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1. Software Description

[Product Name] Software Description
[Company Name]

1. Introduction

Purpose: [Describe the primary purpose of the software]

Scope: [Define the scope of the software's functionality]

Intended Use: [Clearly state the intended use of the software in a medical context]
User Profile: [Describe the intended users, including their qualifications and training]

2. Software Safety Classification
Based on IEC 62304 section 4.3, [Product Name] is classified as:

e Class A: No injury or damage to health is possible
e Class B: Non-serious injury is possible
e Class C: Death or serious injury is possible

Rationale for classification: [Provide a detailed explanation for the chosen classification, referencing
specific features or use cases that contribute to the risk assessment]

3. Software System Overview

e Software Items: [List and describe all software items, including SOUP (Software of Unknown
Provenance)]

e Software Units: [Describe the software units that make up each software item, including their
functions and relationships]

4. Software Features and Functions

Core Functionality: [List and describe primary functions of the software]

Secondary Features: [Describe additional features or capabilities]

User Interface: [Describe the user interface, including any graphical elements]

Data Management: [Explain how the software handles data storage, retrieval, and processing]
Reporting: [Describe any reporting or output generation capabilities]

5. System Architecture

e High-Level Architecture: [Provide a diagram and description of the overall system architecture]
e Components: [List and describe major software components]
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e Interfaces: [Describe internal and external interfaces]
e Data Flow: [Explain how data flows through the system]

6. Technical Specifications

Development Environment: [List development tools, languages, and frameworks used]
Deployment Environment: [Describe the target deployment environment]

Hardware Requirements: [List minimum and recommended hardware specifications]
Software Dependencies: [List any required third-party software or libraries]

Database: [Describe the database system used, if applicable]

Network Requirements: [Specify any networking requirements or protocols used]

7. Regulatory Compliance

e Applicable Standards: [List relevant regulatory standards the software complies with]
e Compliance Strategy: [Describe how compliance is ensured throughout the development
process]

8. Cybersecurity Considerations

Threat Model: [Summarize the threat model for the software]

Security Features: [List key security features implemented in the software]
Data Protection: [Describe measures for protecting sensitive data]
Access Control: [Explain the access control mechanisms]

Audit Trails: [Describe logging and auditing capabilities]

9. Maintenance and Support
e Update Mechanism: [Describe how software updates are delivered and applied]

e Technical Support: [Explain available technical support options]
e End-of-Life Strategy: [Describe the plan for eventual software retirement]

10. Version Information
e Current Version: [Specify the current software version]

e Release Date: [Provide the release date of the current version]
e Version History: [Briefly list major changes in recent versions]

11. References

[List related documents with their document IDs, such as SRS, Software Architecture Document, Risk
Management File]
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2. Software Requirements Specification
(SRS)

[Product Name] Software Requirements Specification
[Company Name]

1. Introduction

Purpose: [State the purpose of this SRS document]

Scope: [Define the scope of the software being specified]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

Overview: [Provide an overview of the rest of the document]

2. Overall Description

Product Perspective: [Describe how the software fits into the larger system or device]
Product Functions: [Summarize the major functions the software will perform]

User Classes and Characteristics: [Describe the types of users who will interact with the
software]

Operating Environment: [Specify the environment in which the software will operate]

Design and Implementation Constraints: [List any constraints that will impact the design and
implementation]

User Documentation: [List the user documentation that will be delivered with the software]
Assumptions and Dependencies: [State any assumptions made or dependencies on external
factors]

3. Specific Requirements
3.1 External Interface Requirements

e User Interfaces: [Describe the user interface requirements]

e Hardware Interfaces: [Describe any hardware interface requirements]

e Software Interfaces: [Describe any software interface requirements]

e Communications Interfaces: [Describe any communication interface requirements]

3.2 Functional Requirements

Requirement Description Inputs Outputs Safety Priority Source
ID Class
FR-001 [Describe the [List [List [A/B/C] [HM/L]  [Req.

