EUROPEAN MEDICINES AGENCY

CE MEDICINES HEALTH

December 2021
EMA/349321/2013
Information Technology

Electronic Application Form Data Exchange Standard
3.0

Supplementary Specification Annex 2 “Variations Form” v.1.26.0.0

Official address Domenico Scarattilaan 6 ¢ 1083 HS Amsterdam e The Netherands
Address for visits and deliveries Referto www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© EuropeanMedicinesAgency, 2021. Reproduction is authorised provided the sourceis acknowledged.


http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact

Table of contents

I 1 011 0o [ Tod 1o o TP TUPPUPPRPPUPPPRS 3
1.1. How to read thiS dOCUMENT .......ovuiiiiiii e 3
1.2. SeCtioNS COMPONEINES. .....ii e ittt e e e e e e e et e bbbt 4

1.2.1. The Elements Mapping TabI.......coeriierceesseee sttt 4
1.2.2. The BUSINESS RUIES TADIE.......c.cueieieicieieicicicteict s 5
1.2.3. The Element Tree Diagram (ETD)......cccouviiieiririeirisissssssssssseisssssssssesssssssssssssssssssssssssssssssssssssssssesssssnns 5

2. VarTAIONS FFOIML...iiiiiiiieieii et e et e et e e e nnaeee s 6
2.1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION............... 7
2.2.PRODUCTS CONCERNED BY THIS APPLICATION.......cciviiiiiiieieeeeeii e 11
2.3. TYPE OF CHANGE(S) .. et tteittiiiie ettt ettt e e e e e e e eeaaa s 13
2.4. Type IB & Type Il Variations — new Indications — orphan medicinal productinformation
...................................................................................................................................... 17
2.5. Type IB & Type Il variations - Paediatric requirements............cceeeeeeeeinenieeeeeieeiieeienene, 21
2.6. Type Il variations — Extended data exclusivity/market protection.................cccoeeeeennnnnn. 23
2.7. The following amended product information proposals are provided in the relevant
sections of the EU-CTD format or NTA volume 6B format, where applicable:..................... 31
2.8. DECLARATION OF APPLICANT ...ttt 33
B Y (o = (U = PP 34

MaIN SIGNALOTY SECLION .....c.vviiiiicee e bbbttt bbb a e s bR s e nene s 38
AddItIONa ] SIGNATOTIES SECLION. .....cucviveieieieicieieiete et e s s s s s s s s s s 40

About this DOCUMENE .............................ccooiiieiee e 41

Definitions, Acronyms, and Abbreviations.................................. 41
F ol 10017/ 1 OO OO TO TSP 41

Electronic Application Form Data Exchange Standard 3.0 Page 2/41



1. Introduction

1.1. How to read this document

In association with this document the variations.xsd file contains the XML
schema file that provides a description of the structure of all the concepts used for
this annex. This will enable you to construct a data extraction/generation script to
populate the relevant information to/from your systems. This schema file can be
found on the esubmissions website under the eAF page at the following link:

http://esubmission.ema.europa.eu/eaf/index.html

The “Chapters” refer to the paragraph number of the paper application form. The
“Sections” refer to the paragraph numbering of this document.

Some diagrams are too large to describe the whole hierarchy on only one page.
Therefore, the diagrams are splitin sub sections that might not be in line with the
paper documentchapters.

In order to find your way back in this document when starting from paper
document refer to the chapters’labels and numbering.

The information provided in this document focuses only on the initial human
application form information and how it is mapped with the DES 3.0 standard.

Description and definition of the DES 3.0 Concepts used in this document can be
found in the DES 3.0 supplementary specifications document. This again can be
found on the esubmissions website under the eAF page.
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1.2. Sections Components

Each section is split in three components that show different aspects of the DES
3.0 standard applied to the application form.

1.2.1. The Elements Mapping Table

This table describes how the mapping between the paper form fields of a specific
chapter and the elements of the DES 3.0 Model.

The table consists in 4 columns:

e Element Id: The id of the field used in business rules. <paragraph>-
<numeric order> Ex: 264-1

e Label: The label of the field in the application form is sometimes preceded by
a chapter numbering.

e DES 3.0 Mapping: It is the corresponding mapped-to element in the DES 3.0
model. It contains at least one mapped-to element. The mapping shows the
hierarchy from the root element to the leaf element with the parent-child link

represented by the “/” sign.

e« RDM Mapping: It is the corresponding mapped-to attribute in the RDM
Model. The mapping shows how to get the information in the RDM relational
model through links between the technical concepts represented by the “>"
sign.

The minimal notation is always “<technical concept parent>/" in the common

context and “<mapped-to element>"in the DES 3.0 column.

The description of the technical concept parentis in the DES 2.0 supplementary

specifications sections7.1and 7.2

If there is no mapping, the DES 1.0 element remains in the form specific part of

the model.

e Remarks: Contains any relevant information concerning the element values,
format or business rules.

Colours

Text: Tells that the elements are not part of the RDM 3.0 and can be found only in

DES 3.0 with no similarity in terms of definition.

Text: Tells that there is no existing mapping between the DES 3.0 and RDM 3.0.

The missing mapping can be of two kinds.

o “ignored” based on the decision of the RDM team not to map the element
o “not mapped”: The RDM 3.0 may contain more or less elements because
the RDM 3.0 draft came after the DES 3.0.
Text: Tells that the RDM element is an additional linked entity comparing to the
DES 3.0 hierarchy.

Note: The EUTCT controlled terms used in the RDM 3 are not always published
yet. That's why some of the DES lists only provide a “short-name” which does not
directly corresponds to a CTL term id in RDM model.

Electronic Application Form Data Exchange Standard 3.0 Page 4/41



1.2.2. The Business Rules Table

All the rules are gathered with their corresponding Element Tree Diagram (ETD)
and are defined as follows:

Element: The name of the element mentioned in the (ETD)

Default Cardinality : Cardinality that applies by default. It corresponds to the
cardinality of the concerned elementin the ETD.

Rule: Description of the condition to be evaluated.

Effect: if the condition is evaluated to true then the effectis applied.

1.2.3. The Element Tree Diagram (ETD)

The data structure constraints are captured in a graphic approach to facilitate the
reading and assessment by the business.

The model used refers to the one used by W3C (World Wide Web Consortium XML
Specification DTD for its publication standard issued in 1998.

The modelis called “Element Tree Diagram” (ETD)

The diagrams of this version reflect the DES 3.0 standard described in the DES
3.0 Supplementary Specifications document. The ETD shows which are the
concepts involved in the mapping of all the application form fieldsin the Element
Mapping Table and the hierarchical constrains between them.
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2. Variations Form

The “variations-form” is the highest level of the form specific model that represents the paper
form. All sections are fully mapped to the Reference Data Model core concepts and common
application form concepts.

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/ Application >
Elem Id Label DES 3.0 Mapping RDM 3.0 Remarks
Mapping
E2.1 APPLICATION FOR VARIATION TOA maa:applicationInformation/ See Section 2.1
MARKETING AUTHORISATION
E2.2 PRODUCTS CONCERNED BY THIS maa :productsConcerned/ See Section 2.2
APPLICATION
E2.3 TYPE OF CHANGE(S) maa:typesOfChanges/ See Section 2.3
and
maa:presentProposed/
and
maa:otherApplications/
E2.4 Type II Variations - new Indications — orphan maa:newlndications/ See Section 2.4
medicinal productinformation
E2.5 Type II Variations — Paediatricrequirements maa:paediatricRequirements/ See Section 2.5
E2.6 Type II variations — Extended data/market maa:extendedData/ See Section 2.6
exclusivity
E2.7 The following amended product information proposals maa:annex/ See Section 2.7
are provided in the relevant sectionsof the EU-CTD
format for NTA volume 6B format, where applicable:
E2.8 DECLARATION OF APPLICANT maa:declarationOfApplicant/ See Section 2.8
E2.9 Signatures maa:Signatory/ See Section 2.9

