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This Document PurposeThe goal is to describe all aspects of functionality in the scope, so the expected system behaviour can be validated, developed, and tested throughout the development lifecycle.
This documentation must be kept updated to support the generation of end-user documentation and to support future maintenance activities.

	Use Case Description

	This Use Case describes the different scenarios associated with creating a Product via a user interface (UI). The creation of legacy data is not supported by this Use Case.


Use Case Actors	Name
	Description

	NCA Qualified User
	A logged in user, employed by a National Competent Authority.
The NCA Qualified User is a user who has been authorised by the super-user of that NCA. The NCA Qualified User can perform actions as per access control settings (e.g. view, create, update, download, etc.).

	EMA Data Steward

	A logged in user who is employed by EMA.
The EMA Data Steward is a user who has been authorised by the super-user of EMA.  An EMA Data Steward can perform actions as per access control settings (e.g. view, create, update, download, etc.).

	EMA Qualified User
	A logged in user who is employed by EMA.
The EMA Qualified user is a user who has been authorised by the super-user of EMA.  An EMA Qualified user can perform actions as per access control settings (e.g. view, create, update, download, etc.).


Use case pre-conditions· Precondition: UPD-UC01-PC01 System has authenticated the User: The System has authenticated the User according with the access control requirements.
· Precondition: UPD-UC01-PC02 User has ‘create product’ access rights: The User has been granted all the relevant permissions related to the functions to be performed.


Use Case FlowBasic Path: Scenario 1: Create Product – CAP/NAP/National Registered products – Manual Key In – PO group signed off 27/08/2020Steps
1.- The User selects the option 'Create Product' from the menu
2.- The User selects the procedure type (Centrally Authorised Product / Nationally Authorised Product)  
3.- The System displays the form that allows the registration of the product
4.- The User enters the product information 
5.- The User clicks on the ‘Create’ button
6.- The System asks the User to confirm the product creation, returning to the form if it is not confirmed
7.- The User confirms the product creation
8.- The System receives the product information provided by the User
9.- The System validates the information received against the pre-defined set of rules, described in the Veterinary EU Implementation Guide (Vet EU IG) 
10.- If there are no errors in the validation, then: 
10a.- The System displays a confirmation message to the User that the request has been submitted, according to UPD UI System messages document
10b.- The System creates the product record 
[bookmark: _Hlk33604662]10c.- The System generates a notification
11.- Else, the System displays an error message with the list of errors and retains filled in information in an editable view, so the User returns to the Step 4.
12.- The Use Case scenario ends

Acceptance Criteria:

Step 10
[bookmark: _Hlk33114938]UPD-UC01-AC001 The product information is recorded in the System and a version is assigned to the product that has been created
UPD-UC01-AC002 A new product status is given, according to the State Transition Diagram
UPD-UC01-AC003 A permanent identification number (e.g. PMS/UPD identifier) is generated by the System, according to the defined rules described in the Veterinary EU Implementation Guide (Vet EU IG) 
UPD-UC01-AC004 The User is able to search or retrieve the product created via the UI, by using the permanent identification number
UPD-UC01-AC005 The System displays a message specifying that the request has been submitted
[bookmark: _Hlk34131231]UPD-UC01-AC006 A notification confirming that the product has been created is generated, according to the Notifications in processes document
UPD-UC01-AC007 A new entry is generated in the audit trail containing the date and time when the creation of the product was completed, product name(s), permanent identification number, product status, product version, name of the User who submitted the request, the organisation that the User belongs to and the nature of action performed (e.g. create product)
UPD-UC01-AC008 A new entry is generated in the audit trail containing the request ID, date and time when the submission of the product was made, product name(s), name of the User who submitted the request, the organisation that the User belongs to and the nature of action performed (e.g. create product)

Step 11
[bookmark: _Hlk33011991]UPD-UC01-AC009 The System displays the list of validation errors
UPD-UC01-AC033 The User is able to correct the errors indicated by the system
[bookmark: _Hlk33025832]



Scenario 2: Create Product – Decentralised Procedure – Manual Key In – PO group signed off 27/08/2020For authorised VMPs and authorised homeopathic VMPs
Steps
1.- The User selects the option 'Create Product' from the menu
2.- The User selects the procedure type (Decentralised Procedure)  
3.- The System displays the form that allows the registration of the product
4.- The User enters the product information, including the RMS and the list of Concerned Member States where the product has just been approved
5.- The User clicks on the ‘Create’ button
6.- The System asks the User to confirm the product creation, returning to the form if it is not confirmed
7.- The User confirms the product creation
8.- The System receives the product information provided by the User
9.- The System validates the information received against the pre-defined set of rules, described in the Veterinary EU Implementation Guide (Vet EU IG)
10.- If there are no errors, then: 
10a.- The System displays a confirmation message to the User that the request has been submitted, according to UPD UI System messages document
10b.- The System creates a product record for the RMS and one for each country included in the list of Concerned Member States
10c.- The System generates a notification
12.- Else, the System displays an error message with the list of errors and retains filled in information in an editable view, so the User returns to the Step 4.

