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eSubmission Web Client v 3.7.0.0 — new
functionality
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Update the message on the landing page - Human (SD-198987) )

For Hurian cedures, fHhe ired submission format is eCTD (mandatory for all centrally suthorised,
DCP, MRP and nafionaily suthorised (NP) products ). More information on the mandatory wse of eCTD please

see eSubrriission website, F] IR DPE
SCIENC

Human

EUROPEAN MIEI,.;ICINL'S AGENCY

Human and Veterinary domains;
Updated message on mandatory use
of eCTD/VneeS on the landing page
of the Web Ul for Human and

Veterinary Submissions

For Veterinary procedures, the reguired submission format is VNeeS frmandafory for sl cenfralily
suthorized, DCP, MRP and nativnaily suthorized (NP) products ). More information on the mandatory use of
VoeeS please see eSubmission websife,

SCIENCE

Human
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FoROPEAN MEDICINES AGENCY

MEDICINES HEALTH




Brexit Related Feature (SD-207332)

EUROPEAN MEDICINES AGENCY

For Human procedures, the required submission format is eCTD (mandatol

for all centrally authorised, DCP, MRP and nationally authorised (NP)
products). More information on the mandatory use of eCTD please see

EUROPEAN MEDICINES AGENCY

eSubmission website.
SCIENCE MEDICINES HEALTH
Human Veterinary
Choose a submission type:t Choose a Submission-Unit" Mode:™ (i}
transfer-ma hd initial - Single Product
*Denotes mandatory fields
Submission: transfer-ma
Product Type:” Submission format:™ Sequence number: ©
Centralised v eCTD v Enter 4 digit no.
Brexit relatad OYes ONo
procedure:”
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Human and Veterinary
domains; ‘Brexit related
procedure’ tick box is
replaced with mandatory Yes

/ No radio buttons

Related sequence:



PASS 107 submission - link to PASS FM (SD-177839)

EUROPEAN M INES AGENCY

For Human procedures, the required submission format is eCTD (mandato,
for all centrally authorised, DCP, MRP and natit horised (NP)
products). More i ion on the datory use of eCTD please see
eSubmission website.

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
m Veterinary
Choose a submission l'ylna:t Choose a Submission-Unit™ Mode:™ ;]
pass107n - response - Single Product -
*Denotes mandatory fields
Submission: pass107n
Product Type:” Submission format:* Sequence number: ~ Related sequence:
National - eCTD -
Select Pam Code:* @
PASS INI (107) submission PRAC only 60 Days (H) -
ISeIectPassProcedureNn:I I Enter Pass Number (format EMEA/H
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/XXX/PSX/X/1234[]
Select a Product:*
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Human domain only: It is now
possible to select the PASS
procedure number for subsequent
submissions for PASS 107n, 1070
and 107qg submissions for Nationally
Authorised Products. The PASS
number selection is not available for

initial PASS submissions or for CAPs.

If pass procedure number is not
found in the available list, user will

be able to enter this value manually.



Consolidation unit type — Withdrawal information (SD-198921)

EUROPEAN MEDICINES AGENCY

For Human procedures, the required submission format is eCTD (mandatol

for all centrally authorised, DCP, MRP and nationally authorised (NP)

products). More information on the mandatory use of eCTD please see EUROPE A N MEDIC]NES AGENCY

eSubmission website.
SCIENCE MEDICINES HEALTH
m Veterinary
Choose a submission type:* Choose a Submission-Unit™ Mode:” (1]
var-typela - consolidating - Single Product
p— —
Includes Choose a Withdrawal type™ 6
withdrawal: . Yes
No selection
*Denotes mandafo No selection
procedure
- artial
Submission:f P
Product Tvpe:' Submission format:” Sequence number: *
Centralised v eCTD E
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Related sequence:

Human domain only;
Ability to indicate if a
consolidation
submission includes a

withdrawal.

For variation and
extension procedures
when ‘includes
withdrawal’ is selected it
is possible to indicate if
the withdrawal concerns
the whole procedure or

is only ‘partial’.



Consolidation unit type — Withdrawal information (SD-198921)

EUROPEAN MIL;ICI NES AGENCY
Human domain only;
Ability to indicate if a

consolidation
for all centrally authorised, DCP, MRP and nationally authorised (NP) submission includes a

products). More information on the mandatory use of eCTD please see EUROPE AN M EDIC INES | AGENCY

eSubmission website,
SCIENCE MEDICINES HEALTH

For Human procedures, the required submission format is eCTD (mandatory

withdrawal.