Element Tree Diagram

eu_application_form

variations-form|

applicationInformation||productsConcerned

Section2.1eee Section2.2eee

)

newIndications

paediatricRequirements

Section2.4eee0

Section2.5ee 0

typesOfChanges

extended

Data

presentProposed

Section2.6eee

annex

otherApplications

Section2.3eee
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2.1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-

form/maa:applicationInformation/

Application >

Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E21-1 Human maa:human Domain CTL B21-1
E21-2 Veterinary maa:veterinary Domain CTL B21-1
E21-3 National Authorisation in MRP/DCP maa:nationalAuthInMRP Procedure Type CTL
E21-4 EU Authorisation maa:euAuthorisation Procedure Type CTL
E21-5 National Authorisation maa:nationalAuthorisation Procedure Type CTL
E21-6 Variation procedure number(s)®: maa:procedureNumbers/ MP Procedure > procedure
maa:procedureNumber number
E21-7 Reference Member State/ Reference maa:.referenceMemberState MP Procedure > Role >
Authority for worksharing Country CTL
E21-8 Concerned MemberState(s) maa:concernedMemberStates/ | MP Procedure > Role >
maa:concernedMemberState Country CTL
E21-9 Type of Application (tick all applicable
options)
E21-10 Single variation maa:applicationType Var Grouping CTL B21-2
(value=1)
E21-11 Groupingof variations maa:applicationType Var Grouping CTL B21-2, B21-3
(value=2)
E21-12 Include a line extension maa:indudelineExtension Var Grouping CTL B21-3
E21-13 Worksharing maa:workshare Var Grouping CTL
E21-14 Type Ay maa:typelAIN Var Type Summary CTL B21-4
E21-15 Type IA maa:typelA Var Type Summary CTL B21-4
E21-16 Type IB unforeseen? maa:typelBUnforeseen Var Type Summary CTL B21-4, B21-5,
E21-17 Type IB maa:typelBForeseen Var Type Summary CTL B21-4, B21-5
E21-18 TypeII maa:typell Var Type Summary CTL B21-4, B21-5,
B24-1, B26-2
E21-19 | Type 1 Art. 20% maa:typellArt29 Var Type Summary CTL B21-4, B21-5,
B24-1, B26-2
E21-20 Change(s) concemn(s) (for TypeIBand Type
1I variations only, tick all changes applicable)
E21-21 Indication maa:indication Var Domain Summary CTL B21-5, B24-1
E21-22 Paediatric Requirements maa:paediatricindication Var Domain Summary CTL B21-5, B24-1
E21-23 Safety maa:safety Var Domain Summary CTL B21-5, B21-6
E21-24 Following Urgent Safety Restriction maa:followingUrgentSafetyRes | var Domain Summary CTL B21-6
triction
E21-25 Quality maa:Quality Var Domain Summary CTL B21-5
E21-26 Annual variation for human influenza maa:AnnualVariation Var Domain Summary CTL B21-5
vaccines
E21-27 Non-food producing target species maa:targetSpecies Var Domain Summary CTL B21-5
E21-28 Other maa:other Var Domain Summary CTL B21-5
E21-29a Variationto changesrelatedto the maa: covidSubstanceChange” | v/ar Domain Summary CTL B21-5
active substance ofa human
coronavirusvaccine
E21-29b Medical Device maa:medicalDevice Var Domain Summary CTL B21-5
Name and addressof the MA Holder?
E21-30 Company Name maa:maHolder/maa:role/rdm: | Application > Party >
name Organisation > Name
E21-31 Address1 maa:maHolder/maa:contact- Application > Role>
details/rdm:address1 Party>Contact Details >
maa:maHolder/maa:contact- Address
details/rdm:address2
maa:maHolder/maa:contact-
details/rdm:address3
maa:maHolder/maa:contact-
details/rdm:address4
E21-32 city maa:maHolder/maa:contact- Application > Role>
details /rdm:city Party>Contact Details > City
E21-32a | State maa:maHolder/maa:contact-

details/rdm:state
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E21-32b | county maa:maHolder/maa:contact-
details/rdm:county
E21-33 PostCode maa:maHolder/maa:contact- Application > Role>
details/rdm:post-code Party>Contact Details > Post
Code
E21-34 Country maa:maHolder/maa:contact- Application > Role>
details rdm:country Party>Contact Details >
Address > Country CTL
E21-34a | orglD maa:maHolder/maa:contact-
details/rdm:orgID
E21-34b locID maa:maHolder/maa:contact-
details/rdm:locID
E21-34c loc-modifiedDate maa:maHolder/maa:contact-
details/rdm:loc-modifiedDate
E21-34d org-modifiedDate maa:maHolder/maa:contact-
details/rdm:org-modifiedDate
E21-34e Language maa:maHolder/maa:contact-
guag details/rdm:language
E21-35 Name and addressof contact person6
E21-36 Title maa:maContact/maa:role/rdm | Role>Party>Person> Personal
:personal-title Title
E21-37 First name maa:maContact/maa:role/rdm | Role>Party>Person> given
:given-name name
E21-38 Surname maa:maContact/maa:role/rdm | Role>Party>Person> family
:family-name name
E21-39 Company Name maa:maContact/maa:contact- | Role>Party>Person>
details/rdm:companyName Company name
E21-40 Address1 maa:macContact/maa:contact- | Role>Party>Contact
details/rdm:address1 Details > Address
maa:maContact/maa:contact-
details/rdm:address2
maa:maContact/maa:contact-
details/rdm:address3
maa:maContact/maa:contact-
details/rdm:address4
E21-41 city maa:maContact/maa:contact- | Role>Party>Contact
details/rdm:city Details > City
E21-41a | State maa:maContact/maa:contact-
details/rdm:state
E21-41b county maa:maContact/maa:contact-
details/rdm:county
E21-42 PostCode maa:maContact/maa:contact- | Role>Party>Contact
details/rdm:post-code Details > Post Code
E21-43 Country maa:maContact/maa:contact- | Role>Party>Contact
details/rdm:country Details > Address >
Country CTL
E21-43a orglD maa:maContact/maa:contact-
details/rdm: locID
E21-43b locID maa:maContact/maa:contact-
details/rdm: locID
E21-43c Loc-modifiedDate maa:maContact/maa:contact-
details/rdm: loc-modifiedDate
E21-43d | Org-modifiedDate maa:maContact/maa:contact-
details/rdm: org-modifiedDate
E21-43e Language maa:maContact/maa:contact-
details /rdm:language
E21-44 Telephone maa:maContactmaa:contact- Role>Party>Contact
details/rdm:phone Details > Electronic
contact>electronic contact
E21-46 Email maa:maContact/maa:contact- | Role>Party>Contact

details/rdm:email

Details > Electronic
contact>electronic contact
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Element Tree Diagram

eu_application_form ——variations-form applicationInformation
applicationType indication
:yes-no :yes-no
includeLineExtension paediatricReq uiremenrl
'yes-no yes-no
workshare safety
yes-no 'yes-no
typelAIN followingUrgentSafetyRestriction
:yes-no 'yes-no
typelA Quality
Variationto changesrelatedto
‘yés-no yes-no the active substance of a human
coronavirusvaccine
typeIBUnforeseen AnnualVariation
‘yes-no
Medical Device 'yes-no 1yes-no

— targetSpecies

:yes-no typelB
'yes-no
'yes-no
—{ other +
typell
W2 'yes-no
:yes-no concernedMemberStateqd
+ typellArt29 | referenceMemberState |
yes-no concernedMemberStateq
procedureNumbers :CTL
— euAuthorisation :CTL
| nationalAuthorisation ‘yes-no
rocedureNumber | i
2 veterinary |, oo o
/text nationalAuthInMRP
‘yesno L1 maContact
LN )
human
'yes-no
+
maHolder P
LN )
| oo o]
role contact-detaild
role :contact-details-type :member-states
eeo o]
I I I I I I I I I I I I
company-name ((Addressl|(Address2 Address3||Address4 city |[state county||Post-code(|country] |email | | phone]
/text ltext ltext ltext ftext text  frext ftext /text CTL  ltext /text
org-modifiedDate Loc-modifiedDate orgID locID language
date date text text text
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Business Rules

Rule ID Elementid(s) Default BR Rule Effect(s)
B21-1 E21-1, E21-2 Mandatory Mutually Exclusive
B21-2 E21-10, E21-11 Mandatory Mutually Exclusive
B21-3 E21-11, E21-12 E21-11 is If E21-11 is selected, then E21-12 is
mandatory, E21-12 displayed but not required.
is optional
B21-4 E21-14 to E21- Mandatory At least one mandatory, more thanone
19 allowed
B21-5 E21-21 to E21- Mandatory If any of E21-16 to E21-19 are selected,
23, E21-25 to then at least one of E21-21 to E21-23,
E21-28, E21-25 to E21-28 is required, more than
E21-16 to E21- one are allowed
19
E21-23 is If E21-23 is selected, then E21-24 is
B21-6 E21-23, E21-24 Mandatory, E21-24 displayed but it is still optional
is optional
Optional If E21-1 is selected then E19a and E39b
B21-6 E39a, E39b are displayed
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2.2. PRODUCTS CONCERNED BY THIS APPLICATION

