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Appendixes: 

Highlighted fields (yellow) in this template are instructions.

Delete them when not required anymore!

· Save this file with name: User Requirements Specification <project name> Rev <revision number>, e.g. User Requirements Specification Techpro Rev 1. Abbreviation URS may be used as well.
· Please do not change the Header or the Footer. The information in the Header is automaticly updated, when you select File/Properties and in the Subject –field write the name of the project and in the Keywords –field the version identification. Update takes place e.g. when you Print or Print Preview. 

· Information on the front page:

Project no. and name: Give the Evolve number and official project name.

Product no. and name: Give only if already confirmed.

Originator: the person who developed or edited and signed the original version, Rev. 1.

Signature: signature of the originator/modifier.

Changed by: the person who collected or edited the modified revision.

Date: the date the original or the modified revision was signed  by the originator or the modifier, format: DD. Month YY.

· Recommended identification of the versions:

Draft versions before the first approved one:
 
DRAFT 0.XX

First approved version, original:


1

Subsequent approved revisions:


2, 3, 4, … 

· When it is necessary from the practical point of view to keep track on the draft versions before the first approved one and between the subsequent approved revision, those should be numbered using decimal increments (e.g. 0.1, 0.2, …0.9, 0.91,,,,). 

· This specification is approved by the functions listed in the front page. The roles of the approvers may be selected as appropriate according the scope of the project. Appropriate roles are e.g.:

· R&D: Technology/Section Manager, Technical Reviewer or Development Director.

· Business: Product Manager or Business Leader.
· In case this project is a part of a System Project, add a row for the approval of the System Project Manager.
1. Introduction
1.1 Purpose

The purpose of this document is to present the users and customers true requirements and expectations for the proposed product. Also the marketing and sales related basic information and requirements are included.
This is not a comprehensive describtion of the user requirements but it should define the product target adquatelly for Planning phase purposes. There the project team uses this as a knowledgebase when defining the design input. Project team will interpreat, detail and divide the requirements to adequately technical level, evaluate the possibilities for implementation, add regulatory, safety etc. requirements and present the design input in Requirements Specification. Traceability between the user requirements and the design input will be included in the Requirements specification.

1.2 Scope

Define scope of this specification if this does not cover the whole project and product.
1.3 Definitions, Acronyms and Abbreviations

	Term / Acronym / Abbreviation
	Description

	
	

	
	


1.4 References

[1]

<Document name, revision no, author & date> 
2. User characteristics
2.1 Sources of the information

List the external and internal individuals, who have been involved in the definition of the user characteristics and requirements, who have been interviewed or has given input to the requirements. List the scientific or corresponding literature, publications, etc which have been used in order to determine the user requirements. This is needed for evaluation of requirements comprehensiveness and for possible clarification of incomplete or ambiguous requirements. 
2.2 Customers

2.2.1 Customer segments

Describe customer segments,  . 
2.2.2 Target customer

List several examples target customers and describe their needs. Identify typical use cases or scenarios under which potential customers would use the new product in strategic market segments.

2.2.3 Customer roles

Describe customer roles involved with purchasing, supervision, usage, etc. and their specifc interest areas.These are discussed in order to understand and acknowledge that there may be several interest groups among a customer, who expect different things from our product and should all be serviced with our offering. 
2.2.4 Localization needs

Identify the specific local customer needs (such as character set) and the potential value thereof.

2.3 Usage environment

Describe the usage environment and its characteristics regarding to product operation, durability and safety.
3. Product description
3.1 Intended use

The official announced intended use. In case of IVD device, consult the regulatory. Affects the regulatory requirements.
3.2 Overview
Short overview of the product and its components.
3.3 Key objectives and benefits

General objectives and anticipated benefits of the product. These are not considered specific requirements – those shall be listed in the next chapter.
4. Specific User Requirements
List specific user requirements for the product. Those will be used as the basis for the Requirements Specification. Try to express the true requirements and expectations of the user, “the voice of the customer”. 

