdown. This can
either be ‘VNeeS’ or ‘Other’.

Submission: referrals

Referrals Article * Product Type: * Submission format:
Article70{11} - lationa - VHeeS -
[ whees ]
Other
5 In the Referral field, enter the specific referral number Enter the three digits in the

assigned to this procedure. This is a 3 digit number in pupbSee

format: EMEA-V-A-123.

Enter the product or referral

6 In the Product/referral name field, enter the specific name
name in the free text field.

assigned to this procedure. This name can be found on the
letter from the Agency regarding the Start of the procedure
and a List of Questions (eg. ‘VMPs for pigs containing zinc

oxide”).

7 In the MAH Name field enter the name of the marketing Entertthet l\f/'lAlg name in the

N . o ree text field.
authorisation holder of the product to which the submission
relates.
Referral:” EMEA-V-A-123
EMA Referral Number: EMEA-V-A-123
Product/referral name:” VMPs for pigs containing zinc oxide
MAH Name:™ VetCompany Ltd
8 Confirm the details are correct. Click ‘Generate delivery file’ The delivery file should not be

. ) amended or re-named.
and save the delivery file on your computer.
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6. Create delivery file screen PSUR (Periodic Safety Update
Report)

6.1. Create delivery file for human PSUR submissions

Note: Please note that all Human PSUR submissions, included in the EU PSUR Single Assessment
(PSUSA) or outside the single assessment (non-EU PSUR single assessment) should be submitted to
the PSUR Repository. The only exception to this is PSURs for products authorised under Art. 58 (WHO).
For PSUR submissions for product authorised under Article 58 (WHO) follow instructions in section 4.
Create delivery file scree Centralised Procedure.

For all other PSUR/PSUSA submissions for Human products, select PSUR/PSUSA from the dropdown
menu and the system automatically takes the user to the XML delivery file creation screen for PSUR
submissions (for submissions to the PSUR Repository). More information on the Human PSUR/PSUSA
submissions can be found from the PSUR Repository website.

6.2. Create delivery file for veterinary PSUR submissions (ongoing
procedures only)

Step Description Notes

1. Select Domain ‘Veterinary’

2. Select Submission type ‘vet-PSUR’
Choose a submission t',.urma:1=

vet-psur b

3. Select relevant Submission-Unit in accordance with the gypmission-unit ‘initial’ should
definitions given on page 9 and 10 of this document. Note . e
that not all types of submission-unit may be applicable to be used in case of submitting
PSURs and hence some will have been disabled and cannot @ particular PSUR to the
be used. Agency for the first time. For

responses, select ‘response’.

In case the submission unit is
‘response’ submission
description ‘Responses to RSI’
is automatically selected.
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Choose a Submission-Unit:*

No selection -

No selection

initial
validation-response
response
additional-info
closing
consolidating
corrigendum

reformat

Human

Choose a submission t\rpe:’= Choose a Submission-Unit”

vet-psur h

*Denotes mandatory fields

4, Select the ‘Mode’
e Single
e Multiple CAPS

Mode:”

Single Product -

Single Product

Multiple CAPS

response v

Choose a Submission description” Mode:* @

Responseas to RSI hd Single Product v

For submission of multiple
CAPs from 1 January 2018, a
separate XML delivery file
must be created and a
separate submission made for
each of the CAP included in
the procedure. An identical
package covering all relevant
products should be submitted
for each, with only the XML
delivery file changing for each
product. Note however that
such submissions must be
pre-agreed with EMA
beforehand.

5. The Product type cannot be changed and must always be
‘Centralised’. The submission format may be chosen from

the following options:
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Submission: vet-psur

Product Type:* Submission format:
Centralised - VWNeeS (pharmaceutical product) v2.6 A

VNeeS (pharmaceutical product) v2.6
VNeeS (immunoclogical proeduct) v2.6

Select a Product:” Enter product Other

6. Search for the product by typing any part of the product Enter the name of the CAP for
Single or ‘lead’ CAP for

name or EMEA product number in the ‘Select product’ field. procedure that contains
The more you type the more the list is filtered. multiple CAPs

Select a Product:” oof x

TruScient (WD)-EMEA/V/C/002000 A
Porcilis Porcoli Diluvac Forte-EMEA/V/C/000024
. Fevaxy ofel-EMEA/V/
lect Period covered: evaxyn Pentofel-EMEA/V/C/000030
Dicural-EMEA/V/C/000031
Quadrisol-EMEA/V/C/000032
Contact e-mail:
Metacam-EMEA/V/C/000033

Neocolipor-EMEA/V/C/000035

Nobilis [B4-91-EMEA/V/C/000036
Generate delivery file
Suvaxyn Aujeszky 783 « O/W-EMEA/V/C/000038

Clamiraim. EMEA N C IDDNN 10

7.  Select ‘Period Covered’ by selecting the correct date If you have been requested to
submit a PSUR but cannot find

range from the dropdown menu. You can only submit a the “period covered’ in the

PSUR when one is due and the date range is available in  system, please contact
the user interface. vet.applications@ema.europa.eu.

