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Disclaimer

GS1 seeks to minimise barriers to the adoption of its standards and guidelines by making the intellectual
property required to implement them available, to the greatest extent possible, on a royalty-free basis, or
when necessary, under a RAND licence. Such royalty-free and RAND licences are provided pursuant to the
GS1 IP Policy (available here: https://www.gsl.org/standards/ip), which governs the work of work group participants
who contribute to drafting standards and guidelines, including this document. In addition to licences, the GS1
IP Policy provides various benefits and obligations that apply to all implementers of GS1 standards and
guidelines, and all implementations of GS1 standards are subject to those terms.

Nevertheless, please note the possibility that an implementation of one or more features of this standard or
guideline may be the subject of a patent or other intellectual property right that is not covered by the licences
granted pursuant to the IP Policy. In addition, the licences granted under the IP Policy do not include the IP
rights or claims of third parties who were not participants in the corresponding standard development work
group.

Accordingly, GS1 recommends that any person or organisation developing an implementation of this standard
or guideline should determine whether any patents or other intellectual property may encompass such
implementation, and whether a licence under a patent or other IP right is needed. The implementer should
determine the potential need for licensing in view of the details of the specific implementation being designed
in consultation with that party's patent counsel.

The official versions of all GS1 standards and guidelines are provided as PDF files on GS1's online reference
directory (https://ref.gsl.org) (the "GS1 Reference"). Any other representations of standards or guidelines in any
other format (e.g., web pages) are provided for convenience and descriptive purposes only, and in the event
of a conflict, the GS1 Reference document shall govern.

THIS DOCUMENT IS PROVIDED “AS IS” WITH NO WARRANTIES WHATSOEVER, EXPRESS OR IMPLIED,
INCLUDING ANY WARRANTY OF MERCHANTABILITY, NONINFRINGEMENT, FITNESS FOR PARTICULAR
PURPOSE, ACCURACY OR COMPLETENESS, OR ANY WARRANTY OTHERWISE ARISING OUT OF THIS
DOCUMENT. GS1 disclaims all liability for any damages arising from any use or misuse of this document,
whether special, indirect, consequential, or compensatory damages, and including liability for infringement of
any intellectual property rights, relating to use of information in or reliance upon this document.

GS1 makes no commitment to update the information contained herein, and retains the right to make

changes to this document at any time, without notice. GS1® and the GS1 logo are registered trademarks of
GS1 AISBL.
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1 Introduction

This document will be used to coordinate all design decisions be made as part of GS1 XML 3.7 EDI release.

The document contains the list of:

Work requests originating the changes
Changes to GS1 XML 3.7 BMS documents

GS1 XML 3.7 (EDI) Project Working Document

This document is not a formal deliverable, so will not go through any community review or eBallot. Its main purpose is to support the

coordinated internal review process in the EDI SMG. The resulting updated BMS documents are the deliverables that will undergo

community review and eBallot.

1 Work request & Impact Analysis

WR# ‘ Requirement Impacted BMS

23-000170 Add the "dangerousgoodsinformation” class to the "warehouse Warehouse Outbound Instruction and Notification
outbound instruction" & "warehouse outbound notification"
messages

23-000271 Add “countryKitsReleasedTo” and “doNotShipAfter” to line item Clinical Trials Inventory Report
level

23-000286 Extend the XML schema of the Inventory Release File and Inventory Clinical Trials Inventory Report and Clinical Trials Inventory
Report messages to support the required data set. Release File

23-000292 Update the Shipment Request XML schema Shipment Request

23-000316 To be able to do that I need the same subset of attributes in both Order
the standards (EANCOM and GS1 XML).

23-000319 Clinical Trials Inventory Report

In the Request for Inventory Report schema, I request that all
fields in the InventoryReportRequestIinformation section be optional
to allow for more flexibility to request an Inventory Report for the
entire protocol if desired.