Common DES 3.0 Context Common RDM Entry point
maa:eu_application_form/maa:variations- Application >
form/maa:productsConcerned/maa:products/
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E22-1 MRP VariationNumber8 maa:redBox/maa:variationNumber
E22-2 Active Substance(s) maa :redBox/maa:activeSubstances
E22-3 ActiveSubstance maa:redBox/maa:activeSubstances/maa:activ
e-substance/maa:substance-name/maa:name
E22-4 Member States maa:redBox/maa:bluebox/maa:memberState
E22-5 8 maa:redBox/maa:bluebox/maa:greebox/maa:
MANumber maNumbers/maa:maNumber
E22-6 Invented Name maa:redBox/maa:bluebox/maa:greebox/maa:i
nventedName
E22-7 MA Holder Name maa:redBox/maa:bluebox/maa:greebox/maa:
maHolderName
E22-8 Pharmaceutical Form maa:redBox/maa:bluebox/maa:greebox/maa:
name pharmaceutical-form-name
E22-9 Strength maa:redBox/maa:bluebox/maa:greebox/maa:
strength
E22-10 Units maa:redBox/maa:bluebox/maa:greebox/maa:
units
E22-11 UPD Permanent maa:redBox/maa:bluebox/maa:greebox/maa:
Identifier6 for the updPermanentld
concernednational
product(s)
E22-12 UPD Product Identifiere6 | Maa:redBox/maa:bluebox/maa:greebox/maa:
(only relevant for MRP updProductld
and CP)
Element Tree Diagram
eu_application_form [——variations-form—— productsConcerned
+
products
]
[ [ [ +
formAndStrengthFlag footnote redBox
| | + |+
variationNumber activeSubstances| blueBox
/Text ' |
|active—substances—details| +
greenBox memberState
:CTL
:CTL
updPermanentld
/text
+
maNumbers inventedName maHolderName Dharmaceutical—form—namel strength units
/text /Text :CTL /Text :CTL
maNumber —updProductId
/Text Jtext
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2.3. TYPE OF CHANGE(S)

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/ Application >
Elem Id Label DES 3.0 Mapping RDM 3.0 Remarks
Mapping
E23-1 Chopé o(fjtrlme regevakl"\t/per:]ge(s) from maa:typesofChanges/
the Guideline for this/these ;
change(s) is attached andthe maa:copyOfRelevantPages
relevant boxes for conditions and
documentations (both for Type IA
and Type IB) are ticked.
E23-2 Variation maa:typesofChanges/maa:variationCount/
maa:section
E23-3 Selected maa :typesofChanges/maa:variationCount/
maa:count
VariationItems
E23-4 Selected (nolabel present) maa :typesofChanges/maa:variation/rdm:selected
E23-5 Title maa:typesofChanges/maa:variation/rdm:title
E23-6 identifier (No label present) maa:typesofChanges/maa:variation/rdm: identifier
E23-7 shortName (No label present) maa:typesofChanges/maa:variation/rdm:shortNam
e
E23-8 typelA maa:typesofChanges/maa:variation/rdm:typelA
E23-9 typelAIN maa:typesofChanges/maa:variation/rdm:typeIAIN
E23-10 typelB maa:typesofChanges/maa:variation/rdm:typelB
E23-11 typelBun maa:typesofChanges/maa:variation/rdm:typelBun
E23-12 typell maa:typesofChanges/maa:variation/rdm:typell
E23-13 typellart29 maa:typesofChanges/maa:variation/rdm:typellart
29
E23-13a typeVet maa:typesofChanges/maa:variation/rdm:typeVet
E23-13b Alternative timetable agreed in | maa:typesofChanges/maa:variation/altemative-
advance timetable/altemative-timetable-rb
E23-13cC Please tickto confirm thatthe | maa:typesofChanges/maa:variation/altemative-
correspondence confirmingthe | timetable/confirm-altemative-timetable-cb
alternativetimetable is
included in the submission
E23-14 article5 maa:typesofChanges/maa:variation/rdm:article5
E23-15 date maa:typesofChanges/maa:variation/rdm:date
E23-16 comment maa :typesofChanges/maa:variation/rdm:comment
E23-17a isRelevant maa:typesofChanges/maa:variation/rdm:condition
s/condition/isRelevant
E23-17b title maa:typesofChanges/maa:variation/rdm:condition
s/condition/title
E23-17¢C note maa:typesofChanges/maa:variation/rdm:condition
s/condition/note
E23-18a isRelevant maa:typesofChanges/maa:variation/rdm:documen
tations/documentation/documentations/isRelevant
E23-18b title maa:typesofChanges/maa:variation/rdm:documen
tations/documentation/documentations/title
E23-18cC note maa:typesofChanges/maa:variation/rdm:documen
tations/documentation/documentations/note
E23-19 typelAapplicable maa:typesofChanges/maa:variation/rdm:typelAap
plicable
E23-20 typelAlNapplicable maa:typesofChanges/maa:variation/rdm:typelAIN
applicable
E23-21 typelBapplicable maa:typesofChanges/maa:variation/rdm:typelBap
plicable
E23-22 typelBunapplicable maa:typesofChanges/maa:variation/rdm:typelBun
applicable
E23-23 typellapplicable maa:typesofChanges/maa:variation/rdm:typellapp
licable
E23-24 typellart29applicable maa:typesofChanges/maa:variation/rdm:typellart
29applicable
E23-25 article5applicable maa:typesofChanges/maa:variation/rdm:article5a
pplicable
E23-26 conditionsapplicable maa:typesofChanges/maa:variation/rdm:condition
sapplicable
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E23-27 documentationsapplicable maa:typesofChanges/maa:variation/rdm:documen
tationsapplicable
PRECISE SCOPE AND . .
E23-28 BACKGROUND FOR CHANGE, AND | 22 tyPesofthanges/maa:scope ﬁ‘;‘;pkg'mund
JUSTIFICATION FOR GROUPING,
WORKSHARINGAND
CLASSIFICATION OF UNFORESEEN
CHANGES (if applicable)
(include a description and
background of all the proposed
changes. In case of groupingand
worksharing a justification should
be provided in a separate
paragraph. If a variation concerns
an unforeseen change, include a
Jjustification for its proposed
classification).
E23-28a RelevantScope maa:presentProposed/maa:presentproposedChang
es/maa:relevantScopes/maa:relevantScope
E23-28a PRESENT maa:presentProposed/maa:presentproposedChang | Application
es/maa:presentProposedPair/maa:present Proposal >
presentproduct
info
E23-29 PRESENT- IMAGE maa:presentProposed/maa:presentproposedChang
es/maa:presentProposedImage/maa:present
E23-30 D-U-N-S number maa:presentProposed/maa:presentApplicableNum
bers/maa: DUNS-number
E23-31 EU or National ASMF number | Maa:presentProposed/maa:
presentApplicableNumbers/maa: EUorASMFnumber
E23-32 PROPOSED maa:presentProposed/maa:presentProposedPair/m | Application
aa:proposed Proposal >
presentproduct
info
E23-33 PresentAddress maa:presentProposed/maa:presentProposed Addre
ss/maa:present
E23-34 ProposedAddress maa:presentProposed/maa:presentProposedAddre
ss/maa :proposed
E23-35 PROPOSED- IMAGE maa:presentProposed/maa:presentProposedImage
/maa:proposed
E23-36 D-U-N-S number maa:presentProposed/maa:
proposedApplicableNumbers/maa :DUNS-number
E23-37 EU or National ASMF number | Maa:presentProposed/maa:
proposedApplicableNumbers/maa :EUorASMFnumb
er
E23-38 OTHER APPLICATIONS maa:otherApplications Application >
other
application
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Element Tree Diagram
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eu_application_form

variations-form|

typesOfChanges presentProposed otherApplicationd
/Text
- | 2 |
variation copyOfRelevantPages scope variationCount || presentproposedchanges |—| relevantScopes
:yes-no /Text '_I
H selected| :Y€s-no relevantScope
section count
/Text /Number
identifier [Text
+ +
'yes-no
Y presentProposedPair presentProposedimage
- —
tvobelAIN | :yes-no present| |proposed| | Present| |proposed
/Text /Text /Image /Image
tvbelB | :yes-no
presentApplicableNumbers
'yes-no
tvoeflart29 DUNS-Number [EUorASMFnumbef
article5 | :yes-no _- /Text /Text
/Text :yes-no
Alternative condition /Text proposedApplicableNumbers
-timetable) | | omment] /Text — rext
iti DUNS-Number] |EUorASMFnumber
i 'yes-no
-timetablel documentation | [Text /Text
‘radiobutton —I tvpelAapplicable | tboolean
- :boolean
ComFirmm= —I tvbeIAINabblicable |
?ilr;eerpaag::_ —I tvpeIlBunapplicable | tboolean
cb .
—I tvneTlannlicahle | :boolean
'yes-no .
Y —|type11artype11art29app|icable| tboolean
—| article5aoblicable | sboolean
—I conditionsabblicable | tboolean
| :boolean