For variation and

m Veterinary extension procedures
when ‘includes
Choose a submission type:™ Choose a Submission-Unit” Mode:" f withdrawal’ is selected it
extension | idat ] is possible to indicate if
extension A consolidating v
the withdrawal concerns
Includes Choosa a Withdrawal type™ @ the whole procedure or
withdrawal: .YES . . -
p— is only ‘partial’.
partial v
*Denotes mandatory fields
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Related Sequence Number (SD-298672)

Human domain only;

For Human procedures, the required submission format is eCTD (mandatoi R e I ate d Se q u e n Ce

for all centrally authorised, DCP, MRP and nationally authorised (NP,

Esrzit:nc:sss};r:u:;;r;?eﬂnaﬁun on the mandatory use of eCTD please see EUROPEAN MEDICINES AGENCY .
— SCIENCE MEDICINES HEALTH number should contain

. identical value to the
uman Veterinary
sequence number where

Choose a submission type: Choose a Submission-Unit" Mode:" [i ]
notification-61-3 - initial - Single Product - SumeSSion—unit |S either
*Denotes mandatory fields ‘ I n Itlal ’ 0 r ‘ RefO rm at’ -

Submission: notification-61-3

Product Type:' Submission format:* Sequence number: ® Related sequence:
Centralised = eCTD A 0000 0000
Brexit related OYes @No

+
procedure:

Select a Product:* ReFacto AF-EMEA/H/C/000232

Product EMA number: EMEA/H/C/000232
Product short name: ReFacto AF

ATC Code: BO2BD02

INN: MOROCTOCOG ALFA

MAH: Pfizer Europe MA EEIG

Generate delivery file
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EV Code to be included in Product selection screen (SD-43190)

EUROPEAN MEDICINES AGENCY

is eCTD (mandato
horised (NP)
TD please see

j—4
EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

m Veterirary
Choose a submission tvpe:* Choose a Submission-Unit* Mode:™ (i)
signal detection - initizl - Single Procduct

*Denotes mandatory fields

Submission: signal detection

Product Type:™ Submission format:™ Sequence number: ©

National = eCTD - 0201

Enter Epitt number:* 23452

select a Product(NAPs): ™"

x AFLUDITEMN

MAH name Product full name Country... Authorisation No_.. EV Code
BB PHARMA A.S. AFLUCITEN 25 mg/ml cz 68/012/76-5/C
BE PHARMA A.S. AFLUCITEM 25 mg/mil SK 68/0012/76-5
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PRD1617710

PRD1617711

EMEA Product/MRP/DCP...

Human domain only;
When Nationally
Authorised Products are
selected for relevant
procedures the EV Code
is now visible in the

Product selection screen



EV Code to be included in Product selection screen (SD-43190) |

EUROPEAN MEDICINES AGENCY

Human domain only;

Product selection Procedure number; PSUSA/00000526/201805 When Nationally
Authorised Products are
Sequence number: ! Enter 4 digit no.
selected for relevant
rocedures the EV Code
MAH name Product full name Drug ingredient  Country... Authorisation no. BV Code EMEA product/MR... P

is now visible in the

Product selection screen

NOVARTIS EUROPHARM LIMITED Ilaris 150 mg powder and solvent for..  CANAKINUMAB NO EU/1/08/564/003 XXHXX EMEA/H/C/001109
NOVARTIS EUROPHARM LIMITED I1aris 150 mg powder and solvent for..  CANAKINUMAB u EU/1/09/364/003 X000 EMEA/H/C/001100
NOVARTIS EUROPHARM LIMITED I1aris 150 mg powder for solution for...  CANAKINUMAB u EU/1/09/364/001 XXX EMEA/H/C/001100
NOVARTIS EUROPHARM LIMITED I1aris 150 mg/ml solution for injection ~ CANAKINUMAB 15 EU/1/09/364/004 XK EMEA/H/C/001100
NOVARTIS EUROPHARM LIMITED I1aris 150 mg powder for solution for...  CANAKINUMAB E EU/1/09/364/002 XXX EMEA/H/C/001100
NOVARTIS EUROPHARM LIMITED I1aris 150 mg/ml solution for injection ~ CANAKINUMAB NO EU/1/09/364/004 Y0000 EMEA/H/C/001100
NOVARTIS EUROPHARM LIMITED I1aris 150 ma powder and solvent for..  CANAKINUMAB Al EU/1/09/364/003 X0 EMEA/HICI001100
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Alignment of human and vet to include same metadata (SD-202303

EUROPEAN MEDICINES AGENCY

Veterinary domain only;

(@
e o

alignment of functionalities

v authorised
iSpiazse <eo EUROPEAN MEDICINES AGENCY between human and
E MEDICINES HEALTH
veterinary domains to include
same metadata
Choose a submission type:™ Choose a Submission-Unit"™ Mode:™ [i]
maa ~ ) Jl | Single Product . ‘Customer reference’ field has
*benotes mandatory fields been added for relevant
Submission: maa procedures'
Product Type:™ Submission format:"
Centralised - VMeeS (pharmaceutical product) v2.6 -~
Select a Product:* Enter EMA
Product EMA number:
Customer number~ & Customer reference @
000086, Enter customer reference
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Alignment of human and vet to include same metadata (SD-202303

sed

Human

Choose a submission type:*

transfer-ma

Product Type:™

Centralised

Select a Product:*

—t

== EUROPEAN MEDICINES AGENCY

MEDICINES HEALTH

Choose a Submission-Unit™ Mode:™ [:]