Release 3.7, Ratified, Mar 2025 © 2024 GS1 AISBL
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WR# ‘ Requirement Impacted BMS

23-000350 Request to expand the Inventory Report message to include a field | Clinical Trials Inventory Report
for the Kit's Sequence Number

24-000020 The initialOrderNumber field should be changed from Mandatory to | Clinical Trials Shipment Confirmation
Optional because when the attributeStatusCode = REJECTED, the
initial order number does not exist

24-000030 The Inventory Release File, a field for "doNotShipAfter" was added Clinical Trials Inventory Release File
in Release 3.6 for a new date field. The same field will also be
added to the Inventory Report in Release 3.7 via WR-23-000271.
The proposal is to add an accompanying field for "doNotShipDays"
because the number of days is sometimes preferred over the actual
date.

24-000035 The requestedReceivingDateTime field should be changed from Clincal Trials Shipment Confirmation
Mandatory to Optional because the same field in the Shipment
Request is also Optional

24-000077 Proposal is to add the segment carrierTrackAndTraceInformation Warehousing messages (inbound instruction and notification and
under logisticUnit. This automatically brings it into the warehousing | @utbound instruction and notification)

messages (instruction and notification) for inbound goods and
outbound goods.

24-000186 Proposal to make the sender and receiver fields optional All Clinical trials messages

24-000208 Request to expand the Inventory Report message to include a field | Clinical Trials Inventory Report
for the Material ID

24-000237 Proposal to add Quantity fields at the following levels: Clincal Trials Despatch Advice

1. ClinicalTrialDespatchAdviceLineltem level to be a quantity of Kits
for that specific line item

2. ClinicalTrialDespatchAdvice (header) level to be a quantity of Kits
for the entire shipment

24-000251 Add a material master interface to the GS1 Standards for Clinical Item Data Notification
Trials.
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‘ Requirement Impacted BMS
WR 24-390 Adding TransactionalReferenceTypeCode through the Order Response
TransactionalGenericReference to the OR message same was as in
DA
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2 Changes applied to GS1 XML 3.7

2.1 Warehouse Outbound Instruction and Noitification

2.1.1 Overview

GS1 XML 3.7 (EDI) Project Working Document

Associated
CR
Number
= Added new association to ecom:common dangerous goods information to Line item: 23-
class WarehousingOutboundinstruction_Shipmentitem / 000170
Wareh i g Comm h i usr'r item
eCom GS1 Identification::
+inboundLogisticUnitReference Ecom_LogisticUnitidentification
WarehousingOutboundinstructionShipmentitem ‘
0+
+ plannedDespatchQuantity : Quantity
+ deliverylnstructionCode: WarehousingDeliveryinstructionCode [0..*] [
+ crossDockindicator: boolean [0..1] N dsh o eCom GS1 Identification::
+inboundS \;,men,«elerence; Ecom: Shipimentidentis s
0..1
+inlineServicelnstruction
Warehousing Common::
0z WarehousingServicelnstruction
0..1
eCom Common Components::
DangerousGoodsinformation
|}
Page 7 of 43
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Associated
CR
Number
= Added new association to ecom:common dangerous goods information to Line item: 23-
" 000170
class WarehousingOutboundNotification_Shipmentitem /

Warehousing Common::WarehousingShipmentitem

Warehousing Common::
WarehousingQuantityVariance

+outboundQuantityVariance
WarehousingOutboundNotificationShipmentitem L

+ warehousingOuthoundExceptionCode: WarehousingOutboundExceptionCode [0..*] Ecom_Entityldentification
+ plannedDespa:chQuarj:i:y: Quar.-.'_i;’y [0..1] +warehousingOutboundinstruction eCom Common Components::

+ actualDespatchQuantity: Quantity 1:0..11 ) Ecom_DocumentReference

+ actualAcceptedQuantity: Quantity [0..1] L

+

actualReceivedQuantity: Quantity [0..1]

ot oo eCom GS1 Identification::
+requesteditemidentification % v
~ Ecom_Tradeltemldentification

el
U..1

eCom Common Components::
DangerousGoodsinformation
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= Added new association to ecom:carrierTrackAndTracelnformation to shipment and shipment item level as optional fields. 24-
000077
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class WarehousingOutboundinstruction_Shipment /

WarehousingOutboundinstructionshipment

+ yoeCode: i yoeCode

[0..