13.- The Use Case scenario ends


Acceptance Criteria:
Step 10
UPD-UC01-AC010 The product information is recorded in the System for the RMS and for each country specified in the field Concerned Member States, and a version is assigned to each product that has been created
UPD-UC01-AC011 A new product status is given, according to the State Transition Diagram, to each product created
UPD-UC01-AC012 A permanent identification number (e.g. PMS/UPD identifier) is generated and assigned by the System to each product that has been created, according to the defined rules described in the Veterinary EU Implementation Guide (Vet EU IG) 
UPD-UC01-AC013 The User is able to search and retrieve each product created via the UI, by using the permanent identification number
UPD-UC01-AC014 The User is able to search or retrieve all the products created via the UI, by using the Product Identification Number
UPD-UC01-AC015 The System displays a message specifying that the request has been submitted 
UPD-UC01-AC016 A notification confirming that the products have been created is generated, according to the Notifications in processes document
UPD-UC01-AC017 A new entry is generated in the audit trail containing the request ID, date and time when the submission of the products was made, product name, name of the User who submitted the request, the organisation that the User belongs to and the nature of action performed (e.g. create product)
UPD-UC01-AC018 A new entry is generated in the audit trail containing the date and time when the creation of the products was completed, product name, name of the User who submitted the request , the organisation that the User belongs to, the nature of action performed (e.g. create product), and for each one of the products that have been created the following information: permanent identification number, product status and product version. 

Step 12
UPD-UC01-AC019 The System displays the list of validation errors
UPD-UC01-AC035 The User is able to correct the errors indicated by the system


Scenario 3: Create Product – MRP/RUP – Manual Key In – PO group - signed off 27/08/2020For authorised VMPs and authorised homeopathic VMPs
Steps
1.- The User selects the option 'Create Product' from the menu
2.- The User selects the procedure type (Mutually Recognised Procedure / Repeat Use Procedure)
3.- The System displays the form that allows to search for an existing product
4.- The User searches for an existing product 
5.- The System retrieves the existing product information
6.- The User selects the additional Concerned Member States and inserts/edits product information as required
7.- The User clicks on the ‘Create’ button
8.- The System asks the User to confirm the product creation, returning to the form if it is not confirmed
9.- The User confirms the product creation
10.- The System receives the product dataset provided by the User
11.- The System validates the information received against the pre-defined set of rules, described in the Veterinary EU Implementation Guide (Vet EU IG) 
12.- If there are no errors in the validation, then: 
12a.- The System displays a confirmation message to the User that the request has been submitted, according to UPD UI System messages document
12b.- The System creates a product record for each country added to the list of Concerned Member States
12c.- The System updates the list of Concerned Member States for the RMS and for the concerned member states from the list where the product is already authorised.
12d.- The System generates a notification
13.- Else, the System displays an error message with the list of errors and retains filled in information in an editable view, so the User returns to the Step 6.
14.- The Use Case scenario ends.

Acceptance Criteria:
Step 12
UPD-UC01-AC020 A product for each country added to the list of Concerned Member States is created by the System and a version is assigned to them
UPD-UC01-AC021 The list of Concerned Member States is updated for the RMS product and for the concerned member states from the list where the product is already authorised.
UPD-UC01-AC022 A new product status is given to the products that have been created, according to the State Transition Diagram, to each product created
UPD-UC01-AC023 A permanent identification number (e.g. PMS/UPD identifier) is generated and assigned by the System to each one of the products that have been created, according to the defined rules described in the Veterinary EU Implementation Guide (Vet EU IG) 
UPD-UC01-AC024 The User is able to search or retrieve the products created via the UI, by using their permanent identification number
UPD-UC01-AC025 The User is able to search or retrieve all the products created via the UI, by using the Product Identification Number
UPD-UC01-AC026 The System displays a message specifying that the request has been submitted
UPD-UC01-AC027 A notification confirming that the products have been created is generated, according to the ‘Notifications in processes’ document
UPD-UC01-AC028 A new entry is generated in the audit trail containing the request ID, date and time when the submission of the product(s) was made, product name, name of the User who submitted the request, the organisation that the User belongs to and the nature of action performed (e.g. create product)
UPD-UC01-AC029 A new entry is generated in the audit trail containing the date and time when the creation of the product(s) was completed, product name, name of the User who submitted the request, , the organisation that the User belongs, the nature of action performed (e.g. create products  under MRP/RUP procedure), and for each one of the products that have been created the following information: permanent identification number, product status and product version.
Step 13
UPD-UC01-AC030 The System displays the list of validation errors
UPD-UC01-AC036 The User is able to correct the errors indicated by the system


Scenario 4: Create Product – Parallel Trade – Manual Key InScenario 5: Cancel Create Product – PO group - signed off 27/08/2020Steps
1.- The User selects the option ‘Create Product'   
2.- The System displays a form with the product information fields
3.- The User enters the product information 
4.- The User selects to cancel the creation of the new product
5.- The System asks the User to confirm the cancellation of the creation process
6.- If the User confirms the product cancellation, then:
The System cancels the creation of the product record(s)
The User is redirected to the home page
7.- Else, the System retains filled in information in an editable mode, so the User returns to the Step 3.

9.- The Use Case scenario ends

Acceptance Criteria:

Step 6
UPD-UC01-AC031 The product information provided by the user is discarded by the System and the product cannot be retrieved by the User.
	UPD-UC01-AC032 The User is redirected to the homepage of the portal
	
	Step 7
	UPD-UC01-AC034 The User can continue filling in the form
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	Veterinary EU Implementation Guide (Vet EU IG) 
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	May 2020
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	UPD UI System Messages 
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	July 2020
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EMA/320776/2020 
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	Mock-up National Authorisation Procedure
	July 2020
	
	UCCreateProduct-NAP 
EMA/395260/2020 
https://docs.eudra.org/webtop/drl/objectId/090142b284a13d6b 

	Mock-up Repeat Use Procedure
	July 2020
	
	UCCreateProduct-RUP 
EMA/402241/2020 
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	Send us a question  Go to www.ema.europa.eu/contact 
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