Mo selection - Single Product

*Denotes mandatory fields

Submission: transfer-ma

Submission format:™

- VMeeS (pharmaceutical product) v2.6

Product EMA number:
Product short name:
ATC Code:

INN:

MAH:
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EUROP! lAzl MEDICINES AGENCY

Veterinary domain only;
alignment of functionalities
between human and
veterinary domains to include

same metadata

ATC code, INN and MAH
details have been added for

all procedure types except

maa .



Alignment of human and vet to include same metadata (SD-202303

EUROPEAN ME V'CINES AGENCY

var-typelb b initial - Single Product

*Denotes mandatory fields

Submission: var-typelb

Product Type:™ Submission format:™
Centralised - VNeeS (pharmaceutical product) v2.6
Brexit related procedure:™ OYes OCNo

Select a Product:™ Metacam-EMEA/V/C/000033

Product EMA number: EMEA/V/C/000033
Product short name: Metacam

ATC Code: QMO1ACO6

INN: MELOXICAM

MAH: Boehringer Ingelheim Vetmedica GmbH

Grouping (more than one scope): [
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Veterinary domain only;
alignment of functionalities
between human and
veterinary domains to include

same metadata

‘Grouping (more than one
scope)’ has been added for all

variation types.

This feature should be used
to indicate that multiple
scopes are affecting the same
product — it is not the same
as the ‘IG’ grouping of

variations.



Alignment of human and vet to include same metadata (SD-202303

EUROPEAN MEDICINES AGENCY

Veterinary domain only;
rumar

alignment of functionalities

Choose a submission tvpe:* Choose a Submission-Unit™ Mode:™ (]

var-type2 - initial - WS - between human and

veterinary domains to include

*Denotes mandatory fields

Submission: var-type2 same metadata
Product Type:™ Submission format:™
. : For WS/IG procedures the
Centralised - YMeeS (pharmaceutical product) v2.6 -
same text for both Human
Brexit related procedure:* -Yes O No
and Veterinary is now used:
Select a Product:™ Clomicalm-EMEA/ N/ C/000039 ‘Select WS/IG number7-

Product EMA number: EMEASV/C/000039

Product short name: Clomicalm

ATC Code: QNOBAADS For WS/IG procedures, the
INM: CLOMIPRAMINE HYDROCHLORIDE

MAH: Elanco GmbH

customer number and

Grouping {more than one scope): [

customer reference fields
Select WS,/ IG number:™ Mothing selected -
have been added.
Customer number™ €& Customer reference &
0000G
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Alignment of human and vet to include same metadata (SD-202303

EUROP! lAQMI DIL,IN[ S AGENCY

Veterinary domain only;

<> . N
V alignment of functionalities
between human and
EUROPEAN MEDICINES AGENCY . . .
SCIENCE MEDICINES HEALTH veterinary domains to include

same metadata

Human For initial MRL submissions

L + i .4 where the procedure number
Choose a submission type: Choose a Submission-Unit

MRL-ful . initial - is not available a tick box is

used to indicate that the
"Denotes mandatory fields procedure number has not

Submission: MRL-full been assigned.

Select Substance:” Submission format:* Procedure number:”

Enter substance name VNeeS = Enter procedure No.

Procedure number not assigned: [
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Alignment of human and vet to include same metadata (SD-202303

EUROPE/ 2 MEDICINES AGENCY

@

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Choose a submbssbon type:” Choose a Submilsshon-Undt”

HEL-full - TESPONE -

'[:I-e:'ll:u*'!. e ptery Galds
Submission: MRL-full

Select Substance:” Submission format:" Procedure number:”

PEARLITOL FLASMH el - | i |

EMEASMAL 08 LFULL 0002

EMEA/V/MRL/ 00251 0/EXTN/ 0003

EMEANMRAL 003298,/ MODF 004
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Veterinary domain only;
alignment of functionalities
between human and
veterinary domains to include

same metadata

For MRL responses and
additional-info the procedure
number list shows the
relevant MRL applications

relating to the substance.



EUROPEAN MEDICINES AGENCY

Thank you for your attention

Further information

https://servicedesk.ema.europa.eu

Temporary visiting address Spark building « Orlyplein 24 « 1043 DP Amsterdam « The Netherlands
For deliveries refer to www.ema.europa.eu/how-to-find-us
Send us a question via www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Follow us on % @EMA_News


https://servicedesk.ema.europa.eu/
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