+plannedDespatch

0.1

+plannedDelivery

0.1
{
{

I

WarehousingShipmentitem

+inlineServicelnstruction
o>

0.1

Release 3.7, Ratified, Mar 2025
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+inboundLogisticUnitReference

+ plannedDespatchQuantity : Quantity
< R g

+ ionCode [0..%]
+ crossDockindicator: boolean [0..1]
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Associated

CR

class WarehousingOutboundNotification_Shipment /

ode:
o

ode

shipmentSequenceNumber: positivelnteger [0..1]
finalshipmentindicator: boolean [0..1]

T ik

de [0..%]

&Com Common Components::LogisticEvent

Number

dass WarehousingOutboundNotification_Shipmentitem /

Warghousing Common::WarehousingShipmentitem

o
eCom Common Components::

eCom Common Components::

WarehousingShipmentitem

+warehousingOutboundin:

‘eCom 651 identification::
com_Tradetemidentiicaton

—

CarrierTracl
Warehousing Common::
eCom GS1 Identification:: WarehousingQuantityvariance
Ecom_Consignmentidentification
Ecom_| |
eCom Common Components:: = -
Ecom_DocumentReference ‘ o R

eCom Common Components: .
Ecom_DocementReference

‘Com Common Components::
DangerousGoodsinformation

&Com Common Components::
CameTrackAndTracelnformation

Release 3.7, Ratified, Mar 2025
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2.2 Warehousing Inbound Instruction and Notification

2.2.1 Overview
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Associated CR Number
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= Added new association of carrierTrackAndTracelnformation to shipment level as optional fields in both Warehousing Instruction and Notification | 24-000077

Release 3.7, Ratified, Mar 2025 © 2024 GS1 AISBL Page 15 of 43



GS1 XML 3.7 (EDI) Project Working Document

class Warehousinginboundinstruction_Shipment /

Warehousinginboundinstructionshipment

+plannedReceipt

+
‘

iptTypeCode: iptTypeCode

+plannedCollection

1T,

WarehousingShipmentitem|

class WarehousingInboundNotification_Shipment /

+

ode:

ode [0..%]

WarehousingShipment/tem

+warehousinginboundinstruction
0.1

Release 3.7, Ratified, Mar 2025
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Change
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Associated CR Number

= Added new association of carrierTrackAndTracelnformation to shipment item level in both Warehousing Instruction and Notification.

class housil tion_Shij /

Warehousing Common::
WarehousingShipmentitem

A

‘ ing Ce
b +inlineServicelnstruction i
- ~)
+ plannedReceiptQuantity : Quantity [0..1] C/‘
+ crossDockindicator: boolean [0..1] -
o F\\‘\M\ eCom Common Components::
——> : foca
0 CarrierTrackAndTracelnformation
n
class i ification_Shi 7
Warehousing Common::
\WarehousingShipmentitem
‘ Warehousing Common::
+inbs d riance i i i

d de [0..%]
actualReceiptQuantity: Quantity [0..1]
actualAcceptedQuantity: Quantity [0...
plannedReceiptQuantity: Quanti
communicatedDespatchQuantity: Quantity [0..1]

T &

/=]

T —
+warehousingInboundinstruction Econ Entycentn
> eCom Common Components::

"

eCom Common Components::
CarrierTrackAndTracelnformation

0. Ecom_DocumentReference

24-000077

Release 3.7, Ratified, Mar 2025
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2.3 Order

2.3.1 Overview
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Associated CR Number

= Re-used existing class listPriceDiscounted to line item 23-000316
= The attribute is optional and an ‘amount’ data type

