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eAF DES Change Summary
08" May 2018

Purpose
The aim of this document is to summarise the changes applied to the Data Exchange
Standard covering all 4 forms for version 1.23.0.0 of the Electronic Application Forms.

It should be noted this document in no way replaces the current DES documents for each of
the respective forms.

In all instances, and to facilitate understanding, an extract of the original schema definition
is supplied, along with the updated version.

The document is split into five sections, one for common changes across more than one form
and one for each of the specific forms affected by the DES changes:

Common changes across more than one form.

MAA Human.

MAA Vet.

Renewal.

Variation.

To enable cross reference to the release notes for 1.23.0.0, this document will reference the
corresponding Change Request/defect reference number associated with the DES change.

Change Requests

1. SD-159756

2. SD-145156

3. SD-140624

4. SD-170597
Defects

5. SD-165173
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eAF DES Change Summary

1. eAF_dictionary XSD changes:

08" May 2018

a) OMS additional field introduced for all four forms (SD-170597):

For all OMS Address fields there is now an additional field used to capture the date the
organisation was last modified. This new field shall not be displayed in the eAF and is a
change in the XML schema only.

Original eaf_Dictionary xsd schema definition:

<xs:complexType name="contact-details-type”>

<{xsisequence>
<xsielement
<xs:element
<xs:element
<xs:element
<xs:element
<xs:telement
<xs:element
<xs:element
<xsielement
<xsielement
<xs:element
<xs:element
<xs:element
<xs:telement
<xs:element
<xs:element
<xsielement
<xsielement
<xs:element
<xs:element
<xs:element
<xs:telement
<xs:element
<xs:element
<xsielement
<xsielement
<xs:element
<xs:element
</wsisequence>
</xs:complexType>

name="personal-title" type="rdm:stringl®" minOccurs="@"/>
name="given-name"” type="rdm:stringlée"/>
name="family-name" type="rdm:stringlea"/:
name="company-name" type="rdm:stringl@e" />
name="address1" type="rdm:stringlee”/>

name="address2" type="rdm:stringlea"/>

name="address3" type="rdm:stringlee"/>

name="address4" type="rdm:stringlea"/>

name="city" type="rdm:stringlee”/>

name="state" type="rdm:stringlee" minOccurs="@"/>
name="county" type="rdm:stringléa"/:

name="post-code" type="rdm:stringle"/>

name="country” type="rdm:control-term"/>

name="orgID" type="rdm:string5e"/>

name="1locID" type="rdm:string5e"/>
name="loc-modifiedDate” type="xs:date"/>

name="language"” type="rdm:stringle"/>

name="phone" type="rdm:stringse"/>

name="fax" type="rdm:string3@" minlccurs="0"/>
name="email" type="rdm:stringl®e" minODccurs="@"/>
name="qualification” type="xs:string” minOccurs="8"/>
name="residesInEEA" type="rdm:yes-no" mindccurs="@"/>
name="attach” type="rdm:yes-no"/>

name="qualifiedPerson” type="rdm:yes-no"” minOccurs="8"/>
name="member-states"” type="rdm:member-states"/>
name="admin-manu-address" type="rdm:yes-no"/>
name="admin-office" type="rdm:admin-office"/>
name="manu-facility"” type="rdm:manu-facility" maxlccurs="unbounded"/>

Updated eaf Dictionary xsd schema definition:

<xs:complexType name="contact-details-type":>

<X5:sequences

<xs:element name="personal-title” type="rdm:stringl®" minOccurs="0"/>
<xs:element name="giwven-name" type="rdm:stringlee"/>
<xs:element name="family-name™ type="rdm:stringlee”/:
<xs:element name="company-name" type="rdm:stringlee"/:>
<xs:element name="addressl” type="rdm:stringlee” />
<xs:element name="address2" type="rdm:stringlea"/>
<xs:element name="address3" type="rdm:stringlee”/>
<xs:element name="address4" type="rdm:stringlea"/>
<xs:element name="city” type="rdm:stringlee”/>

<xs:element name="state" type="rdm:stringl@®" minOccurs="8"/>
<xs:element name="county” type="rdm:stringlee”/:

<xs:element name="post-code" type="rdm:stringle@"/>
<xs:element name="country"” type="rdm:control-term"/>
<xs:element name="orgID" type="rdm:string5e"/>

<xs:element name="locID" type="rdm:string5e"/>

<ws:element name="loc-modifiedDate” tvpe:"gé:date"f>
<xs:element name="org-modifiedDate” type="xs:date"/> |

<xs:element name= lanéﬂ%ge tﬁﬁe: rdﬁ:str1nng I

<xs:element name="phone" type="rdm:stringse"/>

<xs:element name="fax" type="rdm:string3@" minOccurs="8"/>
<xs:element name="email" type="rdm:stringlé®" minOccurs="8"/>
<xs:element name="qualification” type="xs:string" minOccurs="8"/>
<xs:element name="residesInEEA" type="rdm:yes-no" minOccurs="8"/>
<xs:element name="attach” type="rdm:yes-no™/>

<xs:element name="qualifiedPerson” type="rdm:yes-no" minOccurs="0"/>
<xs:element name="member-states" type="rdm:member-states"/>
<xs:element name="admin-manu-address" type="rdm:yes-no"/>
<xs:element name="admin-office” type="rdm:admin-office"/>
<xs:element name="manu-facility" type="rdm:manu-facility" maxlccurs="unbounded"/>

</xs:sequencex
</usicomplexTypes
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eAF DES Change Summary

08" May 2018

b) Removal of Fax number from all OMS Addresses across all forms (SD-

145156

— NTA change:

Original eaf_Dictionary xsd schema definition:
<xs:icomplexType name="contact-details-type">
<xs:isequence>
<xs:element name="personal-title" type="rdm:stringle" minOccurs="8"/>

relement
relement
relement
:element
relement
relement
relement
:element
relement
relement
relement
relement
relement

name="given-name" type="rdm:stringlee"/>

name="family-name" type
t

name="company-name"
name="address1" type
name="address2" type
name="address3" type

"rdm:stringlee” />
e="rdm:stringlee”
:stringles” />
:stringlee” />
istringlee”/ >

name="address4" type="rdm:stringlee”/>
name="city" type="rdm:stringlea"/:

name="state" type="rdm:stringle@" minOccurs="8"/>
name="county” type="rdm:stringléa"/>

name="post-code"” typ
name="country” ty
name="orgID" type

“rdm:stringle”/>
rdm:control-term"/>

rdm:string5e" />

relement

name="locID" type="rdm:stringse"”/>

:element name="loc-modifiedDate” type="xs:date"/>
:element name="language" type="rdm:stringle"/:
:element =rdm:stringse”/>
element ng3@" mindccurs

relement s:string” minOccurs
<xs:element name="residesInEEA" type="rdm:yes-no" mindccurs=
<xs:element name="attach” type="rdm:yes-no"/>
<xs:element name="qualifiedPerson” type="rdm:yes-no" minOccurs="8"/>
<xs:element name="member-states” type="rdm:member-states"/>
<xs:element name="admin-manu-address” type="rdm:yes-nc"/>
<xs:element name="admin-office” type="rdm:admin-office”/»
<us:element name="manu-facility"” type="rdm:manu-facility" maxOccurs="unbounded"/>
</usisequence:>
</xs:complexType>

Updated eaf Dictionary xsd schema definition:

<xs:complexType name="contact-details-type">
<xs:sequence>
<xs:element name="personal-title” type="rdm:stringle” minOccurs="8"/>
<xs:element name="given-name" type="rdm:stringlea"/>
<xs:element name="family-name” type="rdm:stringlee”/:
<xsielement name="company-name” rdm:stringlea”/ >
<xs:element name="address1" type=" :stringlea” />
<us:element name="address2" type rstringlee”/>
<xs:ielement name="address3" type rstringlee” />
<xs:element name="address4" type="rdm:stringlee"/>
<us:element name="city” type="rdm:stringlee”/>
<xs:element name="state” type="rdm:stringl®®” minOccurs="8"/>
<xs:element name="county" type="rdm:stringlee"/>
<us:element name="post-code” t rdm:stringle”/>
<xs:element name="country" typ
<xs:element name="orgID" type="rdm:string5e"/>
<xs:element name="locID” type="rdm:string5e"/>
<xsielement name="loc-modifiedDate” type="xs:date"/>
<xs:element name="org-modifiedDate" type="xs:date"/>
<us:element name="language” type="rdm:stringle"/>
<xsielement name="phone” type="rdm:stringse"/>
<xs:element name="email" type="rdm:stringl@®" minOccurs="8"/>
<xs:element name="qualification” type="xs:string” minOccurs="@"/>
<xsielement name="residesInEEA" type="rdm:yes-no” minlccurs="@"/>
<xs:element name="attach" type="rdm:yes-no"/>
<us:element name="qualifiedPerson™ ty rdm:yes-no” minGccurs="e"/>
<xs:ielement name="member-states” type="rdm:member-states"/>
<xs:element name="admin-manu-address" type="rdm:yes-no"/>
<xs:element name="admin-office” type="rdm:admin-office"/>
<xs:element name="manu-facility” type="rdm:manu-facility"” maxOccurs="unbounded”/>
</xs:sequence>
</xs:complexType>

c) Addition of EMA Product Number in Human form (SD-145156) — NTA

change:

Addition of a new EMA Product Number field in the Human Form

Original eaf_Dictionary xsd schema definition:
<xs:element name="article31l">
<xs:complexType>
<{K5isequence>
<xs:element name="selected” type="rdm:yes-no"/>
<xs:element name="date-of-acceptance” type="xs:date"/>
</®sisequencer
</xs:complexTypes
</xs:element>

30 Churchill Place e Canary Wharf ¢ London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact

An agency of the European Union “

© European Medicines Agency, 2018. Reproduction is authorised provided the source is acknowledged.

4 of 14



eAF DES Change Summary
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Updated eaf Dictionary xsd schema definition:

¢<xsielement name="article31l™:
<xs:icomplexType>
<Xs:sequence>
<xs:element name="selected” type="rdm:yes-ne"/>
<xs:element name="date-of-acceptance” type="xs:date"/>
l<xs:element name="ema-product-number” type="xs:string"/3
</wsisequences
</xs:complexType>
</xs:elements

d) Addition of Procedure Number for Human & Vet MAA forms (SD-145156)
— NTA change:
Addition of a Procedure Number field if MRP\DCP in the Human & Vet Forms

Original eaf Dictionary xsd schema definition:
</xs:ielement:

<xs:element name="mrp-wvariation-number” type="xs:string"/>
<xs:element name="authorisation-holder” type="rdm:string3e"/>
<xs:element name="authorisation-date" type="xs:date"/>
<xs:element name="country" type="xs:string"/»

<xs:element name="authorisation-status™ type="xs:string"/>
<xs:element name="expiry-date" type="xs:date"/>

Updated eaf Dictionary xsd schema definition:
<fwsielement>
<xs:ielement name="mrp-variation-number” type="xs:string"/>
<xs:element name="authorisation-holder” type="rdm:string3e”/:
<xs:ielement name="authorisation-date” type="ws:date"/>
<xsielement name="country” type="ws:string"/:
<xs:ielement name="authorisation-status” type="xs:string"/>
<xs:element name="expiry-date" type="xs:date"/>
|<xs:element name="mrp-dcp-procedure-number” Type="xs:string” /> |

€) Addition of Base/Zactive moiety of active substance(s) Human & Vet MAA
forms (SD-145156) — NTA change:

Addition of a Base/active moiety of the active substance(s) field in the Human & Vet Forms
in section 2.1.2 and 2.6.1

Original eaf_Dictionary xsd schema definition:
<xs:complexType name="ingredient">
<¥sisequence>
<xs:element name="ingredient-role"” type="rdm:control-term”/>
<xs:element name="substance-name" type="rdm:substance"/>
<xs:element name="ingredient-strength” type="rdm:ingredient-strength” minOccurs="8"/>
<xs:element name="reference-monograph-standard” type="rdm:string258" minOccurs="8"/>
</xs:isequences