Select a Product:* Coliprotec F4 (WD)-EMEA/V/C/003797

Product EMA number: EMEA/V/C/003797
Product short name: Coliprotec F4 (WD)

Select Period covered:* No selection -
No selection
Contact e-mail: 1 April 2021 - 30 September 2021

1 October 2020 - 31 March 2021

Generate delivery file

8. Provide contact email address if the sender is different from i;thePPPSVURIiS sublmittectlhl?y
the QQPV. This email address will be used for all 3 QP [l (RS ks

field empty.
communication between the MAH and the EMA regarding
this PSUR Procedure.
9. Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be
your computer. amended or re-named.
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7. Create delivery file screen — Maximum Residue Limit
(MRL) applications (veterinary only)

7.1. Create delivery file for MRL submissions

Step Description Notes
1 Select Domain ‘Veterinary’
2 Select Submission type in accordance with definitions

presented on page 8 and 9 of this document:

mrl-extension
mrl-extrapolation
mrl-full

mrl-modification

MRL
MRL extension
MRL extrapolation
MRL full
MRL modification

3 Select relevant Submission-Unit in accordance with gypmission-unit ‘initial’ should
definitions presented on page 9 and 10 of this document.
Note that not all types of submission-unit may be
applicable to MRLs and hence some will have been disabled submitting any of the MRL
and cannot be used. types to the Agency for the

first time. For responses,
select ‘response’.

be used always when

Choose a Submission-Unit:"

No selection =

[ Mo selection ]

initial
validation-response
response
additional-info
closing
consolidating
corrigendum

reformat

4 For response submissions, please select the relevant
Submission description from the dropdown list
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Choose a Submission-Unit:"

response - No selection

Choose a Submission description:”

[ Mo selection

. List of Questions

Denctes mandatory fields . .
List of Qutstanding Issues
After Provisional MRL

5 Select the substance by typing the name in field and

selecting from the list of available substances

6 For MRLs the Submission Format is always VNeeS. This
field is automatically filled and cannot be changed by the
user.

7 Select the relevant Procedure number by typing any part

of the procedure number in the field and select the
relevant procedure.

In case the Submission-unit is ‘initial’, the procedure
number is not yet available. Please tick “Procedure
number not assigned”.

Procedure number:”

Mo selection -

[ Mo selection ]
EMEA/V/MRL/005009/FULL/0002
EMEAMN/MRL/005009/FULL/0001

or

+
Procedure number:

Procedure number not assigned: ¥

8 For submission unit ‘initial’ Customer number and
Purchase Order number are mandatory fields

SSUSS anvoeces bo
tant agsssated k
BICGLTE P EET Yoi

MiUSt QUohE yOUr Customer
number i your submission
P ——— 5 bt
elates to an imtial submisso

Customer number:" u

accountsrecavable Dema.suropa. s
9 Confirm the details are correct. Click ‘Generate delivery file’

and save the delivery file on your computer.

If you are unable to find the
substance, please contact
vet.applications@ema.europa.eu

Purchase Order number:” ﬂ

Apphcarts and marketing
suthonsation holders requinng a
purchase order number or similar
references on their mvoice are

e ad b i B EREAA S
uraged to issue & standing

authionsation ard/cr

ance fees levied by

risreceivableFemas europa. ey
Alternatively, such reference can

be prowsded here

The delivery file should not be
amended or re-named.
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8. Create delivery file screen - ASMF

Choose a submission type:™

asmf

Choose a Submission-Unit™ Mode:* €

- Mo selection - Single Product -

*Denotes mandztory fields

Submission: asmf

Product Type:* Submission format:* Sequence number: *
Centralised = eCTD - Enter 4 digit n
Select ASMF:* Enter A5MF id, or substance name

Please tick this box if you cannot find the ASMF number from
the dropdown list and wish to manually enter the ASMF number.
Please ensure the number adheres to the correct format -

EMEA/ASMF /230000 or EUS ASMF /300000

ASMF number:
Substance name:

Select a Product:* Enter EMA na. or product name

Product EMA number:
Product short name:

EMA/346582/2016

Page 71/90



Choose a submission type:* Choose a Submission-Unit® Mode:* &

zsmf - nitia - Single Product -

*Denotes mandatory fields

Submission: asmf

Product Type:* Submission format:*
Centralised i VNeeh i
Select a Product:® Inflacam-EMEA/V/C/002457

Product EMA number: EMEA//C/002497
Preduct short name: Inflacam

Select ASMF:*

Please tick this box if you cannot find the ASMF number from
the dropdown list and wish to manually enter the ASMF number.
Please ensure the number adheres to the correct format -

EMEA S ASMF 00000 or EUSASHF /30000

ASMF number

Select a Procedure Number: Mo selection -

8.1. Create delivery file for ASMF

Note: Please note that there are some issues with ASMF number availability for limited number of
ASMF procedures. If you are unable to find the ASMF number from the list you can manually enter the
ASMF number if you tick the box.

Step Description Notes

1 Select Submission type ‘ASMF’
Choose a submission type:*

asmf A

2 Select relevant Submission-Unit Submission-unit ‘initial” should
be used both in case of
submitting an ASMF to the
Agency for the first time, as
well as when submitting an
updated version of an ASMF
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Choose a Submission-Unit”

initial -

No selection

initial

validation-response
response
additicnal-info
T  closing
consolidating

al
corrigendum

reformat
3 Select the ‘Mode’
e Single
e Various CAPs
l e Various CAPs and NAPs
Mode:

various CAPS and MAPS -

Single Product

various CAPS

various CAPS and NAPS

4 Human domain:
The Product type and the submission format cannot be
changed and must always be ‘Centralised’ and ‘eCTD’.
Enter the submission eCTD sequence number.

Veterinary domain:

The Product type cannot be changed and must always be
‘Centralised’. The submission format may be chosen from
the two options: ‘VNeeS’ or ‘Other’.

Human ASMF opions:
Submission: asmf

Product Type:” Submission format:* Sequence number: *

Centralised - eCTD v Enter sequence no.

Veterinary ASMF opions:

already held by the Agency
(within the context of starting
a variation procedure).

The sequence number is
always a numeric value
(range from 0000 to 9999)

Select ‘Other’ for ASMFs in
CTD structure.
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Product Type:'

Centralised

Submission: asmf

Submission format:™
= VNeeS

VNeeS

Other

5 Select the ASMF procedure by typing the EU or EMEA ASMF
number or the active substance name. The more you type
the more the list is filtered. The easiest way to search is by
typing just the numbers without EU or EMA prefix and then
selecting the correct ASMF number from the list.

If users are unable to find the appropriate ASMF procedure
number from the predefined list they can manually enter

the ASMF number by ticking the box.
the number is in the correct format.

ASMF Selection from Predefined List:

Select ASMF:"

dect a Product:”

Ll |

ELW/ASHMF/O1083-AMIKACIN SULFATE
EU/ASHF/01148-BORTEZOMIB
EU/ASHMF/ 00032 -CINACALCET
EU/ASHF/00068-DAPTOMYCIN
EU/ASHF/00053-DIMETHYL FUMARATE

EU/ASHF/ 00048-EDOTREQTIDE

ASMF Manual field entry:

Select ASMF:*

Please ensure that

Please tick this box if you cannot find the ASMF number from
the dropdown list and wish to manually enter the ASMF number.
Please ensure the number adheres to the correct format -

EMEA/ASMF /XXXXX or EU/ASME/XXXXX ¢

ASMF number:

S

ubstance name:

6 Search for the product by typing any part of the product
name or EMEA product number in the ‘Select product’ field.
The more you type the more the list is filtered.

For veterinary ASMFs supporting an initial MA application,

The ASMF holder should
request and Agency ASMF
reference number from the
EMA service desk up to two
weeks before submitting a
complete ASMF, or an update
to an already submitted
ASMF.

For Veterinary ASMF
submissions the product
selection is before the ASMF
procedure selection due to
data protection reasons.

For Veterinary ASMF
procedures for unauthorised
products, only the ASMF
procedure number without the
active substance is shown.

Enter the name of the CAP for
Single or ‘lead’ CAP for
procedure that contains
multiple CAPs or multiple
CAPs and NAPs.
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start typing in the ‘Select product’ field any part of the
product number e.g. 0001234.

For Veterinary ASMF submissions the product name will not
be displayed for products which have not been authorised

yet.

