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[bookmark: _Toc201655198]Introduction
[bookmark: _Toc201655199]Purpose
The purpose of this User Requirements Specification (URS) document is to define and document the necessary functionality that must be available in the system and the intended business use of the system. 

This document is designed to formally communicate the business needs and intended uses to the IT development community responsible for creating and deploying the system.  This document is not intended to be a detailed list of features, but rather a guideline to describe at a high-level the functions that the system needs to perform for the business users in order to provide the intended business value. The high-level requirements within this document shall be further defined and detailed in the Functional Requirements Specification (FRS) document, which will serve as the basis for actual system configuration and test script creation.
[bookmark: _Toc201655200]Scope
The User Requirements documented herein reflect the necessary functionality and intended of the <system>.
Describe the application being specified.  Define features, modules, uses, etc. that are in scope and out of scope. 
[bookmark: _Toc201655201]Definitions, Acronyms and Abbreviations

	Term
	Definition

	FRS
	Functional Requirement Specification

	IT
	Information Technology

	URS
	User Requirement Specification

	
	

	
	

	
	

	
	

	
	

	
	


[bookmark: _Toc201655202]References
Note any referenced documents here.  E.g., vendor supplied documents, existing process maps, and regulations.
[bookmark: _Toc201655203]System Description
Describe the general factors that affect the application and its requirements.  This section should not state specific requirements.  Instead, it should provide a high level background for the requirements that are defined in more detail in the following sections. 
State if the URS is describing an application that is independent or if it is a component of a larger system. A block diagram showing the major components of the complete system, interconnections and external interfaces can be helpful. 
Remember, this is stated from the User’s perspective. 
[bookmark: _Toc201655204]System Purpose
Provide an overview of the business process and identify where the system will be applied.  A business process flow diagram showing steps that will be automated or supported by the system can be very useful.
Describe what the business needs the system to do, and the degree of dependency that the business will have on the system.  For example, the business will be much more dependent on a system that automates activities than on a system that simply retains records.
[bookmark: _Toc201655205]System Benefits
Describe the benefits that the business expects to obtain from the system.  Examples of benefits include improvements to efficiency, turnaround time, error rates, costs, compliance, job satisfaction, and customer satisfaction.  If the system is expected to resolve a problem, identify the problem and how the system will generate improvement.  If the system is expected to provide a new business opportunity, identify the opportunity and how the system will contribute.
[bookmark: _Toc201655206]User Characteristics
Describe the general characteristics and roles of the intended users of the application.  For each role, include the estimated number of users, user technical expertise levels, and potential user training requirements.
[bookmark: _Toc201655207]Assumptions and Constraints
Describe the assumptions and constraints that are expected to impact the system and requirements.  Examples of constraints include technologies, compatibility with existing systems, deadlines, regulatory requirements, vendor limitations, technical resource limitations, user limitations, and legal obligations.




[bookmark: _Toc201655208]System Requirements
Apply the following guidelines when documenting requirements:
· Each requirement must have a unique number.
· Define requirements for what the system must do, rather than how the system will do it.
· Requirements should be stated unambiguously.  For example, rather than stating that the system must be available for use ‘most of the time’, state that the system must be for use ‘at least 23 hours per day’.
· Identify the user requirements that are mandatory to meet regulatory requirements.
· For modification to existing systems, identify the requirements that are new or changed.
[bookmark: _Toc201655209]Data Requirements
In this section, define the requirements surrounding the system’s data.  Topics include:
· Data elements and attributes
· Data quality and validity checks, especially for critical data elements
· Data inputs and outputs
· Data input sources (e.g., manual entry, interface to/from another system)
· Data archival (e.g., How long does data need to be available online before it can be archived?  Does archived data need to be readily available?)
· Data volume (e.g., How many historical records will be migrated to the system? How many new records will be created annually?
· Mechanism from migrating data from another system