Updated eaf_ Dictionary xsd schema definition:
<xs:complexType name="ingredient":
CH5sequences
<xs:element name="ingredient-role" type="rdm:control-term"/>
<xs:element name="substance-name"” type="rdm:substance" />
<wsielement name="ingredient-strength”™ type="rdm:ingredient-strength” minOccurs="@"/>
<xs:element name="moiety-substance-name" type="rdm:substance"/»
<xsielement name="moiety-ingredient-strength” type="rdm:ingredient-strength” mindccurs="a"/>
<xstelement name="reference-monograph-standard” type="rdm:string258" minldccurs="@"/>
</xsisequences
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eAF DES Change Summary

08" May 2018

d) Addition of address section in 2.5.3 under ASMF in Human form

(SD-145156) — NTA change:

Addition of address fields in 2.5.3 section under ASMF in the Human Form

Original eaf_Dictionary xsd schema definition:

<xg complexType name="manufacturar-active-substance"=

<HSISEHUENCES

<xselement name="active-substances" minJccurs="1" maxOccurs="unbounded">[__|</x= element=
=<xg element name="company-description” type="xs:string"/>

=g element name="contact-details" type="rdm:contact-details-type"/=

=xg element name="manu-facility” type="rdm:manu-facility” maxOcours="unbounded" /=
<xs element name="function-description” type="xs:string"/>

<xg:element name="manu-steps” minOccurs="1" maxOccurs="unbounded"= [ |</xs:element=
=<xs element name="flow_chant" type="rdm:yes-na"/=

<xg element name="gualified-person-declaration” type="rdm: yes-na"/>

=xs.element name="inspected_gmp_compliance” type="rdm: yes-no"/=

<xg element name="competent-autharity" type="rdm: yes-no"f=

<xs element name="gmp_cert" type="rdm:yes-na"f>

<xg element name="grmpc" type="rdm:gmpc"=

<z element name="gmp-compliance-other" type="rdm: yes-no"/=

<xg element name="summary-information” type="rdm:yes-no"/>

<xs element name="ph-eurcert-suitability” type="rdm:yes-no"f>

=xg element name="provide-copy" type="rdm:yes-na"/>

<z element name="qualification” type="xs:string" minCccurs="0">

<xs:element name="attach" type="rdm:yes-no" minOccurs="0"/>

<xs element name="residesInEEA" type="rdm:yes-no" minCccurs="0">

=g element name="personal-title" type="rdm:string30" minOccurs="0"/>
<xsielerment name="mia" type="rdm:mia"/=

<xs element name="active-substance-master-file" type="rdm:yes-no"/>

=xg element name="access-community-member-state” type="rdm: yes-no" =

=xs element name="written-confirmation” type="rdm:yes-na"s>

<xsielernent narme="asmf" minOcours="1" maxOccurs="unbounded">

i osxscomplexTypes

| <xgizequences

=<xs element name="substance-cerificate” type="rdm:substance-certificate"/=
i <fusisequences

i <fwsicomplexTypes=

<fxsielements=

Updated eaf_ Dictionary xsd schema definition:
<ys complexType name="manufacturer-active-substance"s

THESEOUBNCE®

<xs:elemeant name="active-substances” minOccurs="1" maxOccurs="unboundad"> [ |</xs element>
<xs element name="company-description” type="xs string"/>

<xgelement name="contact-details” type="rdm:contact-details-type"/=

<xgielement narme="manu-facility” type="rdrm: manu-facility” maxOccurs="unbounded"/=
<sxsielement name="function-description” type="us string"/=

<xs:element name="manu-steps" minOccurs="1" maxOccurs="unbounded"=[_]</x= element>
<xgelement name="flow_chart" type="rdm: yes-no"/=

«<xs:element name="gualifled-person-declaration” type="rdm:yes-no"/=

<xgelement name="ingpected_gmp_compliance” type="rdm:yes-no"/>

<xs element name="competent-authority" type="rdm: yes-no"/=

<xzielement name="gmp_cen" type="rdm:yes-no"i>

<xzielement name="gmpc" type="rdm:gmpc"=

<xselement name="gmp-compliance-other" type="rdm: yes-na"f»