Human product selection:

Select a Product:" 3t

Hiébtobactér Tést INFAL-EMEA M/ C/000 140
Pylabactell-EMEAM/C/000151

ReFacto AF-EMEAM/C/000232

e e S I Tractocila-EMEAM/C/000253
Actos-EMEAHIC /DO 2ES
Nonafact-EMEAH/C/000348
Actrapid-EMEAH/C/000424
Actraphane-EMEAH/C/000427
Competact-EMEAH/C/000655
Tandemact-EMEA/H/C/000680
Mepact-EMENH/C/000802
Rofctemsa-EMEAH/C/000055

Topotecan Actavis-EMEAM/C/001031

Veterinary product selection for ASMF:

Select a Product:* ‘ 033 ®

-v0004033

Metacam-EMEA/V/C/000033

Generate delivery file

Select a Procedure Number: No selection -

7 Select procedure number from predefined list.

EMEA/V/C/000033/11/0123/G
EMEA/V/C/000033/IA/0122
EMEA/V/C/000033/1A/0121
EMEA/V/C/000033/IB/0120
EMEA/V/C/000033/%/0119
EMEA/V/C/000033/11/0118/G

Select a Product:”

W
EMEA/V/C/000033/IB/0117
Select a Procedure Number: EMEA/V/C/000033/1B/0120 =
8 Click ‘Generate delivery file’ and save the delivery file on

your computer.

Please note that for
Veterinary ASMF submissions
the product name and the
substance name which is a
part of the ASMF number will
not be displayed for products
which have not been
authorised yet.

The delivery file should not be
amended or re-named.

EMA/346582/2016

Page 75/90



9. Create delivery file screen - PMF

9.1. Create delivery file for PMF

Step Description Notes

1 Select Submission type ‘PMF’. Submission mode is always
single product.

Choose a submission type:* Choose a Submission-Unit" Mode:*
pmf v initial v Single Product v
2 Select relevant Submission-Unit

Choose a Submission-Unit*
initial -

No selection

initial

validation-response
response
additional-info

t  closing

il consaolidating

corrigendum
reformat
3 The Product type and the submission format cannot be The sequence number is
changed and must always be ‘Centralised’ and 'eCTD’. always a numeric value
Enter the submission eCTD sequence number. (range from 0000 to 9999)
Submission: pmf
Product Type:” Submission format:* Sequence number: *
Centralised - eCTD - Enter sequence no.
4 Select the PMF procedure by typing the PMF number. The

more you type the more the list is filtered.
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Select a PMF Holder:" pmf

-EMEA/H/PMF/000001/04/
-EMEA/H/PMF/000002/04/
-EMEA/H/PMF/000003/04/
-EMEA/H/PMF/000004/04/
~EMEA/H/PMF/000007/04/
-EMEA/H/PMF/000008/05/
-EMEA/H/PMF/000009/05/
-EMEA/H/PMF/000010/06/
-EMEA/H/PMF/000011/06/
-EMEA/H/PMF/000012/07/
-EMEA/H/PMF/000013/07/
-EMEA/H/PMF/000014/08/

© European Medicines
-EMEA/H/PMF/000015/09/

5 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be
amended or re-named.
your computer.
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10. Create delivery file screen - VAMF and VAMF-var
(Veterinary only)

A new submission type has been added in line with a new procedure type introduced in VMP-Reg for
veterinary vaccine antigen master file (VAMF) certification and variation on VAMF. More
information on the procedure can be found here.

10.1. Create delivery file for VAMF and/or VAMF-var

Step Description Notes
1 Select Submission type ‘VAMF’ or VAMF-var.
Choose a submission t\rpe:* Choose a Submission-Unit:
wamf - Mo selection v
2 Select relevant Submission-Unit

Choose a Submission-Unit:"

Mo selection =

[ Mo selection ]

nitial
validation-response
responss
additional-info
closing
consolidating
corrigendum

reformat

3 The submission format cannot be changed and must always
be ‘VNeeS'.

4 VAMF The number must follow the
Enter the VAMF number in the correct format in the free format: EMEA/V/VAMF/xxxx

text field. The VAMF number will be communicated prior to
the start of the procedure.