7 z
UL ——
eCom Common C L = T 1 =~
OrderLineltem 11 Ecom_Tradeltemidentification|
eCom Common Components::TransactionalTradeltem
y .
mActionCode [0..1]
jon: Description200 [0..*] L
] - ‘eCom Common Components::
P AllowanceCharge
monetaryAmountExcludingTaxes: Amount [0..1]
monetaryAmountincludingTaxes: Amount [0..1]
itemPriceBaseQuantity: Quantity [0..1] o
parentLineltemNumber: positive ecom Co
recommendedRetailPrice: Amour
+customerDocument ing [0..1]
l— |+ freeGoodsQuantity: Quantity [ e —
0.1 +  note: Description500 [0..1] Ecom_Partyldentification
+  extension: extension [0..1] i eCom Common Components::TransactionalParty
+  itemSourceCode: itemSourceCode [0..1] SPEREMAITECuRt
+  orderinstructionCode: OrderinstructionCode [0..1] = L
eCom Common Components:: + nReasonCode: PhysicalOrLogicalstateDescriptionCode [0..1] = -
LeviedDutyFeeTax +  listPriceDiscounted: Amount [0..1] SR T R e
P L ~
o~ cassociation» ol
+  avplist: Ecom_AttributeValuePairlist [0..1]
+deliveryDateAccordingToSchedule e
'
DateOptionalTime
Shared Common Components::Contact HatestDelivery
[ OrderPackagingInstructions

J+ itemPriceForLabelling: Amount [0..1]

+ additionalLabelText: Description1000 [0..*]
eCom Common Components:: 0.1|+ isArticleSurvaillanceEquipmentRequired: boolean
ReferencedOrder

eCom Common Components::
«eCom Common Components::TransactionalGenericReference AdministrativeUnit

eCom C

eCom Gs1 Identificati |
0.* \l/0-1

OrderLineltemDetail eCom Common Components::EuUniguelD
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2.4 Shipment Request - Clinical Trials

2.4.1 Overview
Associated CR

Change
Number
= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186
= Added an existing attribute unblindedKitTypeCode to the class freepickingfromprelabelledstock. 23-000292
Added an existing attribute unblindedKitTypeDescription to the class freepickingfromprelabelledstock as an optional description1000 field.
23-000292

= Changed the cardinality of kitLotNumber from 1..1 to 0..1
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class ShipmentRequest /

13

+shipmentRequestidentification

+sender

0..1  +shipFrom
+receiver

+shipTo

Temperaturelnformation

+ temperatureQualifierCode: TemperatureQualifierCode_EDI

+ p i Te

Precautioninformation

+ precaution: string = {1..5000}

+ precautionQualifierCode: PrecautionQualifierCode

PickingF

+ o+ o+ +

investigationalProductidentification: GTIN
kitSerialNumber: string [0..1] = {1..20}
kitLotNumber: string = {1..20}
sequenceNumber: integer [0..1]

8|

investigationalProductidentification: GTIN
kitLotNumber: string [0..1] = {1..20}
itTypeCode: Unbli itT

ypeCode
unblindedkitTypeDescription: Description1000 [0..1]

LabellingJustinTimeKitinformation

+ o+ +

investigationalProductidentification: GTIN
inGoingLotNumber: string [0..1] = {1..20}
unblindedKitTypeCode: UnblindedKitTypeCode

«dataType»
ShipmentRequestTypeCode

GS1Code

1.1

1.3

Kitinformation

+ quantity: Quantity

+

TimeOfshij

Ti [0.1]

GS1Code
«dataType»

GS1Code
«dataType»

DMEC yCode

QualifierCode_EDI

GS1Code

«dataType»
PrecautionQualifierCode

GS1Code

«dataType»
UnblindedKitTypeCode

Release 3.7, Ratified, Mar 2025
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2.5 Clinical Trial Despatch Advice

2.5.1 Overview

Change Associated CR Number
= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186

= Added quantity to express the quantity of kits to the line item level and to the shipment level. These quantity fields are mandatory, aligned with | 24-000237
the model.
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class Clinical Trial Despatch Advice /