<xzielement name="summary-information” type="rdm:yes-na"/>

<xgielement name="ph-eur-cert-suitability" type="rdm: yes-no" =

<ssielement name="provide-copy” type="rdm:yes-no"/>

<xgelement name="gualification” type="xs: string” minCOccurs="0">

<xsielement name="attach” type="rdm:yes-no" minOccurs="0"/>

<xs:element name="residesInEEA" type="rdm:yes-no" minOccurs="0"/>

<xgielement narme="personaltitle” type="rdrm: string30" minCOccurs="0">

<xsielement name="mia" type="rdm:mia"/>

<xzielement name="active-substance-masterfile” type="rdm:yes-na"/>

<xgielement name="access-community-mermberstate” type="rdrm: yes-na"/=
<xsielement name="written-confirmation” type="rdm:yes-no"/>

<xgelement name="asmf" minCOccurs="1" maxCOccurs="unbounded"=

i =xsicomplexTypes

CHE SEUBNCES

<xg element name="substance-certificate” type="rdm: substance-cerificate"s=
i <usielernent name="contact-details" type="rdrm: contact-details-type"s=

</¥s gequence>

<fwsicomplexTypes

<fis elements
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e) Addition of address section in 2.5.3 under ASMF in #VET Form
(SD-145156) — NTA change:

Addition of address fields in 2.5.3 section under ASMF in the Vet Form

Original eaf_Dictionary xsd schema definition:

<yscomplexType name="manufacturer-active-substance-vet"=

<HESEGUEnCes

<xg element name="active-substances” minDccurs="1" maxOcours="unbounded"= [ ]</zs: element=
=xs.element name="contact-details" type="rdm:contact-details-type"/=

zxg element name="function-description” type="xs string"/»

<xg element name="manu-steps" minDccurs="1" maxQccurs="unbounded"=[_|</x= element>
=xgelement name="flow_chat" type="rdm:yes-no"/=

zxg element name="gualified-person-declaration” type="rdm:yes-no"/=

=xs element name="inspected_gmp_compliance” type="rdm: yes-no"/>

=xs element name="competent-authority” type="rdm:yes-na"/=

zygielement name="gmp_cet" type="rdm:yes-no"/>

=xg:element name="gmpc" type="rdm:gmpc"/>

=xs element name="gmp-compliance-other" type="rdm: yes-no"/=

<y element name="sumrmary-information” type="rdm: yes-no"/>

=xg:element name="ph-eur-cer-suitability” type="rdm:yes-nao"/>

<xs element name="provide-copy"” type="rdm:ves-na"/>

<y element name="gqualification” type="xsstring" minDccurs="0">

=xs:element name="attach" type="rdm:yes-no" minDccurs="0"=

<xselement name="active-substance-master-file” type="rdm:yes-na"/=

<xg:element name="access-community-rmember-state” type="rdm:yes-no"/z|
=xg:element name="written-confirmation” type="rdm:yes-no"/>

<ys:elemant name="ph-gur-cert">[__|</rs element>

=xg element name="asmf">

P o<xscomplexTypes

! <xsisequences

! <xselement name="substance-cerificate” type="rdm: substance-cerificate-vet"/=
=/¥s seqUence>

o o=fwsicomplexType=

<fxzelement=

Updated eaf_ Dictionary xsd schema definition:
<xs camplexType name="manufacturer-active-substance-vet">
THE SeqUENCe=
<xz element name="active-substances" minOccurs="1" maxCccurs="unbounded"=[__J</xs element>
<usielement name="contact-details” type="rdm:contact-details-type"/=
<xs:element name="function-description" type="xs:string"/=
<xs:element name="manu-steps" minCOccurs="1" maxOccurs="unbounded"=[__|</xs element=
<yusgielement name="flow_chart" type="rdm:yes-no"/=>
<5 element name="qualified-person-declaration” type="rdm:yes-no"/=
<yuselement name="inspected_gmp_compliance” type="rdm:yes-no"/=
<5 element name="competent-authority” type="rdm:yes-no"/=
=¥z element name="gmp_cert" type="rdm:yes-no">
<xgelement name="gmpc" type="rdm: gmpc"/=
<xs:element name="gmp-compliance-other" type="rdm:yes-no"/=
<xs element name="summary-infarmation” type="rdm: yes-no"’>
<xs5ielement name="ph-eur-cen-suitability” type="rdm: yes-no"/=
<xsz:element name="provide-copy" type="rdm:yes-na"/>
<yusgelement name="qualification” type="xs:string" minOccurs="0"">
<xs:element name="attach" type="rdm:yes-no" minJccurs="0">
<uselement name="active-substance-master-file” type="rdm:yes-no"/=
<xselernent name="access-community-memberstate” type="rdrm: yes-no"/z|
=g element name="written-confirmation" type="rdm: yes-no"/>
<xselement name="ph-eur-cent">[__|</xs element=
=y element name="asmf">
| =xscomplexType=
<HE SEQUenCces