Ll
q

Submission format:" o

VAMF number:" EMEA/V/VAMF/ 1234
Please ensure the number adheres to the correct format -
EMEA/V [ VAMF f 3300X
5 VAMF variation The number must follow the
Enter the VAMF procedure number in the correct format in  format:
the free text field. The VAMF-var procedure number will be  EMEA/V/VAMF/XXXX/VRA/YYYY

communicated prior to the start of the procedure. or
EMEA/VAMF/XXXX/VNRA/YYYY
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Submission format:

VAMF procedure numbe r EMEAN WAMF/ 1234/ VRA/2022

Please ensure the number adheres to the correct format -
EMEA,/V [ VAMF /30000 VRA/YYYY or
EMEA,/V /VAMF /30000 VNRA/YYYY

6 Add the MAH name and the Substance in the free text fields
MAH Name:" The Pharma Company Ltd

o
Substance: Substance

7 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be

your computer amended or re-named.

11. Create delivery file screen - vPTMF and vPTMF-var
(Veterinary only)

A new submission type has been added in line with a new procedure type introduced in VMP-Reg for
veterinary vaccine platform technology master files (VPTMF) and variation on vPTMF. More
information on the procedure can be found here.

11.1. Create delivery file for vPTMF and/or vPTMF-var

Step Description Notes

1 Select Submission type ‘vVPTMF’ or vPTMF-var.

Choose a submission t\rpe:a Choose a Submission-Unit:

wpkmf - No selection

2 Select relevant Submission-Unit
Choose a Submission-Unit:"

Mo selection

[ Mo selection ]

nitial
validation-response
response
additional-info
closing
consolidating
corrigendum
reformat

3 The submission format cannot be changed and must always
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be ‘VNeeS'.
4 Enter the vVPTMF number in the correct format in the free The number must follow the
text field. The vPTMF number will be communicated prior to format: EMEA/V/VPTMF/xxxx

the start of the procedure.

(M) ]
L]

Submission format:" g

VPTMF number: EMEASV/NVETME/

Please ensure the number adheres to the correct format -
EMEA /W /VPTMF /3000
5 vPTMF variation The number must follow the
Enter the vPTMF procedure number in the correct format format:
in the free text field. The vPTMF-var procedure number EMEA/V/VPTMF/XXXX/VRA/YYYY

will be communicated prior to the start of the procedure. or
EMEA/VPTMF/XXXX/VNRA/YYYY

Submission format:

VPTMF procedure number: EMESWVETMFS

Please ensure the number adheres to the correct format -
EMEA/V /VPTMF/ X0 VRASYYYY or
EMEA/V /VPTMF/ 30000 VNRASYYYY

5 Add the MAH name and the Platform in the free text fields
MAH Name:"
Platform:”
6 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be
your computer amended or re-named.

12. Create delivery file screen — Paediatric submissions

Paediatric submissions delivery files provide search attributes which will be included in the Common
Repository in near future.

More information can be found in the Guidance on Paediatric submissions.

For any questions on technical issues, please contact EMA service desk.

For Paediatric submissions regarding procedures please contact ASK EMA.

m Veterinary

Choose a submission type:*® Choose a Procedure Type:* Choose a Submission-Unit:*

paediatric submissions - No selection ~ | No selection

*Denotes mandatory fields

Submission: paediatric submissions

Generate delivery file
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12.1. Create delivery file for Paediatric submission

Go to: Delivery file UI

Step Description

1 Select Submission type ‘paediatric submissions’ and
proceed to select the relevant Procedure type and the
relevant submission unit. Each submission should contain
only a single ‘regulatory activity’ for example a submission
should not contain both annual report and responses to
PDCO request for information

Choose a submission type:”

Veterinary

Choose a Procedure Type:‘

paediatric submissions - Paediatric Investigation Plan -

*Denotes mandatory fields

Submission: paediatric submissions

2 Depending on the selected Procedure type and the
submission unit, you may need to select a Submission
description.

Choose a Procedure Type:" Choose a Submission-Unit:*

Paediatric Investigation Plan - Motification of change - No selection

Notes

Paediatric submissions covers
all types of paediatric
submissions e.g. Paediatric
Investigation Plan (PIP)
submissions, waivers,
deferrals and modifications.

Choose a Submission-Unit:*

Mo selection -

Choose a Submission description:”

[ Mo selection

Applicant change due to take-over by new legal entity

*Denctes mandatory fields

Applicant particulars’ change

Authorised contact person change

Submission: paediatric submissions

Resp

Active Substance (INN):* e rr1: @

Respo

3 Enter the Procedure number.
The procedure number is an alphanumeric value with a
specific format. You can find this number from all
procedural documents.