0..1

+carrier

+dMEShippingReferenceldentification
+clinicalTrialDespatchAdviceldentification

+shipFrom

+shipTo

+clinicalTrialLogisticUnitidentification

+sender

+receiver

ClinicalTrialDespatchAdviceLineltem

1.1

+ quantity: Quantity

1P

Kitinformation

GS1Code
«dataType»

D Ay n

GS1Code

«dataType»
StorageConditionsTypeCode

U

kitSerialNumber: string [0..1] = {1..20}
kitExpiryDateTime: DateTime [0..1]

Kith UnitCode: \ UnitCode [0..*] . i
kitTemperatureTrackerReferenceNumber: string [0..1] = {1..200} KitSecuritylnformation

storageConditionsTypeCode: StorageConditionsTypeCode [0..*] + securityTypeCode: SealTypeCode

quantity: Quantity 0.%| 4+ securityldentification: string = {1..200}
investigationalProductidentification: GTIN

kitMinimumTemperature: TemperatureMeasurement [0..1]

kitMaximumTemperature: TemperatureMeasurement [0..1]
blindedKitTypeCode: UnblindedKitTypeCode [0..1]

kitLotNumber: string [0..1]

sequenceNumber: integer [0..1]

Release 3.7, Ratified, Mar 2025

© 2024 GS1 AISBL

Page 23 of 43



2.6 Clinical trial Inventory Report

2.6.1 Overview

GS1 XML 3.7 (EDI) Project Working Document

Change Associated CR
Number

= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186
= Re-used and added countryKitReleasedTo and doNotShipAfter to line item as optional 0..unbounded 23-000271
= Added new attributes to line item: 23-000286

unblindedKitTypeCode (optional , type code)

unblindedKitTypeDescription (optional description1000) ,

blindingGroup (optional description200) ,

blindingGroupDescription (optional description200),

isSerializedCFGFlag (optional description200) ,

isPooledCFGFlag (optional description200)
= Changed the cardinality of GLN in root level and GTIN in line level from 1..1 to 0..1 23-000319
= Added a new attribute doNotShipAfterDays to the line level as 0..unbounded 24-000030
= Added a new attribute clinicalTrialMaterialID to line item level as an optional string with {1..20} 24-000208

Release 3.7, Ratified, Mar 2025 © 2024 GS1 AISBL
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class Clinical Trial Inventory Report /

GS1Code

«dataType»
Data Types::
StatusCode

1.1

+clinicalTrialinventoryReportidentification

InventoryReportGroupinginformation
+inventoryReportingLocation

+ inventoryReportDate: DateTime

T

InventoryReportingLineltem

Release 3.7, Ratified, Mar 2025
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Change

GS1 XML 3.7 (EDI) Project Working Document

Associated CR
Number

class InventoryReportingLineltem /

InventoryReportinglineltem

investigationalProductidentification: GTIN [0..1]
kitLotNumber: string = {1..20}

IndividualKitinformation

additionalLotNumber: string [0..1] = {1..20}
quantity: Quantity [0..1]

doNotShipAfter: date [0..%]

clinicalTrialMateriallD: string [0..1] = {1..20}
lotStatusCode: StatusCode [0..1]
lotExpiryDateTime: DateTime [0..1]
unblindedKitTypeCode: UnblindedKitTypeCode [0..1]
unblindedKitTypeDescription: Description1000 [0..1]

C”t

+ + + +

kitSerialNumber: string = {1..20}
kitStatusCode: StatusCode
kitExpiryDateTime: DateTime
sequenceNumber: integer [0..1]

+countryKitReleasedTo

blindingGroup: Description200 [0..1]
blindingGroupDescription: Description200 [0..1]
isSerializedCFGFlag: Description200 [0..1]
isPooledCFGFlag: Description200 [0..1]
doNotShipAfterDays: int [0..%]

+ 4+ + + + + + + + + + + + + +

“©n

Shared Common Components::Country

2.7 Clinical Trial Receiving Advice

2.7.1 Overview

Associated CR Number

= Changed the cardinality of sender and receiver from 1..1 to 0..1

24-000186
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class Clinical Trial Receiving Advice /

