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Purpose
The aim of this document is to summarise the changes applied to the Data Exchange
Standard covering all forms for version 1.21.0.0 of the Electronic Application Form.

It should be noted this document in no way replaces the current DES documents for each of
the 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 four sections, one for each of the forms affected by the DES

changes:
¢ MAA Human
e MAA Vet

To enabled cross reference to the release notes for 1.21.0.0, this document will reference
the corresponding Change Request reference number associated with the DES change.

MAA-Human
There was two changes applied to the human form

Schema File Affected: maa_human.xsd
Change Request Reference: SD-27699

Summary of Human change (SD-27699):

To allow multiple device-idenfication records to be captured.

Extract from Human DES:

eu_application_form HinitiaI-applicatinn-form-humanH chapter-2 ‘

_ |
| | — |
| Yes Device-identifcation | Notified-body H add-certificates

IYEs-Nno 'Yes-no S _|/ \—‘ 'yes-no

‘ device-name | Device-serial-no ‘ contact-details ‘

Jtext Itext

‘ CE-mark H manufacturer-device

| manufacture-contact-details

Original Human xsd Schema definition:

<xsielement name="Manu-device-ghgckbox" tyvpe="rdm:ves-no"/>
<xs:element name="Manufacture-contact-details" type="rdm:contact-details-type" minlccurs="1" maxOccurs="unbounded"/>
<xs:element name="CE-mark" type="rdm:yes-no"/>
<xs:element name="Device-identification">
<xs:complexType>
<XS5!segquence>
<xs:element name="Device-name" cCype="xg:string"/>
<xs:element name="Device-serial-ne" type="xg:string"/>
</®=isegquence>
</®x3:complexType>
</xs:element>
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Updated/Amended Human xsd Schema Definition:
373 <xs:element name="Manu-device-gheckbox" type="rdm:yes-no"/>

<xs:element name="Manufacture-contact-details" type="rgdm:contact-details-type" minOccurs="1" maxOccurs="unbounded"/>

= <xg:ielement name="CE-mark" type="rdm:yves-no"/>

& = <xg:element name="Device-identification" minOccurs="0" maxfccurs="unbounded">
7 % <X3:complexType>

I <Xs:sequence>

<xs:element name="Device-name" type="xsg:string"/>

8 <xs:element name="Device-serial-no" type="xs:string"/>

81 - </®x3:seguence>

8 H «</®s:conplexType>

83 - </xs:element>

WO oW L W oW W L b W
c

In this instance the addition of a minOccurs ="0"” and maxOccurs="unbounded” has been
added to the device-Identification entry.

Summary of Human change (SD-27733):

New free text field has been added in section 1-5-3

Extract from Human DES:

eu_application_form | [ initial-application-form-human | | chapter-1
sectionl-5
section1-5-1 section1-5-2 section 1-5-3 section 1-5-4 section 1-5-5 section 1-5-6
TYES YE5-To | TYES-No TYES TYES-No

accelerated-review chmp

Chmp-details

'YES-NO /Date /text

Original Human xsd Schema definition:

S <xs:element name="sectionl-5-3":>

<xz:conplexType>

<XS:Sequence>
<xs:element name="accelerated-review" tvpe="rdm:yes-no"/>
<xs:element name="ghmp" tvpe="xs:date"/>
< /X5 :Bequence>
</xs:complexXTypes

Ry R3O ORI RS ORI ORD ORI ORD

41 </x=:element>

Updated/Amended Human xsd Schema Definition:

<xs:ielement name="sectionl-5-3">
<xs:complexType>
<X3:Sequence>
<xz:element name="accelerated-review" type="rdm:yes-no"/>
i <xz:element name="ghmp" tyvpe="xs:date"/>
£ <xs:element name="ghmp-details" type="§g:string"!4
0 </x=2:sequence>

[P R U]

471 </xs:complexType>

Ra B3 B3 R RD R R RDORD

4z </x=:element>

The new node in section-1-5-3 id:
xs:element name="chmp-details" type="xs:string"/>
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MAA-VET

There are three changes applied to the Veterinary form.

Summary of Human change (SD-27782):
New check box has been added to hide and visible the 1.4 mrl status section

Extract from Veterinary DES:

eu_application_form [ | initial-application-form-vet | | type_of application

mrl_status

commission_regulation max_residue

[
mrl_status_yes

:yes-no Section 2.2.4.1 Section 2.2.4.2

Original Human xsd Schema definition:

282 ] <xs:element name="mrl statos">

283 [=] <xs:complexType>

284 [=] <HE:sequence

285 =] <xsielement name="commission regulation" maxfccurs="unbounded'>
ZB6 =] <xs:conplexType>

287 [=] <XS:seqguence>

Updated/Amended Human xsd Schema Definition:
B -] «x=:element :'.arr.e="mrl_sta.tus“>

5]
(¥R S ]

= <xs:conplexType>

=] <X8!sequence>

=

<xs:element name="mrl statuos yes" type="rdm:yes-no"/>

<xs:element name="commission regulation" maxCccurs="unbounded'">
<xs:conplexType>

B3 B3 R K3 KD R R

<HIIsequencel

The new node in mrl_status parent is:
<xs:element name="mrl_status_yes" type="rdm:yes-no"/>

Summary of Human change (SD-27717):

Include a + and - button to allow additional “other provisions”.

Extract from Veterinary DES:
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Original Human xsd Schema definition:

Lad

| <xs:element name="other previsions" type="rdm:control-term"/>

I
L

Updated/Amended Human xsd Schema Definition:

16 <xs:element name="other provisionz=" minfccurs="0" maxCccurs="unbounded" >

<xs:complexTvype>
<X3:S5equencer
<xs:element name="other previsions" type="rdm:control-term"/>

=
[ T I s

L G b Ld b L

| E T Ty

< /K3 3equence>
1 </xz:complexTypes
322 </xz1element>

Summary of Human change (SD-27733):

New free text field has been added in section 1-5-2

Extract from Veterinary DES:

sectionl-5-1 sectionl-o=2
| | |
article26-3 article39:8 {sTlaal:}
ftext +CTL

Original Human xsd Schema definition:

36l <¥s:element name="sectionl-5-2">

362 <Hs:complexType>

363 <HS:Sequence

364 <xs:element name="article39-8" type="rdm:yes-no"/>
365 <xs:element name="gymp" tvpe="xsz:date"/>

366 </x=Z:1seqguence>

367 </xs:conplexTypes

368 </x=s:element>

Updated/Amended Human xsd Schema Definition:

368 <x¥s:element name="sectionl-5-2">

369 <xs:conplexType

370 —| <HSisedquence>

371 <xsielement name="article3%-8" type="rdm:yes-no"/ >
372 <xsg:element name="gymp" type="xg:date"/>

373 <xs:element name="gymp-details" type="gg:string"/ >
374 - </®=:1sequence>

375 ~ </xs:complexTyper

376 - «</xs:element>

The new node in section-1-5-2 id:
<xs:element name="cvmp-details" type="xs:string"/>
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