—I documentationsapolicable
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2.4. Type IB & Type II Variations — new Indications — orphan medicinal
productinformation

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/maa :newlIndications/ Application >
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E24-1 Select flagif not applicable; maa:not-applicable B24-7
section will not be displayed.
E24-2 Has orphandesignation been
applied for, for thisnew
indication?
E24-3 Yes maa:been-applied (Value=1) Orphan Designation > has | B24-2, B24-8
od applied
E24-4 No maa:been-applied (Value=0) Orphan Designation > has | B24-2
od applied
E24-5 Orphan designation procedure | maa:od-procedure/maa:odp- Orphan Designation > od B24-8
number numbers/maa:odp-number procedure number
E24-6 Pending maa:od-procedure/maa:pending Orphan Designation > B24-3
Authorisation Status CTL
E24-7 Orphan designationgranted maa:od-procedure/maa:granted Orphan Designation > B24-3, B24-9
Authorisation Status CTL
E24-8 Date maa:od-procedure/maa:od- Orphan Designation > B24-9
authorisation/oda-date od status date
E24-9 Based on criterion of B24-9
"significant benefit"
E24-10 Yes maa:od-procedure/maa:od- Orphan Designation > is B24-10, B24-
authorisation/maa: basedOnCriterion based significant benefit 9
(Value=1)
E24-11 No maa:od-procedure/maa:od- Orphan Designation > is B24-10, B24-9
authorisation/maa: basedOnCriterion based significant benefit
(Value=0)
E24-12 Numberin the EU Register of maa:od-procedure/maa:od- Orphan Designation > od B24-9
Orphan Medicinal Products authorisation /maa:numberInRegister | community reg number
E24-13 Attach copy of the Designation | maa:od-procedure/maa:od- od decisionrefnumber B24-9
Decision authorisation /maa:
attachDesignationDecision
E24-14 Orphan Designated Refused maa:od-procedure /maa:refused Orphan Designation > B24-3, B24-13
Authorisation Status CTL
E24-15 Date maa:od-procedure/maa:od- Orphan Designation > B24-13
refused/maa:oda-refused-date od status date
E24-16 Commission Decision maa:od-procedure/maa:od- Orphan Designation > B24-13
Reference number refused/oda-decision-reference- od decisionref number
number
E24-17 Orphan Designation maa:od-procedure/maa:withdrawn Orphan Designation > B24-3, B24-14
Withdrawn Authorisation Status CTL
E24-18 Date maa:od-procedure/maa:oda- Orphan Designation > B24-14
withdrawn-date od status date
Information relating to orphan
E24-19 market exclusivityg P
Has any medicinal product been
E24-20 designgted asan Oephanmedicinal
product for a condition relating to
the new indication proposedin this
variation application?
E24-21 Yes maa:designated (Value=1) Orphan Designation > has | B24-4, B24-
mp designatedorphan 11
E24-22 No maa:designated (Value=0) Orphan Designation > has | B24-11
mp designatedorphan
E24-23 Please specify the EU Orphan maa:designationNumbers/ OD Number >eu od B24-4, B24-
Designation Number(s): maa:designationNumber number 11
E24-24 Has anyofthe designated B24-11
Orphan medicinal product(s)
been granted a marketing
authorisation in the EU?
E24-25 Yes maa:granted (Value=1) Orphan Designation > has | B24-5, B24-
mp granted ma 11, B24-12
E24-26 No maa:granted (Value=0) Orphan Designation > has | B24-5, B24-
mp granted ma 11, B24-12
E24-27 Please specify for authorised B24-12
product:
E24-28 Product (invented) name maa:authorisedProducts/maa:product/ | Medicinal Product > B24-12
rdm:pharmaproduct/rdm:invented- medicinal productname
name
E24-29 Pharmaceutical form(s) maa:authorisedProducts/maa:product/ | Medicinal Product > B24-12

rdm:pharmaproduct/rdm:pharmaceuti
cal-products/rdm:pharmaceutical-

Pharmaceutical Dose Form
CTL, Pharmaceutical
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product/rdm:pharmaceutical-form-
names/rdm: pharmaceutical-form-
name

Product > Pharmaceutical
Dose Form CTL

E24-30 Strength(s) maa:authorisedProducts/maa:product/ | Ingredient B24-12
rdm:pharmaproduct/rdm:pharmaceuti
cal-products/rdm:pharmaceutical-
product/rdm:pharmaceutical-form-
details/rdm:pharmaceutical-form-
stengths/rdm:phamaceutical-form-
strength-description
E24-31 Marketing authorization holder | maa:authorisedProducts/maa:product/ | Role>Party>Person> B24-12
rdm:mp-authorisation/ given name
rdm:authorisation-holder
E24-32 Marketing authorisation maa:authorisedProducts/maa:product/ | mp Authorisation > B24-12
number rdm:mp-authorisation/ authorisation number
rdm:authorisation-numbers/
rdm:authorisation-number
E24-33 Date of authorization maa:authorisedProducts/maa:authDat | Mp procedure > procedure | B24-12
€ number
E24-34 Therapeutic indication maa:authorisedProducts/rdm:product/ B24-12
rdm:pharmaproduct/rdm:therapeutic-
indications/rdm:therapeutic-indication
E24-35 Is_the m§d|c_|nal prod'uct, subject of
this application, considered as
"similar" to any of the authorised
Orphan medicinal product(s)? (as
defined in Article 3 of Commission
Regulation (EC) No 847/2000)
E24-36 No (module1.7.1to be maa:similar (Value=0) Orphan Designation > is B24-6
completed) mp similarto authorised
E24-37 Yes (modules1.7.1and 1.7.2 | maa:similar(Value=1) Orphan Designation > is B24-6

to be completed)

mp similarto authorised
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Element Tree Diagram

eu_application_form

newlndications

— variations-form|

not-applicable
Od-procedure
been-Applied withdraw,
‘yes-no ‘yes-no +
) designated |designationumbers| [granteq [simila
pending refused
: - 'yes-no ‘yes-no :vyes-no
Fyes-no :yes-no
grante withdrawn designationNumbe
1yes-no yes-no /Text
authorisedProducts
+ + +
odp-numbers| [od-Authorisation| od-refused| [oda-withdrawn-date
| authorisation-datqg
:Date .Date
odp-Number — oda-date
—refused-date]
/Text :Date
:Date
—basedOnCriterion
—|decision-reference-numberl
'yes-no
/Text
— numberInRegister
/Text product
LJ attachDesignationDecision

pharmabroduct

invented-name
/text

mb-authorisation

+

therapeutic-indications

pharmaceutical-oroducts

therapeutic-indication
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pharmaceutical-form-names

pharmaceutical-form-name
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| +
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authorisation-number

/text

pharmaceutical-form-strenaths
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BusinessRules

Rule ID Elementid(s) Default BR Rule Effect(s)
B24-1 E21-18,E21-19, This section is optional If E21-18 orE21-19 are selected, and
E21-21,E21-22 E21-210r E21-22 is selected, then this
section(2.4) is available
B24-2 E24-3,E24-4 Mandatory Mutually Exclusive
B24-3 E24-6,E24-7, Mandatory Mutually Exclusive
E24-14,E24-17
B24-4 E24-21,E24-22 Mandatory Mutually Exclusive
B24-5 E24-20,E24-21 Mandatory Mutually Exclusive
B24-6 E24-36,E24-37 Mandatory Mutually Exclusive
B24-7 E24-1 Mandatory If selected, thissection(2.4)is not
available
B24-8 E24-3,E24-5 E24-3 is Mandatory, If E24-3 is selected, thenE24-5is
E24-5is Optional required
B24-9 E24-7,E24-8to E24-7 is Mandatory, If E24-7 is selected, thenE24-8 toE24-11
E24-13 E24-8 is Optional are required.
B24-10 E24-10,E24-11 Mandatory Mutually Exclusive
B24-11 E24-21, E24-23 E24-21 is Mandatory, If E24-21 is selected, then E24-23 toE24-
to E24-21 E24-23 to E24-26 are 26 are required
Optional
B24-12 E24-25,E24-26, E24-25,E24-26is If E24-25is selected, then therestare
E24-27 to E24-34 | Mandatory, E24-27 to required.
E24-34 are Optional
B24-13 E24-14,E24-15 E24-14is Mandatory, If E24-14 is selected, then E24-15 and
and E24-16 E24-15 and E24-16is E24-16 are required.
Optional
B24-14 E24-17,E24-18 E24-17is Mandatory, If E24-17 is selected, then E24-18is
E24-18is Optional required.
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2.5. Type IB & Type II variations - Paediatric requirements

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/

maa:paediatricRequirements/

Application >

Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks

E25-1 Select flagif not applicable; section maa:not-applicable B25-3
will not be displayed.