+clinicalTrialReceivingAdviceldentification

b S
+dMEShippingReferenceldentification

+eRPOrderidentification

0..1

+dMEshi rderReference

0..1
+shipmentRequestor

Kitinformation

NonCompliantKitinformation

quantity: Quantity

oo+

investigationalProductidentification: GTIN
kitLotNumber: string [0..1] = {1..20}

ern UnitCode: N

UnitCode [0..1]

+ kitSerialNumber: string [0..%] = {1..20}
+ reasonOfNonC 1 OfNonC i

CompliantKitinformation

+clinicalTrialLogisticUnitidentification

0..

1

+ kitSerialNumber: string [0..¥] = {1..20}

Release 3.7, Ratified, Mar 2025

© 2024 GS1 AISBL

Page 27 of 43



GS1 XML 3.7 (EDI) Project Working Document

2.8 Dispensing Advice - Clinical Trials

2.8.1 Overview

Associated CR Number

= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186
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class Dispensing Advice 7

0.*

DispensingForPharmacyOrder

I ification: GTIN
subjectldentification: string = {1..200}
subjectWeight: Measurement [0..1]
quantity: Quantity
kitSerialNumber: string [1..*] = {1..20}

5 55 3
+dispensingAdviceldentification

+site

+site

+site

+sender
0.1
+receiver
0.1
0%
DispensingForDMEOrder

dT

*

subjectidentification: string = {1..200}

+ dateOfDispensing: DateTime
+ subjectidentification: string = {1..200}

SubjectMeasurementQualifierCode

0.* 0..* 0..*
AdditionalSubjectinformation
+ subject QualifierCode: QualifierCode +: investigationalprodiictiacetitCsnel CItt
+ subjectMeasurement: Measurement [0..1] g I;ftSenalNuLmber. stnng ll--_] ={1..20}
+ bj der: ClinicalTrial [0..1] ittt Lstring 0.1} =1{1.20)
1
'
'
|
+ igationalProductidentification: GTIN 2
+ kitLotNumber: string [0..1] = {1..20} 0..
0.%| +  quantity: Quantity
GS1Code «enumeration»
«dataType» ClinicalTrialGenderEnumeration
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© 2024 GS1 AISBL

Page 29 of 43



GS1 XML 3.7 (EDI) Project Working Document

2.9 Inventory Release File - Clinical Trials

2.9.1 Overview

Change Associated CR Number
= Added new attributes to Serialized/Non Serialized kit information: 23-000286

unblindedKitTypeCode (optional , type code)
unblindedKitTypeDescription (optional description1000) ,
blindingGroup (optional description200) ,
blindingGroupDescription (optional description200),
isSerializedCFGFlag (optional description200) ,
isPooledCFGFlag (optional description200)

= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186

= Added a new attribute doNotShipAfterDays to the Serialized/Non Serialized kit information class, as 0..unbounded 24-000030
changed the cardinality of doNotShipAfter to 0..unbounded
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class Inventory Release File /

SerialiseditemInformation

+ 4+ + +

quantity: Quantity
investigationalProductidentification: GTIN
doNotShipAfter: date [0..%]

doNotShipAfterDays: int [0..%]

+countryKit

dTo [ /1..*

SerializedKitinformation

B S e St S S S

kitLotNumber: string = {1..20}
sequenceNumber: integer
medicationTypelD: string [0..1] = {1..200}
kitExpiryDateTime: DateTime [0..1]
kitLocation: GLN
kitSerialNumber: string = {1..20}
kitStatus: StatusCode

blindedKitTypeCode: UnblindedKitTypeCode [0..1]
unblindedKitTypeDescription: Description1000 [0..1]
blindingGroup: Description200 [0..1]
blindingGroupDescription: Description200 [0..1]
isSerializedCFGFlag: Description200 [0..1]
isPooledCFGFlag: Description200 [0..1]

ification

+countryKitReleasedTo [/1..%

NonSerialisediteminformation GS1Code
+ investigationalProductidentification: GTIN «dataType»
+ quantity: Quantity Data Types::
+ doNotShipAfter: date [0..%] StatusCode
+ doNotShipAfterDays: int [0..%]
3 Hd
NonSerializedKitInformation