· Be as specific as possible.

· When necessary and available, add justification for the requirement.

· In the columm “Source of requirement” refer to the individual, literature, publication, etc. who or what has defined or given the basis for the requirement. Required for “Essential” requirements, for others when available and required e.g. in order to give more detailed information.     

· Divide as convenient under the given topics. The requirements will be rearranged if necessary when interpreted and detailed in the Requirements Specification. 

The specific user requirements are presented in the following table where the columns are as follows:

- ID

ID of the requirement UR-XXXNN, where UR refers to a user requirement, XXX is an abbreviation referring to the topic or subtopic and NN is a running number within the same XXX. 

- Description of the…
Description of the user requirement.

- Priority
The priority of each requirement is marked as follows:

((((
Essential
Essential for the safety or efficacy of the product.

(((
High

Very high sales value, a necessity for the business case.

((
Medium

Medium value, may be launched without.

(
Low

Low value, included in the product if reasonably achieveable.

- Source of the req…
A reference to an individual, literature, publication, etc. who or what has defined or given the basis for the requirement. Required for essential requirements. For others, use when available and appropriate e.g. in order to give link to get more detailed information.
	ID of the requirement
	Description of the user requirement
	Prio-rity
	Source of requirement


4.1 Functional requirements

What the product has to do, what it should be like and what it should include.

4.1.1 Applications

	UR-APP1
	ergfergerg
	((((
	

	UR-APP2
	
	((((
	


4.2 Performance requirements

How the product should perform. Acceptance criterias for each performance requirement as explicitly (numerical) as possible and when relevant driven from the requirements of the application.

	UR-PER1
	
	((((
	

	UR-PER2
	
	((((
	


4.3 Operational requirements

How the product should be operated, what kind of user interfaces or communication  interfaces are required. Specific requirements due to human factors. 
4.3.1 General
	UR-OPE1
	
	((((
	


4.3.2 User interface in the PC workstation

	UR-UIW1
	
	((((
	


4.3.3 Connections

	UR-CON1
	
	((((
	


4.4 Maintainability requirements

Specific requirements for user maintenance, preventive maintenance and service.

4.4.1 User maintenance

	UR-USM1
	
	((((
	


4.4.2 Preventive Maintenance

	UR-PRM1
	
	((((
	


4.4.3 Service

	UR-SER1
	
	((((
	

	UR-SER2
	
	((((
	


4.5 Environmental requirements

If exceptional requirements derived from the user. General requirements will be analysed during Planning phase and will be defined in Requirements Specification.
	UR-ENV1
	
	((((
	


4.6 Safety requirements

List here if exceptional requirements are derived from the user. General requirements will be analysed during Planning phase and will be defined in Requirements Specification.
	UR-SAF1
	
	((((
	


4.7 Regulatory requirements

List here the countries or larger regional areas, where the product will be marketed (EU, USA, Canada,…) so that the regulatory and registration requirements can be defined in the Planning phase and be included in the Requirements Specification. List here if exceptional requirements are derived from the user. 
	UR-REG1
	
	((((
	


4.8 Usage environment requirements

List here if exceptional requirements are derived from the user. The general requirements will be gathered and defined during Planning phase according to the planned usage environment (clinical laboratory, doctors office, etc).
	UR-UEN1
	
	((((
	


4.9 Packaging, storage and transportation requirements

List here if exceptional requirements are derived from the user. The general requirements will be gathered and defined during Planning phase according to product requirements. 

	UR-PAC1
	
	((((
	


5. Document change history

Focus on the significant changes in the product requirements. Justify always the changes of the essential ((((() requirements or intended use. When practical, leave the old information and the changed information in the text and refer in this table to the change.  

Notification of changed chapters is adequate for minor changes and for updated status information.

‘Change date’ is when the changed revision was signed  by the modifier, same as in the front page. 

	Rev. No.
	Change date
	Short description and justification of the changes or reference to other documents describing those.
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