E25-2 Article 8 of paediatricregulation maa:regulationApplies Paed Regulation App CTL B25-1,B25-4
applies to this variation application
since.

E25-3 This application relatesto a new maa:newlndication Paed Regulation App CTL B25-4, B25-5,
indicationfor an authorised medicinal B25-6
product which:

E25-4 is protected by a supplementary maa:protected (Value=1) Paed Regulation App CTL B25-6, B25-7
protection certificate underRegulation
(EC) N0 469/2009.

E25-5 is protected by a patentwhich maa:protected (Value=2) Paed Regulation App CTL B25-6, B25-7
qualifiesfor the granting of the
supplementary protection certificate.

E25-6 This application relatesto a maa:procedure Paed Regulation App CTL B25-4, B25-5
previous/ongoing/parallel procedure
which triggered Article 8 requirement.

E25-7 Competentauthority/EMA procedure maa:competentAuthorityor | Paed Regulation App CTL B25-9
number EMA

E25-8 Article 8 of the paediatricregulation maa:notWithinScope Paed Regulation App CTL B25-1, B25-8
does not apply to this application,
since.

E25-9 The authorised medicinal productis maa:supplementaryProtec | Paed Regulation App CTL B25-8
not protected by a supplementary tion
protection certificate underRegulation
(EC) No 469/2009 or by a patent
which qualifies for the granting of the
supplementary protection

E25-10 It relates to a well-established use, maa: Paed Regulation App CTL B25-8
generic, hybrid, bio-similar marketing herbalMedicinalProducts
authorisationsor traditional herbal
medicinal products

E25-11 This application relatesto a new maa:puma Paed Regulation App CTL
indicationfor a paediatricuse
marketing authorisation (PUMA).

E25-12 This application relatesto paediatric maa:article450r46 Paed Regulation App CTL
studiessubmitted according to Article
45 or 46 of the paediatric regulation.

E25-13 This application relatesto paediatric maa:articlePIP Paed Regulation App CTL B25-1
studiesincluded in a paediatric
investigationplan

E25-14 This application includes:

E25-15 PIP Decision Number maa:incdudes/ Paediatric Designation >
maa:pip-decision-nums/ art 7 pip decision number
maa:decision-number/
maa:number

E25-16 Product-Specific Waiver Decision maa:incdudes/maa:product | Paediatric Designation >
Number -specific-decisions/ art 7 product waiver number

maa:product-specific-
decision

E25-17 Class Waiverdecision Number maa:incudes/ Paediatric Designation >
maa:class-waiver/ art 7 class waiver number
maa:class-waiver-number

E25-18 Has this application been subjectto
PIP compliance verification?

E25-19 Yes maa:subjectToPip Paediatric Designation > B25-2

(Value=1) subject to pipcompliance

E25-20 No maa:subjectToPip Paediatric Designation >
(Value=2) subject to pipcompliance

E25-21 Please specify B25-2

E25-22 The compliance documentreference maa:complianceDocument | Paediatric Designation > B25-2
References/ nca emea doc reference
maa:complianceDocument
Reference

E25-23 Please provide the overview table of maa:overviewTable

PIP resultsin Module 1.10
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Element Tree Diagram

?

eu_application_form

variations-form— paediatricRequirements

regulationApplies

not-applicablg

supplementaryProtectio

‘yes-no :yes-no
newlIndicatio
puma
‘yes-no yes-no
AT EtEE article45or46
:radiobutton yes-no
procedure P
‘yes-no :yes-no
competentAuthorityorEMA subjectToPip
'yes-no
'yes-no
notWithinScope .
specify
/Text :radiobutton

overviewTableg]

'yes-no

herbalMedicinalProduct

yes-no

yes-no

complianceDocumentReferences

includes

complianceDocumentReference

/Text
+
class-waiver pip-decision-nums product-specific-decisions
class-waiver-number decision-number product-specific-decision
/Text | /Text
number
/Text
BusinessRules
Rule ID Elementid(s) Default BR Rule Effect(s)
B25-1 E25-2, E25-8, Mandatory Mutually Exclusive
E25-13
B25-2 E25-19,E25-22 Optional If E25-19 is selected, then E25-22is
required
B25-3 E25-1 Optional section If E25-1is selected, thenthissectionis
not displayed
B25-4 E25-2,E25-3, E25-2 is Mandatory, rest | If E25-2is selected, thenthe restare
E25-6 are optional required.
B25-5 E25-3, E25-6 Optional Mutually Exclusive
B25-6 E25-3, E25-4, Optional If E25-3 is selected, thenE25-4 and E25-5
E25-5 are mandatory.
B25-7 E25-4, E25-5 Optional Mutually Exclusive
B25-8 E25-8,E25-9, E25-8 is Mandatory, rest | If E25-8 is selected, then E25-9 and E25-
E25-10 are Optional 10 are required
B25-9 E25-6,E25-7 E25-7 is optional If E25-6 is selected, then E25-7 is
required
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2.6. Type II variations — Extended data exclusivity/market protection

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/maa:extendedData/ | application >
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E26-1 Select flagifnot applicable; section maa:not-applicable B26-1

will not be displayed.
E26-2 Considerationof this applicationis also

requested underthe following article

in directive 2001/83/ECor regulation

(EC) No 726/2004:
E26-3 Article 10(1) of Directive 2001/83/EC/ | maa:artide (Value=1)

Article 14(11) of Regulation (EC) No

726/2004 (oneyear of market

protectionfora newindication)
E26-4 Article 10(5) of Directive 2001/83/EC maa:article (Value=2)

(one year of data exclusivity for a new

indication)
E26-5 Article 74(a) of Directive 2001/83/EC maa:artide (Value=3)

(one year of data exclusivity for a

change in classification)
Element Tree Diagram

?
eu_application_form variations-form extendedData
not-applicable article
‘yes-no :radiobutton
BusinessRules
Rule ID Elementid(s) Default BR Rule Effect(s)
B26-1 E26-1 Optional section If E26-1 is selected, thenthissectionis
not displayed

B26-2 E21-18,E21-19 Optional Section If any of E21-18 and E21-19are selected,

then this section is displayed

2.7. Change to the design or indented purpose of the medical device
component, or a new device/ device constituent part

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-

Application >
form/maa:VariationPurpose/ PP
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
Does this variation application refer
to:
E27-1 a change to thedesign orintended maa: change-to-
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purposeofa device component
previously listed in the marketing
authorisation

of the medical product. Please explain
the purposedchangedin
present/purposed section

device/ change-to-
device-cb

Whatis the type of device affected by
this variation?

Note: Please tick the applicable
statement and duplicate this section
as neededfor each device component
used with

the medidnal product.

a) medicaldevice which incorporates,
as anintegral part, a medicinal
product and theaction of that
medicinal productis principal and not
ancillary to thatof the device (Art
1(8), second subparagraph of
Regulation (EU) 2017/745)

E27-2 Yes maa: cha nge-to.-
device/Med-devices-
checkboxes/Med-
devices-checkbox-a

_ No maa: change-to-

E27-3 device/Med-devices-
checkboxes/Med-
devices-checkbox-a
maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-subSections-
a/.. (commontable)

b) medicaldeviceintended to
administer a medicinal productwhere
they form a singleintegral product
whichis
intended exclusively for use in the
given combination and whichis not
reusable (Art 1(9) second
subparagraph
of Regulation (EU) 2017/745)
- Yes maa: change-to-

E27-4 device/Met?—devices-
checkboxes/Med-
devices-checkbox-b

E27-5 No maa: change-to-devic
e/Med-devices-
checkboxes/Med-
devices-checkbox-b
maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-subSections-
b/.. (common table)

Note: in accordance with Annex1,
Section 3.2, point 12 to Directive
2001/83/ECas amended by Article
117 of

Regulation (EU) 2017/745, conformity
ofthe device part with the general
safety and performance requirements
of Annex I to Regulation2017/745
should be demonstrated by providing
a manufacturer’s EU declaration of
conformity, a EU certificate issued by
a Notified Body or a Notified Body
opinion where applicable.

c) medicaldevice incorporated as
integral partofan ATMP (article 2 (d)
of Regulation 1394/2007)

E27-6 Yes maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-checkbox-c

E27-7 No maa: change-to-

device/Med-devices-
checkboxes/Med-
devices-checkbox-c

maa: change-to-
device/Med-devices-
checkboxes/Med-
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devices-subSections-
c/.. (common table)

d) medicaldeviceis co-packaged with
the medicinal product.