B S S S S R

kitLotNumber: string = {1..20}

medicationTypelD: string = {1..200}
kitExpiryDateTime: DateTime [0..1]

kitLocation: GLN

kitStatus: StatusCode

unblindedKitTypeCode: UnblindedKitTypeCode [0..1]
unblindedKitTypeDescription: Description1000 [0..1]
blindingGroup: Description200 [0..1]
blindingGroupDescription: Description200 [0..1]
isSerializedCFGFlag: Description200 [0..1]
isPooledCFGFlag: Description200 [0..1]
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2.10 Kit Status Change - Clinical Trials

2.10.1 Overview

Associated CR Number

= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186
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class Kit Status Change /

0.1 13,
+clinicalTrialKitStatusChangeldentification

h ification

s

+sender

+receiver

KitStatusChangelnstruction

+storagelocatiorp,.1

i igati T t it ion: GTIN
kitLotNumber: string = {1..20}
kitSerialNumber: string [0..1] = {1..20}
statusChangeCode: StatusCode
newExpiryDate: date [0..1]

. b TR

+kitStatusChangeShipmentID

labelli ionCode: Labelling jonCode
newKitLotNumber: string [0..1] = {1..20}
quantityOfKitsToLeaveUnchanged: integer [0..1]
effectiveQuantityOfKitsProcessed: integer [0..1]
bundleldentificationNumber: string [0..1] = {1..20}

ottt o+

«enumeration»

ioCode [0..1]
[0..1] 0.1
GS1Code GSICode
«dataType» «dataType»
hang Code LabellingInstructionCode|

«dataType»
StatusCode

GS1Code

---1

™
'
\
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2.11 Request For Inventory Report - Clinical Trials

2.11.1 Overview

Associated

CR
Number

= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-
000186
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class Request For Inventory Report /

1.1
+requestForinventoryReportidentification

+sender

+inventoryReportingPartylLocation SwesitonRenoitighatiy

InventoryReportRequestinformation

investigationalProductidentification: GTIN
kitidentification: string = {1..200}

kitType: string = {1..200}
inventoryReportingDateTime: DateTime [0..1]

+ + + +
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2.12 Shipment Confirmation - Clinical Trials

2.12.1 Overview

Associate
d CR

Number

24-

= Changed the cardinality of sender and receiver from 1..1 to 0..1
000186

= Changed the cardinality of initialOrderNumber from 1..1 to 0..1 24-
000020

= Changed the canrdinality of requestedReceivingDateTime from 1..1 to 0..1 24-
000035
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class ShipmentConfirmation /

GS1Code

«dataType»
KitErrorCode

+shipmentRequestidentification

1.1
+dMEShippingOrderNumber

+initialOrderNumber

KitShipmentinformation

+ 4+ 4+ + o+

investigationalProductidentification: GTIN
isStockinsufficient: boolean [0..1]
quantity: Quantity

kitErrorCode: KitErrorCode [0..%]
sequenceNumber: integer [0..1]

1.1

+shipmentConfirmationidentification

+sender

+receiver
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2.13 Shipment Notification - Clinical Trials

2.13.1 Overview

Change Associated CR Number
= Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186

class ShipmentNotification /

EcomDocument
«root»
ShipmentNotification +shipmentRequestidentification
+ protocollD: string = {1..20} —>| Ecom_Entityldentification

+ protocolOwner: GLN 1

+shipmentNotificationldentification

+sender 0..1 +receiver 0..1

Ecom_Partyldentification
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2.14 1Item Data Notification

2.14.1 Overview

Associate

d CR
Number

= Added a new class clinicalTrialsItemDataNotificationLineItemDetails to ItemDataNotificationLineltem as optional. 24-
000251