ate-vet"/>
<xs element name="contact-details" type="rdm: contact-details-type"/=
oo S EUETILE

i </xscomplexTypes

<ifxsielement>
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eAF DES Change Summary

) Check box has been added in section 2.4.4 in Human form

(SD-145156) — NTA change:

Check box has been added in section 2.4.4 in the Human Form

Original eaf_Dictionary xsd schema definition:
¥ =xsicomplexType name="pharmaco-vigilance">

3
3
3

<yg complexContents

<ysiextension base="rdm:contact-details-type"=

x5 sequUence>

i =xselement name="number" type="xs:string"f>
i <fisiseguences

i <fusiextensions

<fxg:complexCaontent>

%fxs:complexTypv

Updated eaf_Dictionary xsd schema definition:
<yscomplexType name="pharmaco-vigilance"=

<z complexContents=
<y extension base="rdm:contact-details-type"=
LHEFRQUENCES

=T P aT=T 4% AT aT =Tt 4TH L2 s] aT=T ik AT AT~ T~S -3 duT T WA

<xs: element name="ari57-database-box" type="rdm:yes-na"/= I

{o<fusisequences
i <fsiextensions
<fus complexContent>

08" May 2018
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eAF DES Change Summary

08" May 2018

2. MAA-Human — Human XSD changes

a) Addition of Medical Device fields for Human form (SD-145156) — NTA

change:

Original maa_human xsd schema definition:

<xs:ielement name="Manufacturer-device">
<xs:complexType>
<{xs:sequence>
<xs:element name="Manu-device-checkbox" type="rdm:yes-no"/>

<xsielement name="Manufacture-contact-details"” type="rdm:contact-details-type"” minOccurs="1" maxOccurs="unbounded"/>

<xs:element name="CE-mark" type="rdm:yes-no"/>
<xs:element name="Device-identification” minOccurs="@" maxOccurs="unbounded">
<xs:complexType>
<{xs:seguences
<xs:element name="Device-name"” type="xs:string"/:
<xs:element name="Device-serial-no" type="xs:string"/>
</usisequence>
</xs:complexType>
</ustelement:

Updated maa_human xsd schema definition:
<xs:element name="Manufacturer-device">
<xs:complexTypes
<A5isequences
<xs:element name="Manu-device-checkbox" type="rdm:yes-no"/>
| <xs:element name="Manu-device-Yes-No" type="rdm:yes-no

"f>|
Xz element name= ManuTacture-contact-detalls type= ram:contact-details-type" minOccurs="1" maxOccurs="unbounded"/>

<xs:element name="CE-mark" type="rdm:yes-no"/>
<xs:element name="Device-identification™ minOccurs="@" maxOccurs="unbounded"”>
<xs:complexType>
XS :sequencer
<ys:element naTe:"Device—qEEe" type="xs:string" />
| <xs:element name="Device-description” type="xs:string"/}
<xs:element name="Device-serlal-no” type="xs:string />
</xs:sequencer
</xs:complexType>
</xs:element>

b) New active substance and known active substance radio buttons moved

t0 2.1.2 in_ Human MAA forms (SD-145156) — NTA change

b) SubstanceType added in_ Human MAA forms (SD-145156) — NTA chanage:

Human form — Claim for new active substance is deleted in section 1.4.1 and added in 2.1.2,

Known active substance has been added and SubstanceType field has been added.