Note: the device must comply with
Regulation (EU) 2017/745 induding
being CE-marked.

E27-8 Yes maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-checkbox-d

E27-9 No maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-checkbox-d
maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-subSections-
d/.. (common table)

e) medicaldevice which is supplied
separately butreferencedin the
product information of the medicinal
product
Note: the device must comply with
Regulation (EU) 2017/745, incdluding
being CE-marked
- Yes maa: change-to-

E27-10 device/Medg—devices-
checkboxes/Med-
devices-checkbox-e

E27-11 No maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-checkbox-e
maa: change-to-
device/Med-devices-
checkboxes/Med-
devices-subSections-
e/.. (common table)

E27-12 anewdevice introducedin the maa:new-device/

marketing authorisation of the medical | new-device-cb
product

Whatis the type of device affected by
this variation?

Note: Please tick the applicable
statement and duplicate this section
as neededfor each device component
used with

the medidinal product.

a) medicaldevice which incorporates,
as anintegral part, a medicinal
product and the action of that
medicinal productis principal and not
ancillary to thatofthe device (Art
1(8), second subparagraph of
Regulation (EU) 2017/745)

E27-13 Yes maa:new-device/
/Med-devices-
checkboxes/Med-
devices-checkbox-a

E27-14 No maa: new-
device/Med-devices-
checkboxes/Med-
devices-checkbox-a
maa:new-device/Med-
devices-
checkboxes/Med-
devices-subSections-
a/.. (commontable)

b) medicaldeviceintended to
administer a medicinal product where
theyform a singleintegral product
whichis
intended exclusively for use in the
given combination and whichis not
reusable (Art 1(9) second
subparagraph
of Regulation (EU) 2017/745)
E27-15 Yes maa:new-device/Med-

devices-
checkboxes/Med-
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devices-checkbox-b

E27-16 No maa:new-device/Med-
devices-checkboxes
/Med-devices-
checkbox-b
maa:new-device/Med-
devices-
checkboxes/Med-
devices-subSections-
b/.. (common table)

Note: in accordance with Annex1,
Section 3.2, point 12 to Directive
2001/83/ECas amended by Article
117 of

Regulation (EU) 2017/745, conformity
ofthe device part with the general
safety and performance requirements
of Annex I to Regulation2017/745
should be demonstrated by providing
a manufacturer’s EU declaration of
conformity, a EU certificate issued by
a Notified Body or a Notified Body
opinion where applicable.

c) medicaldevice incorporated as
integral partofan ATMP (article 2 (d)
of Regulation 1394/2007)

E27-17 Yes maa:new-device/Med-
devices-
checkboxes/Med-
devices-checkbox-c

E27-18 No maa:new-device/Med-
devices-
checkboxes/Med-
devices-checkbox-c
maa:new-device/Med-
devices-
checkboxes/Med-
devices-subSections-
c/.. (common table)

d) medicaldeviceis co-packaged with
the medicinal product.

Note: the device must comply with
Regulation (EU) 2017/745 induding
being CE-marked.

E27-19 Yes maa:new-device/Med-
devices-
checkboxes/Med-
devices-checkbox-d

E27-20 No maa:new-device/Med-
devices-
checkboxes/Med-
devices-checkbox-d
maa:new-device/Med-
devices-
checkboxes/Med-
devices-subSections-
d/.. (common table)

e) medicaldevice which is supplied
separately butreferencedin the
product information of the medicinal
product

Note: the device must comply with
Regulation (EU) 2017/745, including
being CE-marked

E27-21 Yes maa_\ :new-device/Med-
devices-
checkboxes/Med-
devices-checkbox-e

E27-22 No maa:new-device/Med-

devices-
checkboxes/Med-
devices-checkbox-e

maa:new-device/Med-
devices-
checkboxes/Med-
devices-subSections-
e/.. (common table)

Common tablefora,b,c,d,e

Device(s) identificationand
classification
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E27-23 Name ofthe device(s) ../Device-name
E27-24 Brief description of the device ../Device-description
E27-25 Intended purpose ofthe device ../Device-pumpose
Classification
E27-26 Class1 ../Device-
classification(value=1)
E27-27 ClassIla ../Device-
classification(value=2)
E27-28 Class IIb ../Device-
classification(value=3)
E27-29 Class III ../Device-
classification(value=4)
E27-30 Serial number / unique device ../Device-serial-no
identifier (UDI) or other indications
necessary to delimit precisely the
device incorporated, if applicable
E27-31 Sterille ../sterile
E27-32 with measuring function ../measuring_function
E27-33 reusable surgicalinstrument ../reusable
Manufacturerof the device
(Note: for manufacturers outside the
EEA, please provide details of the
authorised representative instead)
E27-34 ../Device-
EU Manufacturer manufacturer(value =
1
E27-35 EU Authorized representative ../Device-
manufacturer(value =
2)
Name of contact person
E27-36 Title ../Manufacture- Role>Party>Person> Personal Title B2321-1
contact-details/
rdm:personal-title
E27-37 First name ../Manufacture- Role>Party>Person> given name B2321-1
contact-details/
rdm:given-name
E27-38 Surname ../Manufacture- Role>Party>Person> family name B2321-1
contact-details/
rdm:family-title
E27-39 Company name ../Manufacture-
contact-details/
rdm:company-name
E27-40 Address ../Manufacture- Role>Party> Contact Details >Address | g321-1
contact-details/
rdm:address1
../Manufacture-
contact-details/
rdm:address2
../Manufacture-
contact-details/
rdm:address3
../Manufacture-
contact-details/
rdm:address4
E27-41 City/Locality/Town/Village ../Manufacture- Role >Party>Contact Details > city B2321-1
contact-details/
rdm:city
E27-42 State ../Manufacture-
contact-details/
rdm:state
E27-43 County ../Manufacture-
contact-details/
rdm:coutry
E27-44 Postcode ../Manufacture- Role>Party>Contact Details > B2321-1
contact-details/ postcode
rdm:post-code
E27-45 Country ../Manufacture- Role >Party>Contact Details > Address | B2321-1
contact-details/ > Country CTL
rdm:country
E27-46 OrgID ../Manufacture-
contact-details/
rdm:orgID
E27-47 LocID ../Manufacture-
contact-details/
rdm:locID
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E27-48 Loc-modifiedDate ../Manufacture-
contact-details/
rdm:loc-modified Date
E27-49 Org-modifiedDate ../Manufacture-
contact-details/
rdm:org-modifiedDate
E27-50 language ../Manufacture-
contact-details/
rdm:language
E27-51 Telephone ../Manufacture- Role >Party>Contact Details > B2321-1
contact-details/ Electronic Contact > electroniccontact
rdm:phone
E27-52 E-mail ../Manufacture- Role>Party>Contact Details > B2321-1
contact-details/ Electronic Contact > electroniccontact
rdm:email
Documentation to confirm compliance
to the Medical Device Regulation (EU)
2017/745
Does this applicationinclude a
Manufacturer's EU declaration of
conformity, an EU certificate issued by
a Notified Body or a Notified Body
opinion, ifapplicable?
E27-54 No, please explain at which timepoint ../confirm-
the relevantdocument willbe provided | compliance(Value=0)
E27-57 ../confirm-
Yes compliance(Value=1)
E27-58 ../explain-no
If yes, please explain
E27-59 Manufacturer's EU declaration of ../specify-
conformity (for medical devices not yes(Value=1)
requiring theinvolvement of a notified
bodyin the conformity assessment)
E27-60 EU certificateissued by a Notified ../specify-
Body yes(Value=2)
E27-61 Notified Body opinion ../specify-
yes(Value=3)
Please note, the above mentioned
documents (as applicable) should be
provided in module 3.2.R of the EU-
CTD.
Notified Body
E27-62 Name of contactperson
E27-63 ../Contact-details/ Role>Party>Person> Personal Title B2321-1
Title rdm:personal-title
E27-64 First name ../Contact-details/ Role>Party>Person> given name B2321-1
rdm:given-name
E27-65 Surname ../Contact-details/ Role>Party>Person> family name B2321-1
rdm:family-name
E27-66 Telephone ../Contact- Role>Party>Contact Details > B2321-1
details/rdm:Telephone | Electronic Contact > electroniccontact
E27-67 E-mail ../Contact- Role>Party>Contact Details> B2321-1
details/rdm:Email Electronic Contact > electroniccontact
E27-68 Notified Body number ../Contact-
details/rdm:Number
E27-69 Name of the Notified Body ../Contact-
details/rdm:company-
name
E27-70 ../Contact-details/ Role>Party>Contact Details > Address | B2321-1
rdm:address1
../Contact-details/
Address rdm:address2
../Contact-details/
rdm:address3
../Contact-
details/rdm:address4
E27-71 ../Contact- Role>Party>Contact Details > city B2321-1
City/Locality/Town/Village details/rdm:city
E27-72 State ../Contact-details/
rdm:state
E27-73 County ../Contact-
details/rdm:coutry
E27-74 Postcode ../Contact-details/ Role>Party>Contact Details > B2321-1
rdm:post-code postcode
E27-75 Country ../Contact-details/ Role>Party>Contact Details > Address | B2321-1
rdm:country > Country CTL
E27-76 OrgID ../Contact-

