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PURPOSE

This Standard Operating Procedure (SOP) establishes the development life-cycle that is used to guide design, procurement, configuration or customization, maintenance, and retirement of commercial off-the-self (COTS) software systems.
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This SOP applies to all computer software applications that are purchased and enable the business’ functions irrespective of FDA validation requirements.  As used in this SOP, software applications does mean operating systems, network protocols, database management software, drivers, or other commercial software that by itself, does not support or enable a business or regulatory process. 


DEFINITIONS/ABBREVIATIONS

Computer System is a functional unit, consisting of one or more computers and associated peripheral input and output devices, and associated software, that uses common storage for all or part of a program and also for all or part of the data necessary for the execution of the program; executes user written or user-designated programs; performs user-designated data manipulation, including arithmetic operations and logic operations; and that can execute programs that modify themselves during their execution. A computer system may be a stand-alone unit or may consist of several interconnected units.

Iterative Development is not necessarily linear – phases may be repeated in subsequent iterations or overlap throughout.  Iterative Development divides the software process for delivering an application into manageable units of work effort.  One or more units of work effort may be combined into a project and there may be multiple projects spanning multiple phases required to deliver a single business application.  Each project addresses one or more major functions of the business application until all of the functions have been addressed.

The Project Manager is the individual with the authority and responsibility to deliver the software development project within the agreed cost, schedule, and scope constraints.

The Project Sponsor is the individual with the ultimate responsibility for cost, schedule, and scope of the software development project.

The Project Team is a group of qualified individuals appointed to design and implement the computer system.

Staged Delivery Development combines elements of the waterfall and iterative development models.  Design and analysis work is done up front with the software product delivered in successive stages throughout the project.  Staged delivery can also be called incremental implementation.

Waterfall Development is normally a linier sequence of steps from initial concept through testing.  Project and development work is reviewed at the end of each step to make sure the work is ready to proceed to the next step.  If a review determines that the project isn’t ready to move to the next step, it remains in the current step until ready.
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System User: The users of the system shall clearly specify and communicate the intended business use and operation of the system.  The system users shall have ultimate responsibility for the use and operation of the system within their business and functional areas.

Information Technology: Information technology shall have the responsibility to develop specifications, support procurement, configure or customize, deploy, and maintain computer systems in support of the system users in such a manner that the computer systems are reliable and trustworthy.

Quality Assurance: Quality Assurance (QA) shall work with system users and information technology to systematically plan activities necessary to ensure that a component, module, or system conforms to established technical requirements. QA shall ensure that the COTS vendor delivers products that meet performance requirements and adhere to standards and procedures. 
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The COTS development life cycle may be applied to a waterfall, staged delivery or iterative development model.  The life cycle is structured in six phases. 
1.0 Requirements Analysis and Package Identification
1.1 Activities
· Develop problem statement
· Gather and analyze business or user requirements
· Develop process models
· Develop high-level concept of system architecture
· Develop a request for package information
· Create candidate package short-list
· Assess validation requirements

1.2 Deliverables
· User requirements specifications (URS) and process models
· Candidate package short-list
· Process models
· High level system architecture
· Request for Information (RFI)
· Validation assessment 

2.0 Package Selection
2.1 Activities
· Prepare requests for proposal
· Evaluate package candidates
· Determine system infrastructure and architecture requirements
· Develop the functional user requirements
· Complete contracts to acquire package
· Finalize validation assessment
· Audit vendors
· Develop the high-level conversion strategy

2.2 Deliverables
· Request for Proposal
· Vendor responses and response evaluation
· Package evaluations and recommendations
· Package fit assessment
· User impact assessment
· Functional Specifications
· Vendor audits
· Purchase orders and contracts
· Implementation / installation plan
· Conversion strategy

3.0 Package Adaptation and Pilot
3.1 Activities
· Set up the development and test environments
· Develop the system design specifications and system configurations
· Configure the system
· Conduct iterative development of custom components 
· Convert and migrate data as appropriate
· Test application components
· Develop User & System Policies and Procedures
· Pilot the system with stakeholders to gather and assess feedback
· Assess pilot results
·  Develop training strategy

3.2 Deliverables
· Development and test environments
· System design specifications
· Configured system
· Developed components
· Converted and migrated data
· User and system policies
· Pilot results
· Training strategy

4.0 Package Delivery
4.1 Activities
· Conduct and finalize integration and full system testing
· Setup the production environment
· Develop training materials
· Prepare for installation and deployment
· Train users and support teams
· Convert and migrate data
· Install and deploy system

4.2 Deliverable
· Training materials
· Installation and deployment plans
· Converted data
· System in production
· Trained Personnel

5.0 Package Operations
5.1 Activities
· Maintain operations and system
· Manage vendor relationships
· Monitor upgrades
· Perform enhancements
· Update training materials

5.2 Deliverables
· Vendor contract modifications
· Revised production system and operations
· Trained personnel

6.0 System Retirement
6.1 Activities
· Develop system retirement plan
· Develop data retirement plan
· Retire the system

6.2 Deliverables
· System retirement plan
· Data retirement plan
· Retired system
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Project Management deliverables are integrated throughout the development activities based on the scope boundaries established in one or more project plans.
A COTS project may consist of one or more phases.  Each project shall generally conform to project management practices established by the Project Management Institute as interpreted by the Information Technology Program Management Office.
The standard project management deliverables by project phase are:
1.0 Project Initiation
1.1 Deliverables
· Business Case
· Project Charter

2.0 Project Planning
2.1 Deliverables
· Project Plan
· Work Breakdown Structure (WBS)
· Scope
· Budget
· Schedule
· Staffing Plan
· Roles & Responsibilities
· Communications Plan
· Performance Expectations
· Deliverable Taxonomy
· Project Kickoff Presentation

3.0 Project Control
3.1 Deliverables
· Status Reports
· Issue Logs
· Risk Logs and Assessments
· Scope Change Requests

4.0 Project Execution
4.1 Deliverables
· Quality Assessment
· Team Performance Assessments
· Contract Management

5.0 Project Closure
5.1 Deliverables
· Contract Closure
· Lessons Learned
· Project Team Performance Appraisals

Deviation or variation from these standard activities and deliverables is permitted if described in the Project Plan and approved by the Project Sponsor.
The deliverables and procedures specified in this SOP may be scaled based a documented System Risk Assessment.
Computer system validation activities (if applicable per the validation assessment) and deliverables shall follow the procedures outlined in the SOP for Computer System Validation.
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