Original maa_Human xsd schema definition:
=xs element name="section1-4-1"=

=ys.complexTypes

| <xzsequences

! <uselement name="article-3-3" type="rdm:yes-no"f=
<xsielerment name="new-active-substance” type="rdm:yes-no"/=
=xs element name="known-active-substance” type="rdm:yes-no"/>
i <uselement name="attach-letter" type="rdm:yes-no"/>

i <fusiseguences

<fusicomplexTypes

<fiselement=
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Updated maa_human xsd schema definition:
<wselement name="chapter-2"=

<xscomplexType=

LHESEHUBNCES

<xs:element name="medicinal-product” type="rdm:medicinal-product"y=
zxg.element name="annex5-19" type="rdm:yes-na"/=

<xs element narme="active-substances"=[_l=/x= elements
zxg.element name="gsubstanceType" type="rdm:control-term"/=
<xs element name="new-active-substance” type="rdm:yes-no"/=
<xs:element name="known-active-substance” type="rdm:yes-na"/
<xg elamant name="attach-letter” type="rdm: yes-no" =
<xz:element name="annex5-17" type="rdm:yes-no"z|
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eAF DES Change Summary

3.MAA-VET — VET XSD Changes

08" May 2018

a) New active substance and known active substance radio buttons moved

t0 2.1.2 (SD-145156) — NTA change

b) SubstanceType added in Vet MAA forms (SD-145156) — NTA change:
VET form - Claim for new active substance radio button is deleted in section 1.3.1 and added
in 2.1.2, Known active substance has been added and substance Type has been added.

Original vet_ Human xsd schema definition:
<xsielernent narme="section1-3-1">

! =xscomplexType>

| <xgigequence>

=xselement name="aricle-12-3" type="rdm:yes-no"/>
<xgelement name="new-active-substance” type="rdm:yes-no"/=
=xs:element name="known-active-substance” type="rdm:yes-na"/>
<xgelement name="attach-letter” type="rdm:yes-na"/=

{ o <fxsisequences

i fusicomplexTypes

=fus element=

Updated vet_human xsd schema definition:
=xgz.element name="chapterZ"=

<ysicomplexTypes

<HE SeqUenCER
<xs: element name="medicinal-product” type="rdm:medicinal-product"/=
<xs:element narme="annex3-18" type="rdm:yes-no"i=
s mlarmant narme="artive_cnhatances" [l alopmant
<xs:element narme="substanceType" type="rdm:control-term"/=
<xsg:element name="new-active-substance" type="rdm:yes-no"/=
=<xs element name="known-active-substance” type="rdm:yes-no"/>
<xgelement name="attach-letter" type="rdm:yes-ng"s>
<xs element name="annex5-17" type="rdm yes-nn"|

b) Addition of EMA Product Number in Vet MAA form
(S5D-145156) — NTA change:
Addition of a new EMA Product Number field in the Vet Form

Original vet xsd schema definition:

<xz.element name="o0s">

=5 complexTypes

| <@ sequencex

=5 element name="new_active_substance" type="rdm:yes-na"/=
=xs:element name="significant_innowvation" type="rdm:yes-no"/=
=xs:element name="immunological" type="rdm:yes-no"(>
=xz.element name="acceptance_cvmp"i=

<fxz.sEQUENCE=

éfxs:cumplexTpr

Updated vet xsd schema definition:
<x3.element name="os"=>
=z complexTypes
X3 SROUENCES
=xz element name="new_active_substance" type="rdm:yes-no"/>
<xs.element name="significant_innavation" type="rdm:yes-no"/>
=xz element name="immunaological" type="rdm:ves-no"/=
calormont name—"aggep;armn_r m:n"."
=xz element name="ema-praduct-number" type="xs:string"/> |
T -=EHLETILE
=fxs complexType=
<fxz element>
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eAF DES Change Summary

4. RENEWAL — Renewal Human_Vet XSD

08" May 2018

a) New check boxes has been added in Present and proposed section

(SD-145156) — NTA change

New check boxes has been added in Renewal Form

Original Renewal xsd schema definition:
<xg element name="product">

“xscomplexTypes=

<HEISEUBNCE®

zxs.complexTypes
Hsisefuence>
| <xS SEQUENCE®

i <fwsisequences
| =fysisequencer
i fusicomplexTypes
<fxs element>

=fys sequences
“frsicomplexTypes
<fxselement>

Updated Renewal xsd schema definition:

=xs:element name="product">
<xgcomplexTypes
<HESeQUEnCEs

<ys element name="product-information” maxOccurs="unbounded"=

=xs: element name="present-product-information” type="xs:string"/=
<xgelement name="proposed-product-infarmation” type="xs: string"/>

<y element name="product-summary” type="rdm:yes-no />
<xs:element name="product-labelling” type="rdm:yes-na"/>
<xs:element name="product-packageleaflet” type="rdm:yes-no"f>
=xs:element name="product-Mock-ups" type="rdm:yes-na"/=
=xs:element name="product-specimens” type="rdm:yes-na"/=

=ys: element name="product-infarmation" maxOccurs="unbounded"=

.I..UIII'.J:I: TJ".JI:
<HEISEOUENCES
{o<xsisequences

</u5 SeqUEnCe >
i <fysisequences

i 2fxsicomplexType:
<fusielernents
<IHEIERYUBNCES
<fwzcomplexTypes

<ixs element=

<xs element name="present-product-information” type="xs: string"=
<xs element name="proposed-product-information” type="xs:string"/=
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08" May 2018

b) New Ph.Eur Certificate and ASMF section has been added in Renewal
form (SD-145156) — NTA change
New Ph.Eur Certificate and ASMF section has been added in Renewal form

Original Renewal xsd schema definition:

=x5ielement narme="manufacturers-active-substance” maxOccurs="unbounded">
<yscomplexTypes

<HSISEGUENCES

¢ <xs:element name="manufacturers" minOccurs="0" maxOccurs="unbounded">
i <uscomplexTypes

<HS SEGUBNCES

<xs:element name="active-substances” minOccurs="1" maxOccurs="unbounded"= [ |</xs element>
<xs:element narme="role" type="rdm:role"/>

i o<fus sequences

<fxsicomplexTypes

i <fusielement=

/s seuUencex

<fxsicomplexTypes

«fxselements

Updated Renewal xsd schema definition:

<xs: element name="manufacturers-active-substance" maxOccurs="unbounded" >

<usicomplexTypes

xS seqUence>

<yselement name="manufacturers” minOccurs="0" maxOccurs="unbounded"=

| =xscomplexType>

<KsIsequUence>

¢ <ys:element name="active-substances" minOccurs="1" maxOccurs="unbounded"=[__|</xs element>
: ="role” ="rdrmralety

<xs element name="manufacturer-active-substance” type="rdm:manufacturer-active-substance"/> |

i Bk
PofwsicomplexTypes
<fxs element>
“fusiseqUences

<fxs complexType=
<fezielement
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eAF DES Change Summary

5.Variation Form - Variation XSD -Changes

a) OMS integration in variation form (SD-140624):

08" May 2018

For the variation form only; the present & proposed sections have been amended to allow
for an entry of an OMS organisation; This is aligned with other OMS Address sections.

Original eaf_Dictionary xsd Schema definition:

<xs:element name="presentProposedImage” maxOccurs="unbounded">
<xs:complexTypes
<Xs:sequence>
<xs:element name="present" type="xs:string"/>
<xs:element name="proposed” type="xs:string"/>
</xsisequence>
</xs:complexType>
</usielementr

Updated/Amended eaf Dictionary xsd schema definition:
</wsrelements
<xs:element name="presentProposedImage” maxOccurs="unbounded">
<xs:complexType:
<XS:isequence>
<xs:element name="present" type="xs:string"/>
<xs:element name="proposed” type="xs:string"/>
</xsisequencer
</xs:complexType>
sseslement

<xs:element name="presentProposedAddress” maxOccurs="unbounded">
<xs:complexType:
{xsisequence>
<xs:element name="present” minOccurs="@">
<xs:complexTypes>
<{¥sisequence>
<xs:element name="contact-details"” type="rdm:contact-details-type"/>
</%s:sequence>
</xs:complexType>
</xs:element>
<xs:element name="proposed” minOccurs="@">
<xs:complexTypes
<xsisequence>
<xs:element name="contact-details" type="rdm:contact-details-type"/>
</xs:sequence>
</xs:complexType>
</wsrelement:
</xs:sequence>
</xs:complexType>
</xs:element>
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