Paediatric procedure number is
to be found on all procedura
documents (EMA decision, PDCO
opinion, Summary report) and
communications sent to the
applicant via EudraLink. It would
have cne of the following
formats:

EMEA-wxxxmx
EMEA-wxxxmx-PIPxx-yy
EME&-xx s x-PIPxx-yy-Mxx
EME&-Cx-sxo-PIPxx-yy-Mxx

Procedure number:* B

4 Enter the Active substance (INN).
Alternatively, you can enter the pharmacopoeia name,

Public enquiry contact change
nse to Day 20 PDCO discussion
nse to Day 90 PDCO discussion

The PIP number field has been
renamed to Procedure number
and a format for the number
is enforced

More information can be
found from the Guidance on
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common name or exact scientific/chemical name. Paediatric submissions.

supmission —— - T
Recommended INN, EU

Pharmacopoeia name, commaon

Active Substance (INN):" 4 ] name or exact scientific/chemica
name in this order of descending
preference.

5 You are also invited to provide the RPI in this new optional ~ More information on the
field Research Product Identifier

and how to obtain one can be
found from the IRIS website.

Research Product Identifier:
rr1: B i

5. EMa.europa. eu

6 For certain procedures you will be asked to provide the This contact person will be
contact persons email address el Tt (B
P . notification cannot be
processed.
Please provide the email address
of the person who is the
. i add * u responsible for this notification of
Contact person’'s email address: change. This person will be the
contacted of the Notification
cannot be processed.
7 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not be

your computer amended or re-named.

For next steps refer to chapter “15. Saving the XML delivery file and preparing the submission
package”.

13. Create delivery file screen - Signal Detection (EPITT)
submissions

Signal detection is performed by the EMA, Member States and MAHs. Member States, in collaboration
with the EMA are responsible for EudraVigilance data monitoring for medicinal products authorised
nationally (NAPs), including those approved via mutual recognition (MRP) and decentralised (DCP)
procedures. For NAPs approved in more than one Member State, a worksharing has been organised
whereby lead Member States have been appointed to monitor EudraVigilance data on behalf of the
other Member States.

The responses should be submitted in English in eCTD format to the EMA within the timeline specified
in the PRAC recommendation. The requested data should be submitted within the appropriate modules
(e.g. 5.3.6. Reports of post-marketing experience) of the CTD.

13.1. Create delivery file for Signal Detection (EPITT) submission for
Nationally Authorised Product (NAP)

Step Description Notes

1 Select submission type ‘Signal Detection’ and submission unit
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Step

Choose a submission t-,,|'|:|ua:4I

Description

‘initial’. The mode is always single.

Choose a Submission-Unit:"

signal detection b nitizl

2

Product Type &

The product type is defaulted to National.
Please enter the eCTD sequence number.

Submission: signal detection

Submission format: Sequence number:”

1a = eCTD -

Enter the 5-digit EPITT number as provided in the request
sent by EMA.

Search for the relevant product(s) by typing any part of the
product name in the ‘Select a product’ field. The more you
type the more the list filtered.

The list of Nationally Authorised Products with retrieved from
XEVDMP (Art. 57 database).

Expand the product details by clicking anywhere in the field
with the selected product name and proceed to filter and
select the relevant products/presentations.

Multiple criteria may be used to filter the product selection.
You can select all products/presentations by clicking to the
field next to ‘MAH name’ field. Alternatively, click individual
lines to select relevant products/presentations.

Close the selection by clicking anywhere in the field with the
product name and repeat the previous step to include all
products/presentations for which a single submission
sequence has been prepared for.

Enter Epitt number:" 12345
Select a Pmdud:(NADs):‘

RHINOSPRAY TRAMAZOLINE

Notes

Mode:" (]

The number should be the
next number is the eCTD
lifecycle of the product.
There should be no
standalone eCTD lifecycles
created for signal detection
submissions.

The number consists of 5
numbers

It is possible to select more
than one product name from
the list to ensure that all
products and presentations
are selected.

At least one of the
products/presentation must
be selected.

MAH name Product full name Country... | Authorisation No. ... EV Code EMEA Product/MRP/DCP...
+ | SANOFI EELGIUM Rhinespray Tramazoline 1,18 mg/ml ... BE BE123807 PRD3243759
+ | SANOFI BELGIUM Rhinospray Tramazoline 1,18 mg/ml ... BE BE128807 PRD5243788
+ | SANOFI BELGIUM Rhinospray Tramazoline 1,18 mg/ml ... BE BE123807 PRD5243823
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The delivery file should not be

8 Click ‘Generate delivery file” and save the delivery file on
amended or re-named.

your computer.