details/rdm:orgID
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E27-77 LocID ../Contact-
details/rdm:locID
E27-78 Loc-modifiedDate ../Contact-
details/rdm:loc-
modifiedDate
E27-79 | Org-modifiedDate ~/Contact-
9 details/rdm:org-
modifiedDate
| ..(3)
| | + + | + | + | | +
Med-devices- | [Med-devices-||Med-devices- ||[Med-devices-| [Med-devices- ||Med-devices-|| Med-devices- | |Med-devices-|  Med-devices- [ |Med-devices-
checkbox-a | [subSections-a| checkbox-b |[subSections-t{| checkbox-c |[subSections-d| checkbox-d |[subSections-d| checkbox-e [|subSections-
:yes-no :yes-no yes-no yes-no

(1)

. (1)
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eu_application_form variations-form VariationPurpose
Change-to-device new-device Companion-diagnostic
| ] |_|
I ] [ ] I
Change-to-device- Med-devices- new-device- Med-devices- sSections2 2 5 24 Companion-
cb checkboxes cb checkboxes diagnosis-rb
:yes-no ‘yes-no :yes-no
. (3) - (3)
Device-info Competent_Authority Notified-body
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| 1)

]
| [ [ [ I I I I I I I I [

Devic¢-| |Device- Addresst| | Address2De || Address3| | Aderes|| eiyMeasurl| statereu|| eowrtyDevice|| Manufacture-|| confirm- (| pheree||phores
name description| | Device- vice- Device- —dling functio _ - contact- compliance|| xplain- || pecify-
ryes-nolo— Feex:tyes
Jtext Itext Itext yes-  frext ikyes = yes | fexkyes  ftext ean
Aeradiobutt ”"| | et | o Aeradiobutt
personal-title| [given-name| |family-name .(2) eeurtyContac
t-details
text text ltext
(2
|—] RemreTelepho
ltext
family-name ||

Itext number
given-name |—| ftext
text personal-title
text

| -2)
| I I I | [ | I [ I I I
company-name||Addressl||Address2|(Address3[|Address4 || city [|state county|| Post-code|| country] |email | |[phone|
/text  Jtext  hext  hext  pext  ftext  frext kext  jtext CTL  ltext  /text
te€org- Loc-modifiedDate| [orgID locID | [language
date date text text text
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The following amended productinformation proposals are provided in
the relevant sections of the EU-CTD formator NTA volume 6B format,
where applicable:

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/maa:annex/ Application >
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E27-1 Summary of product characteristics maa:summary
E27-2 Manufacturing Authorisation Holder maa:manufacturing
responsible for batch release and conditions of
the Marketing Authorisationl®
E27-3 Labelling maa:labelling
E27-4 Package leaflet maa:package
E27-5 Mock-up516 maa:mockups
E27-6 Specimensl® maa:specimens

Element Tree Diagram

eu_application_form variations-form annex
summary| |manufacturing |labelling|| package mockups | |specimens
1yes-no yes-no 'yes-no yes-no yes-no 'yes-no
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2.8. DECLARATION OF APPLICANT

Common DES 3.0 Context Common RDM Entry point
maa:eu_application_form/maa:variations-form/maa :declarationOfApplicant/ Application >
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E28-1 I hereby submita notification/application for
the above Marketing Authorisation(s) to be
varied in accordance with the proposals given
above.Ideclarethat (Please tick appropriate
declarations):
E28-2 There areno other changes than those maa:noOtherChanges
identified in this application (exceptfor those
addressed in othervariations submitted in
parallel);
E28-3 Where applicable, all conditionsas set for the maa:conditionsSet
variation(s) concerned are fulfilled;
E28-4 For type IA notifications: the required maa:requiredDocuments
documentsas specified for the changes
concerned have been submitted;
E28-5 Where applicable, national fees have been maa:nationalFees
paid;
E28-6 This notification/applicationhas been maa:submitted
submitted simultaneously in RMS and all CMSs
(for products within the Mutual Recognition
Procedure and worksharing) or bothto EMA
and (Co-)Rapporteur (for products within the
Centralised Procedure) or, in case of
worksharing involving the EMA, to the
relevant National Competent Authorities
and/or RMS/CMS (as applicable) and the EMA,;
E28-7 For worksharingor grouped variations maa:sharing
affectingmorethan one MA: the MAs
concernedbelong tothe same MAH.
E28-8 Change(s) willbe implementedfrom17:
E28-9 Next production run/next printing maa :implementedNext change fromnext B28-1
production
E28-10 Date maa:implementedDate B28-1,B28-2
E28-11 Date maa:impDate change fromdate B28-2
E28-12 Free Text field maa:impDateText B28-2
Element Tree Diagram
eu_application_form variations-form declarationOprpIicantI
noOtherChanges [ |conditionsSet| | requiredDocuments nationalFees submitted sharing
'yes-no 'yes-no 1yes-no :yes-no 1yes-no :yes-no
impDateText impDate| [implementedNex{ implementedDat¢
/Text :date :yes-no ‘yes-no
BusinessRules
Rule ID Elementid(s) Default BR Rule Effect(s)
B28-1 E28-9,E28-10 Optional To be completedonly for Type IBand
Type II applications
B28-2 E28-10,E28-12 E28-10is mandatory, If E28-10is clicked, then E28-11is
E28-11and 12is required
optional
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2.9. Signatures

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_form/maa:variations-form/maa :Signatory/

Application >

Elem Id

Label

DES 3.0 Mapping

RDM 3.0 Mapping

Remarks

E29-1

Proof of payment (whenrelevant)

B29-1

E29-2

Have all relevant fees been prepaid to
competent authorities?

B29-1,

E29-3

Yes

maa:payment/maa:payment/
maa:fees-paid (1)

B29-1, B29-
2, B29-3

E29-4

No

maa:payment/maa:payment/
maa:fees-paid (0)

B29-1, B29-
2,B29-3

E29-5

For Member States

maa:payment/maa :fee-
category-details/rdm:member-
states/rdm:ref-member-
state/rdm:name

B29-1, B29-
2, B29-3

E29-6

Please specify fee category under National
rules

Maa:payment/maa: fee-
category-details/maa:category

B29-1, B29-
2,B29-3

E29-7

Please specify the reasons according to
National requirements (exemptionor later
payment).

maa:payment/maa:payment/
maa:billingdetails/
maa:reason

B29-1, B29-
2,B29-3

E29-8

Billing address (whenrelevant)

B29-1, B29-
2, B29-3

E29-9

For Member States

maa:payment/maa:payment/
maa:billing-details
/rdm:member-states/rdm:ref-
member-state/rdm:name