Requirement
Brief description.
Requirement
Brief description.
Requirement
Brief description.
[bookmark: _Toc201655210]Functionality Requirements
In this section, identify the features that the system needs to have and the functions that the system needs to perform.  These requirements should address what the system needs to do, rather than how it should do it.  Topics include:
· Business functions that the system needs to automate or support.
· Error handling
· Processing routines
· Reports
· Calculations
· Security

[bookmark: _Toc92640112]Requirement
[bookmark: _Toc533228051][bookmark: _Toc533228594][bookmark: _Toc533228878][bookmark: _Toc533240084][bookmark: _Toc536506628][bookmark: _Toc536510026][bookmark: _Toc771861][bookmark: _Toc1291538][bookmark: _Toc2576284][bookmark: _Toc2576778][bookmark: _Toc3049386][bookmark: _Toc3188054][bookmark: _Toc3272798][bookmark: _Toc3282167]Brief description.
[bookmark: _Toc92640113]Requirement 
[bookmark: _Toc9215532][bookmark: _Toc17454525][bookmark: _Toc17629594][bookmark: _Toc47140271]Brief description.
[bookmark: _Toc92640114]Requirement
Brief description.
[bookmark: _Toc201655211]User Interface Requirements
[bookmark: _Toc47140294]In this section, describe how the user and the system will interact.  Topics include:
· Equipment interfaces (e.g., desk top computers, hand-held devices, bar-code scanners)
· Input mechanisms (e.g., keyboard data entry, scanning, interface from another system)
· Output mechanisms (e.g., direct system inquiries, scheduled reports, web browsers)

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
[bookmark: _Toc201655212]System Interface Requirements
In this section, describe planned interfaces to other systems.  For each interfaced system, topics include:
· Data inputs and outputs
· Data flow direction
· Interface frequency (e.g., real-time connection, nightly updates, weekly synchronization)

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
[bookmark: _Toc201655213]Regulatory Compliance Requirements
In this section, identify any system requirements that are necessary for regulatory compliance.

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
[bookmark: _Toc201655214]Record Retention Requirements
In this section, identify record retention requirements.  Topics include:
· Frequency of back-ups for data
· Length of time to retain back-up copies
· Locations for back-up copies (e.g., on site in secured vault, off site)
· Timing for record removal, archival, and/or destruction

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
[bookmark: _Toc92640120][bookmark: _Toc201655215]Physical Requirements
In this section, describe any physical requirements regarding the system and supporting equipment.  Topics include:
· Computer room climate control
· Physical security for computer equipment
· Ergonomic considerations for user devices
· Placement restrictions due to wireless networks

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
[bookmark: _Toc201655216]Technical Requirements
In this section, describe any known technology requirements.  Topics include:
· Company preferred vendor lists
· Company standards for hardware, software, databases, operating systems, web browsers, peripherals, etc.

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.

[bookmark: _Toc201655217]Performance Requirements
[bookmark: _Toc201655218]In this section, define the system performance levels needed to support business operations and intended use.  Topics include:
· Number of concurrent users
· User locations
· Expected number of new records per year
· Access speed and response time needed

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
Availability Requirements
[bookmark: _Toc201655219]In this section, define the system availability needed to support business operations and intended use.  Topics include:
· Hours for system availability (e.g., 8 AM – 5 PM Monday-Friday, 24x7)
· Acceptable amount of down-time for routine maintenance
· Reliability requirements
· Recovery time in case of catastrophic failure

Requirement
Brief description.
Requirement 
Brief description.
Requirement
Brief description.
System Criticality Level
See SOP Risk Assessment for instructions on determining the system’s and major functions’ criticality levels.  Record assessment results here or attach the assessment form.
[bookmark: _Toc201655220]Revision History
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[bookmark: _Toc201655221]Approvals

Signature(s) below indicate agreement with the contents of this User Requirements Specification document as an accurate representation of the system description and requirements.

	Document Prepared by:

	Function
	Name
	Signature
	Date

	
	
	
	



Signatures below additionally signify approval of this User Requirements Specification document.

	Document Approvals:

	Function
	Name
	Signature
	Date
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