14. Create delivery file screen - Article 18 submissions

The European Medicines Agency (EMA) may review COVID-19 vaccines and treatments under Article
18 of the Regulation on EMA's Reinforced Role (Regulation (EU) 2022/123).
This is intended to support national decision-making on the possible use of these medicines before a

formal authorisation is issued.

The Art. 18 submissions should be submitted to the EMA via the eSubmission Gateway in eCTD format.
14.1. Create delivery file for Article 18 submission

Step Description Notes

1 Select submission type ‘Signal Detection’ and relevanat
submission unit. For example, for the first submission the
submission unit is ‘initial’. The mode is always single and the

submission format is defaulted to eCTD. The sequence number
should be the next number

is the eCTD lifecycle of the
product.

nitial Single Product

Please enter the eCTD sequence number.

article-18

*Denotes mandatory fields

Submission: article-18

eCTD 0000

2 Please enter
e The Company/Applicant name
e Substance name
e Contact person name, email and telephone number
in the mandatory free text fields.
3 Click ‘Generate delivery file’ and save the delivery file on The delivery file should not
your computer. be amended or re-named.
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15. Saving the XML delivery file and preparing the
submission package

Step Description Notes
1 When you have generated the delivery file it is possible to
open the file to view it or to save it. The options how to open
to view or save the delivery file vary depending which
browser you are using
Do you want to open or save delivery_65981967L.xml (527 bytes) from esubweb.ema.europa.eu? Open Save = Cancel

Opening delivery 829784281 xml B
You have chosen to open:

12| delivery_829784281.xml

which is: XML Document (529 bytes)
from: https://esubweb.ema.europa.eu

What should Firefox do with this file?

@ SaveFile

Do this automatically for files like this from now en.

Office XML Handler (default) A

oK Cancel

Save the delivery file in a location where you can easily find
and identify it (especially if you are creating multiple
delivery files).

It is a good practice to save the submission package in a
clearly named folder. You can then easily save the xml
delivery file in this same folder before zipping them

together.
The delivery file should be saved in the top-level folder of
the submission package.

For human, PIP and Raw Data submissions this means in
the same level with the submission folder.

For veterinary submissions in VNeeS, the XML delivery file
should be located in a top-level folder on the same level as
the VNeeS root folder (see example below).

Ensure your VNeeS root is
placed in a higher-level folder
together with the XML for
easier zipping.

Remember that the VNeeS
checker should be run on the
VNeeS root prior to zipping
the root folder and the xml
delivery file together.

EMA/346582/2016

Page 85/90



Example: Place the XML delivery file in a human

It is important to name the submission zip package with
the 4-digit sequence number. If your submission is not in
eCTD, please use 0000. The sequence number in the
delivery file and inside the submission package must be the

submission
@le , v Computer » puusaan (\\FSb\eudralink) (L:) » Wonderpil AC001234 renewal » | Save the delivery
file in the same
Organize Mew folder folder with the
— submission folder
- Favorites Mame / TETE T Type
o
Bl Desktop , 0025 19/05/2016 19:12 File folder
& Downloads =] delivery_ 829784281 19/05/2016 19:13 XML Document

.
=, Recent Places

3 Libraries
3 Documents

* | delivery 829784281 REDSAEAAL
1-Zip

% Combine fies in Acrobat...
o Edit with Notepad++
0 Scanfor threats.

Always avadable cffine

Send to

e 1 | «———] Zip the submission
w-S=cument 1 Kl folder and the
’ delivery file together
2

Compressed (zipped) folder

LT TR P

@uv| . v Computer » puusaari (\F5Sbheudralink) (L:) » submission »

Organize New folder

- Favorites =

Bl Desktop
& Downloads

v
=l Recent Places

3 Wonderpill HC001234 renewal

Send the zip package
containing the
submission and the

Date modified Type delivery file using
eSubmission
20/05/2016 09:07 zip Arcll - Gateway/eSubmission

Syncplicity Web Client

Example: Place the XML delivery file with the Veterinary submission VNeeS root folder into a high

level (zipped) folder
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Save the delivery
e, file in the same
- - : «— - folder with the
@"\J'| |« kaczmarczykd (\\FSb\eudralink) (L) » Vetproduct IB 0015 » | #3] folder with the
AT Rk Top level folder (ZIP)
Mame
il Libraries
= , root-vetproduct-emea-v-c-035-18-0015
j Documents .
] || delivery 1066022769
J‘- Music
k= Pictures
- ] VNeeS root folder
B videos
1M Computer
5 emea (WWF5a) (&)
NEJIL) P viveed » - [ vy

Name Date modidfied Type Size - .
Zip the submission
folder and the

root-vetpill-v-¢-002010-ib-005-may2016
delivery file together

* delivery 769537063 wmeromcsass| ] -
1-Zip »

% Combine files in Acrobat...