B29-1, B29-
2,B29-3

E29-10

Company Name

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/maa:company-name

B29-1, B29-
2, B29-3

E29-11

VAT Number

maa:payment/maa:payment/
maa:billing-details/maa:VAT-
number

B29-1, B29-
2,B29-3

E29-12

Address1

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:addressl

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:address2

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:address3

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:address4

Role >Party>Contact
Details > Address

B29-1,B29-
2,B29-3

E29-13

city

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:city

Role >Party>Contact
Details > city

B29-1, B29-
2,B29-3

E29-13a

state

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:state

E29-13b

county

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:county

E29-14

Postcode

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:postcode

Role >Party>Contact
Details > postcode

B29-1, B29-
2, B29-3

E29-15

Country

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:country

Role>Party>Contact
Details > Address >
Country CTL

B29-1,B29-
2,B29-3

E29-15a

orgID

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:orgID

E29-15b

locID

maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:locID
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E29-15c Loc-modifiedDate maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:loc-modifiedDate
E29-15d | Org-modifiedDate maa:payment/maa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:org-modifiedDate
E29-15e Language maa:p_ayment/m_aa:payment/
maa:billing-details/
rdm:contact-details-
type/rdm:language
E29-16 Telephone maa:payment/maa:payment/ Role>Party>Contact | B29-1,B29-
maa:billing-details/ Details > Electronic | 2/ B29-3
rdm:contact-details- Contact > electronic
type/rdm:phone contact
E29-18 E-mail maa:payment/maa:payment/ Role>Party>Contact B29-1, B29-
maa bl”lng'detalls/ Details> Electronic 2, B29-3
rdm:contact-details- Contact > electronic
type/rdm:email contact
E29-19 Purchase Order (PO) Number maa:payment/maa:payment/ B29-1,B29-
maa:billing-details/Purchase- 2,B29-3
order-number
Declaration of the applicant about
submission(s) of the same typeIl variation
application
forthe same product in other Member
States - for MRP/DCP/purely nationally
authorised
products
Does the same variationapplication to the
same productconcern any other Member
State(s)?
E29-20 Yes maa:payment/concem-other-
Member-State(Value=1)
E29-21 No maa:payment/concem-other-
Member-State(Value=0)
E29-22 Country maa:payment/specify-
yes/country
E29-23 Invented name maa:payment/specify-
yes/invented-name
E29-24 Date of submission maa:payment/specify-
yes/submission-date
B29-25 Procedure number (if applicable) maa:payment/specify-
yes/procedure-number
E29-26 Variation pending maa:payment/specify-
yes/rbVariationStatus
(Value=1)
E29-27 Variation accepted maa:payment/specify-
yes/rbVariationStatus
(Value=2)
E29-28 Variation refused maa:payment/specify-
yes/rbVariationStatus
(Value=3)
E29-29 Variation withdrawn maa:payment/specify-
yes/rbVariationStatus
(Value=4)
E29-30 Date of granting maa:payment/specify-
yes/granting-date
E29-31 Date of refusal maa:payment/specify-
yes/refusal-date
E29-32 Date of withdrawal maa:payment/specify-
yes/withdrawal-date
Information on harmonisation of product
information for MRP/DCP/purely nationally
authorised products:
1) Has/havethe concemed MA(s) been
harmonised or partially harmonised, by an
Article 30 or31(1)
referral?
E29-33 Yes maa:payment/harmonization-
questionl/harmonized-
ma(Value=1)
E29-34 No maa:payment/harmonization-
questionl/harmonized-
ma(Value=0)
E29-35 maa:payment/harmonization-

Procedure(s) reference number

guestionl/specify-
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yes/procedure-number

E29-36 Specify the section(s) of SmPC/PIL/labeling | Maa:payment/harmonization-
questionl/specify-yes/specify-
section

2) Has harmonisation of a section/some
sections of the SmPC/PIL/labelling been
achieved through a

variation worksharing?

E29-37 Yes maa:payment/harmonization-
question2/harmonized-
achieved-worksharing
(Value=1)

E29-38 No maa:payment/harmonization-
question2/harmonized-
achieved-worksharing
(Value=0)

E29-39 Procedure(s) reference number maa:payment/harmonization-
question2/specify-yes
/procedure-number

E29-40 maa:payment/harmonization-

Specify the section(s) of SmPC/PIL/labeling

question2/specify-yes
/specify-section
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Element Tree Diagram

eu_application_form variations-form| Signatory
main-Signatory additional-Signatory
dec-signature date job-title payment date Job title dec-signature
: Date - -
:date :role Jtext
personal-title
personal-title frext
Ttext Fee-category-details payment given-name
given-name ’_‘ /text
Itext family-name
Fees-paid billing-details Teext
family-name
1yes-no
ltext +
company-name |— IMSEISE
member-states category Itext
| ltext
ltext count
Address1f— v
ref-member-state
ltext
ltext
| state
Address2 — Text
/text orgID
| Address3|— rext
-other-Member- =+
CRRET gtate _ harmonisation- harmonisation- /text locID
specify-yes questionl question2 Address4 — Ttext
1yes-no
/text countryl
harmonization- )
country ) achieved- city /text
harmonized-ma worksharing Trext email
CTL :yes-no ‘yes-no TText
) ) + ; + Post-code|—
invented-name specify-yes specify-yes hone
— ftext P
/text
submission-date language [ L
r procedure- procedure- | | org-modifiedDate
:date
number number /text date
procedure-number text
Toxt frext Loc-modifiedDate Purchase-order-number
/tex specify specify | | Jtoxt
rbVariationStatus section [ section /text
:radiobutton ltext ltext
granting-date
:date
refusal-date
:date

granting-date

:date
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BusinessRules

Rule ID Elementid(s) Default BR Rule Effect(s)
B29-1 E29.1, E29.2 - If E29.1 isselected (value=1), then E29.2 -
E29.19 E29.19 are visible.
B29-2 E29.3, E261.4, If E29.3 isselected (value=1), thenE29.5- If E29.3is not
E29.19 E29.6 is visible. selected (value =
0), thenE29.7 -
E29.19isinvisible,
rest are visible
B29-3 E29.3, E29.4, If E29.4 is selected (value=0), thenE29.7 - If E29.4 is not
E29.19 E29.19 s visible selected (value =
1), thenE29.5-
E29.6isinvisible,
rest are visible
B29-4 E29.20 to E29.32 If E21-3 orE21-5 (or both) are selected and at
least E21-18 is selected then E29.20 to E29.32
is visble
B29-5 E29-33t0 E29.40 If E21-3 orE21-35 (or both) areselectedthen

E29-33 to E29.40 is visible

Main Signatory Section

Common DES 3.0 Context

Common RDM Entry point

maa:eu_application_formmaa: variations-form
/maa:Signatory/rdm:main-Signatory

Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E262.1 Main Signatory rdm: dec-signature Application>Role>Party>P | Is thisthe same
erson>givenname as First name?
E262.2 Title rdm:role/rdm:personal-title Application>Role>Party>P
erson>personaltitle
E262.3 First name rdm:role/rdm:given-name Application>Role>Party>P | Is thisthe same
erson>givenname as Main
Signatory?
E262.4 Surname rdm:role/rdm:family-name Application>Role>Party>P
erson>family name
E262.5 Status (Job Title) rdm:job-title Application>Role>Party>P
erson>jobtitle
E262.6 For worksharing/grouping rdm:signOnBehalf
for more than one MA: the
main signatory confirms
authorisation to sign on
behalfofthe designated
contacts as specifiedin
section 2.4.3in Part
IA/Module 1 Application
Form for each ofthe MAs
concerned.
E262.7 Date rdm:date Application > signature

date
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Element Diagram

maa:eu-application-

L maa:variations-form Signatory

main-Signatory

dec-signature date job-title role
Itext : Date Itext [
personal-title given-name family-name
Itext Itext Itext
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Additional Signatories Section

Common DES 3.0 Context Common RDM Entry point
maa:eu_application_formmaa: variations -
form/maa:Signatory/rdm:additional-Signatory
Elem Id Label DES 3.0 Mapping RDM 3.0 Mapping Remarks
E263.1 Signatory rdm: dec-signature Application>Role>Party>P | Is this the same
erson>givenname as First name?
E263.2 Title rdm:role/rdm:personal-title Application>Role>Party>P
erson>personaltitle
E263.3 First name rdm:role/rdm:given-name Application>Role>Party>P | Is thisthe same
erson>givenname as Signatory?
E263.4 Surname rdm:role/rdm:family-name Application>Role>Party>P
erson>family name
E263.5 Status (Job Title) rdm:job-title Application>Role>Party>P
erson>jobtitle
E262.6 Date rdm:date Application > signature
date
Element Diagram
maa:eu-application-
L maa:variations-form Signatory
5.
additional-Signatory
[
I [ [ |
dec-signature date job-title role
Itext : Date Itext [

personal-title

given-name

family-name

Itext
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ABOUT THIS DOCUMENT

Definitions, Acronyms, and Abbreviations

Acronyms
Name Definition
cms concerned member state
DCP Decentralised Procedure
DTD Data Type Definition
ETD Element Tree Diagram
EU European Community
MA Marketing Authorisation
MRP Mutual Recognition Procedure
NP National Procedure
RDM Reference Data Model
rms Reference member state
TSE Transmissible Spongiform Encephalopathy
XML eXtensible Markup Language
XSL XML Stylesheet Language
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