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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.gs1.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.gs1.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. 

https://www.gs1.org/standards/ip
https://ref.gs1.org/
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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 

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 
outbound instruction" & "warehouse outbound notification" 
messages 

Warehouse Outbound Instruction and Notification 

23-000271 Add “countryKitsReleasedTo” and “doNotShipAfter” to line item 

level 

Clinical Trials Inventory Report 

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

Clinical Trials Inventory Report and Clinical Trials Inventory 
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 
the standards (EANCOM and GS1 XML). 

Order 

23-000319 In the Request for Inventory Report schema, I request that all 
fields in the InventoryReportRequestInformation section be optional 
to allow for more flexibility to request an Inventory Report for the 

entire protocol if desired. 

Clinical Trials Inventory Report 
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WR# Requirement Impacted BMS 

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

Clinical Trials Inventory Report 

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

Clinical Trials Shipment Confirmation 

24-000030 The Inventory Release File, a field for "doNotShipAfter" was added 
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. 

Clinical Trials Inventory Release File 

24-000035 The requestedReceivingDateTime field should be changed from 

Mandatory to Optional because the same field in the Shipment 
Request is also Optional 

Clincal Trials Shipment Confirmation 

24-000077 Proposal is to add the segment carrierTrackAndTraceInformation 
under logisticUnit. This automatically brings it into the warehousing 
messages (instruction and notification) for inbound goods and 
outbound goods. 

Warehousing messages (inbound instruction and notification and 
outbound instruction and notification) 

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 
for the Material ID 

Clinical Trials Inventory Report 

24-000237 Proposal to add Quantity fields at the following levels: 

1. ClinicalTrialDespatchAdviceLineItem 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 

Clincal Trials Despatch Advice 

24-000251 Add a material master interface to the GS1 Standards for Clinical 

Trials. 

Item Data Notification 
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WR# Requirement Impacted BMS 

WR 24-390 Adding TransactionalReferenceTypeCode through the 
TransactionalGenericReference to the OR message same was as in 

DA 

Order Response 
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2 Changes applied to GS1 XML 3.7 

2.1 Warehouse Outbound Instruction and Noitification 

2.1.1 Overview 

Change Associated 
CR 
Number 

 Added new association to ecom:common dangerous goods information to Line item: 

  

23-
000170 
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Change Associated 
CR 
Number 

 Added new association to ecom:common dangerous goods information to Line item: 

  

 

23-
000170 
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 Added new association to ecom:carrierTrackAndTraceInformation to shipment and shipment item level as optional fields. 24-
000077 
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 
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Change Associated 
CR 
Number 
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2.2 Warehousing Inbound Instruction and Notification 

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

 Added new association of carrierTrackAndTraceInformation to shipment item level in both Warehousing Instruction and Notification. 

 

 

24-000077 
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2.3 Order 

2.3.1 Overview 
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Change Associated CR Number 

 Re-used existing class listPriceDiscounted to line item  

 The attribute is optional and an ‘amount’ data type 

  

23-000316 

   
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2.4 Shipment Request – Clinical Trials 

2.4.1 Overview 

Change Associated CR 
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. 
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 23-000292 
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  
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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 
the model. 

24-000237 
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  
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2.6 Clinical trial Inventory Report 

2.6.1 Overview 

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:  
unblindedKitTypeCode (optional , type code) 
unblindedKitTypeDescription (optional description1000) , 

blindingGroup (optional description200) ,  
blindingGroupDescription (optional description200),  
isSerializedCFGFlag (optional description200) ,  
isPooledCFGFlag (optional description200) 

23-000286 

 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 
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  
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Change Associated CR 
Number 

  

 

2.7 Clinical Trial Receiving Advice 

2.7.1 Overview 

Change Associated CR Number 

 Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186 
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  
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2.8 Dispensing Advice – Clinical Trials 

2.8.1 Overview 

Change Associated CR Number 

 Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186 
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  
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2.9 Inventory Release File – Clinical Trials 

2.9.1 Overview 

Change Associated CR Number 

 Added new attributes to Serialized/Non Serialized kit information: 
unblindedKitTypeCode (optional , type code) 
unblindedKitTypeDescription (optional description1000) , 
blindingGroup (optional description200) ,  
blindingGroupDescription (optional description200),  
isSerializedCFGFlag (optional description200) ,  
isPooledCFGFlag (optional description200) 

23-000286 

 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 
changed the cardinality of doNotShipAfter to 0..unbounded 

24-000030 
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  
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2.10 Kit Status Change – Clinical Trials 

2.10.1 Overview 

Change Associated CR Number 

 Changed the cardinality of sender and receiver from 1..1 to 0..1 24-000186 
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  
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2.11 Request For Inventory Report  - Clinical Trials 

2.11.1 Overview 

Change Associated 
CR 
Number 

 Changed the cardinality of sender and receiver from 1..1 to 0..1 24-
000186 
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  
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2.12 Shipment Confirmation – Clinical Trials 

2.12.1 Overview 

Change Associate
d CR 
Number 

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

  
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2.14 Item Data Notification 

2.14.1 Overview 

Change Associate
d CR 
Number 

 Added a new class clinicalTrialsItemDataNotificationLineItemDetails  to ItemDataNotificationLineItem as optional. 24-
000251 

 Added the following new attributes to the clinicalTrialsItemDataNotificationLineItemDetails class: 
clinicalTrialMaterialID as an optional string with {1..20} length. 
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. 

24-
000251 
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Change Associate
d CR 
Number 

  
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Change Associate
d CR 
Number 

  
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2.15 Order Response 

2.15.1 Overview 

Change Associated CR Number 

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

  

 

 