= Added the following new attributes to the clinicalTrialsItemDataNotificationLineItemDetails class: 24-
clinicalTrialMaterialID as an optional string with {1..20} length. 000251
protocolID re-used as an optional string with {1..20} length.
protocolOwner re-used as an optional GLN.
clinicalTrialAuthorityAuthorizationNumber as an optional string with {1..20} length.

iMPTypeDefinition as an optional description200 field.
blindedKitDescription as an optional description200.
unblindedKitDescription as an optional description200.
blindingGroupDescription as an optional description200.
clinicalTrialShippingConditionGrouping as an optional description200.
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Associate
d CR

Number

class ItemDataNotification

eCom GS1 Identification::Ecom_Entityldentification

Document
eCom Common Components::
EcomDocument
Z} /" +itemDataNotificationidentification
«root, » 5
ItemDataNotification Ecom_Partyldentification
eCom Common Components::TransactionalParty

+dataSource

+dataRecipient

«»
ItemDataNotificationLineltem
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Associate

d CR
Number

class IltemDataNotificationLineltem /

«»n
ItemDataNotificationLineltem

lineitemNumber: positivelnteger
parentLineltemNumber: positiveinteger [0..1]
tradeltemDescription: Description1000 [0..¥]
productVariantidentifier: Identifier [0..1] =
isTheProductVariantPreferred: boolean |
brandName: string [0..1] = {1..70}
gpcCategoryCode: string [0..1] = {\\d{8}
tradeltemUnitDescriptorCode: TradeltemUnitDescriptorCode [0..1]
quantityOfitemTypes: positiveinteger [0..1]

quantityOfitemUnits: positivelnteger [0..1]

+ 4+ o+ o+ o+ o+

«association»
+ avplist: Ecom_AttributeValuePairList [0..1]

eCom GS1 Identification::Ecom_Tradeltemldentification

eCom Common Components::
LowerlevelTradeltem

=}

«»n
ItemDataTradingPartnerNeutral

ClinicalTrialsitemDataNotificationLineltemDetails

clinicalTrialMaterialiD: string [0..1] = {1..20}

protocoliD: string [0..1] = {1..20}

protocolOwner: GLN [0..1]
clinicalTrialAuthorityAuthorizationNumber: string [0..1] = {1..20}
iMPTypeDefinition: Description200 [0..1]

blindedKitDescription: Description200 [0..1]
unblindedKitDescription: Description200 [0..1]
blindingGroupDescription: Description200 [0..1]
clinicalTrialShippingConditionGrouping: Description200 [0..1]

+ 4+ 4+ 4+ + + 4+

o

ItemDataTradingPartnerDependent
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2.15 Order Response

2.15.1 Overview

Associated CR Number

= Adding TransactionalGenericReference association to root class with 0..* cardinality WR 24-390
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hange Associated CR Number

class OrderResponse /

Document
eCom Common Components:: oo GSI, ldenuﬁ'cabo'n::
Eeombacisnt Ecom_Entityldentification
+orderResponseldentification
Ecom_Partyldentification
— eCom Common Components::
+buyer TransactionalParty
OrderResponse
+  resy atusCode: Resp tatusCode "l
eCom Common Components:: e + orderResponseReasonCode: ErrorOrWarningCode [0..*] +seller
Ecom_DocumentReference > + totalMonetaryAmountExcludingTaxes: Amount [0..1]
pe + totalMonetaryAmountincludingTaxes: Amount [0..1] 1.1
+ totalTaxAmount: Amount [0..1] billTo
+salesOrder + note: Description500 [0..1] #
0..1
0.1
+pickupFrom
0.1
eCom Common Components::DeliveryTerms +shipTo
0.1 0.1
«»
+amendedDateTimeValue eCom Common Components::
——| OrderlogisticalD f i
eCom C Comp Transactional i e
0..*
“«»n
eCom Common Components::
AllowanceCharge
o+
0..

=}

«»
OrderResponselLineltem
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