[&f Edit with Notepad+ +

U Scanfor threats...

2
Always available offline
Send to » | |, Compressed (zipped) folder
@'\:j'| ) » Computer »|puusaari (\\FSb\eudralink] (L:) | b|‘u‘NeeS 3
Organize » Mew folder
v Favorites MName . Date modified Type Size
Bl Desktop (@ vcoon1234 Vetpill 20/05/2016 09:16 zip Archive 1,718 KB
4 Downloads
Zl Recent Places
LAWVNeeS\WC0001234 Vetpill.ziph Once you have created the single
: : - : zip folder you may check that the
File Edit View Favorites Tools Hel folder only contains the
P

submission root folder and the

+ m <~ wp wmp K ﬁ delivery file.

=i

Add  Bdract Test Copy Move Delete Info Send this zip package using
eSubmission
, I Gateway/eSubmission Syncplicity
T (& L\NeeS\C0001234 Vetpill zip\ Gateway/e
Mame

J root-vetpill-v-c-002010-ib-005-may2016
|£| delivery_T69537063 xml

Example: Place the XML delivery file in a PIP submission
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§U¢'| » Computer » puusaari (\\Fsbheudralink) (L:) » PIP » 001968 paediatrics » gfevﬁlt:heei?xzry
. folder with the
Organize * I'] Open - Mew folder submission folder
¢ Favorites Mame Date modified Type Size
Bl Desktop 2016-may-pip-001968 20/05/2016 08:58 File folder
& Downloads |2 delivery_ 658647866 20/05/2016 09:00 XML Document

=| Recent Places

@k.-f' v Computer » puusaan (\WFSBveudralink) (L) » PIP » 001963 paediatrics »
Organize 4 Open Mew folder
e ame Zip the submission
Jliis : folder and the
B Desktop W6 maypip 0068 | delivery file together
& Dewnloads * | delivery 6586478566
=] Recent Places
% Combine files in Acrobat...
3 Libranies )
Y Documnints & Editwith Motepads+ +
@' Music B Scanfor threats...
3 MNew Library 2
Alwa:,ln avalable offline
= Pictures
B videos Send to ¥ ||], Compressed (zipped) folder
@@v| + Computer » puusaari (\FSb\eudralink] (L:) » PIP
Organize v Mew folder Send the zip using
* - eSubmission
e Favorites MName Date modified il Gateway/eSubmission
Syncplicity Web Client
B Desktop (2] 001968 Paediatrics 20,/05/201¢ 7 yneplicity
4 Downloads

Example: Place the XML delivery file in other non-structured submissions for example Raw Data

submission

If your submission is permitted to not follow any specific electronic format such as eCTD, NeeS or

vNeeS, i.e. you are submitting a loose collection of documents or a sin

gle document and you have

chosen ‘Other’ as Submission format, make sure your documents are first placed in a folder as in the
above example for PIP submission. You can name this folder in whatever manner meaningful to you,
for example for Raw data submissions you can use the product name or the product number. Once this

is done, place the delivery file on the same level as shown above and zip the submission folder and the

delivery file together in the same manner.

4 It is very important to ensure that the delivery file is in the
correct level within the submission zip folder. There must
be no additional empty folders i.e. the folder structure must
not be superfluous.

Any deviations in the location of the delivery file will lead in
failure of the submission.

5 Log into eSubmission Gateway or the eSubmission

Syncplicity Web Client and send the package following
instructions in the user guide.

Note:

It is important that only 1
delivery file is included in the
submission package.

It is important that the
delivery file is not inside the
submission content zip file.

See user guide ‘How to send
submissions via the
Syncplicity Web Client’
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eu.syncplicity.com

~vsyncplicity

by axway

The easiest way to sync and share your files
Log in to Syneplicity

Email

Password

Create Account
Reset Password

Where do | enter my password?
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16. Issues with delivery file creation

After a new release you may experience issues due to cookies (clear the cache) to the old version. It is
recommended to clear cookies and refresh the screen if any unusual behaviour is detected. For
persistent issues: try ‘InPrivate’ or incognito browsing — open new instance Ctrl+shift+P in IE and
Mozilla Firefox or Ctrl+shift+N in Google Chrome.

If you are experiencing issues with the XML delivery file screen or eSubmission Gateway/eSubmission
Syncplicity Web Client, please contact the EMA via the EMA Service Desk.
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