requirement] inputs] outputs] source]
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FR-002

FR-003

3.3 Performance Requirements

[List all performance requirements, specifying static and dynamic numerical requirements]

3.4 Logical Database Requirements

[Describe any database requirements, including data entities, relationships, and integrity constraints]
3.5 Design Constraints

[List any design constraints imposed on the implementation]

3.6 Software System Attributes

Reliability: [Specify reliability requirements]

Availability: [Specify availability requirements]

Security: [Specify security requirements]

Maintainability: [Specify maintainability requirements]
Portability: [Specify portability requirements]

3.7 Other Requirements
[Include any other requirements not covered above]

4. SOUP (Software of Unknown Provenance) Requirements

[List requirements related to SOUP, including functional and performance requirements necessary for its
intended use]

SOUP Version Purpose Functional Performance
Item Requirements Requirements
[ltem [Version] [Describe [List functional [List performance
name] purpose] requirements] requirements]

5. Safety-Related Requirements

[List all safety-related requirements identified from the risk management process]

Requirement ID Description Risk Addressed Verification Method
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SR-001 [Describe requirement] [Describe risk] [Describe method]

6. Cybersecurity Requirements

[List all cybersecurity-related requirements]

Requirement ID Description Category Verification Method

CR-001 [Describe requirement] [e.g., Authentication, Encryption] [Describe method]

7. Traceability Matrix

[Include a matrix showing traceability between requirements and other documents]

8. Change History

Version  Date Description of Change  Author

1.0 [Date] Initial version [Name]

9. Approval Signatures

Role Name Signature Date
Author
Reviewer

Approver
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3. Software Architecture Document

[Product Name] Software Architecture Document
[Company Name]

1. Introduction

Purpose: [State the purpose of this architecture document]

Scope: [Define the scope of the architecture being described]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

2. Architectural Representation

[Describe the architectural style/pattern used. Explain why it was chosen.]

3. Architectural Goals and Constraints

[List the goals of the architecture and any constraints that influenced the design]

4. Use-Case View

[Describe architecturally significant use cases. Include diagrams if helpful.]

5. Logical View
e Overview: [Provide an overview of the logical structure of the software]
e Architecturally Significant Design Packages: [Describe the main design packages of the

software]

5.3 Software Iltems Decomposition

Software Item  Description Associated Software Units Interfaces

[ltem name] [Description] [List units] [List interfaces]

5.4 Software Units Identification

[Identify the software units for each software item]
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6. Process View

[Describe processes and threads if applicable. Include diagrams if helpful.]

7. Deployment View

[Describe physical deployment of software. Include diagrams if helpful.]

8. Implementation View

[Describe implementation units - files, classes, etc.]

9. Data View

[Describe database/data storage architecture. Include entity-relationship diagrams if applicable.]

10. Size and Performance

[Describe any size or performance considerations.]

11. Reuse and Extensibility

[Describe how the architecture supports reuse and extensibility.]

12. Safety and Security

[Describe how the architecture addresses safety and security concerns.]

13. Glossary

[Define terms used in the document.]

14. Approval Signatures

Role Name Signature Date
Author
Reviewer

Approver

Feel free to customize this template to fit your specific needs.

continue for all of the templates
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ChatGPT

Sure, I'll continue with the remaining templates for a complete set.

4. Risk Management File

[Product Name] Risk Management File

[Company Name]

1. Introduction

Purpose: [State the purpose of this risk management file]

Scope: [Define the scope of risk management for the software]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

2. Risk Management Process
e Risk Management Plan: [Describe the overall plan for risk management, including identification,
assessment, control, and monitoring]

e Roles and Responsibilities: [Specify the roles and responsibilities of team members in the risk
management process]

3. Risk Identification

¢ Risk Identification Methodology: [Describe the methodology used for identifying risks]
e Risk Register: [List all identified risks, including their descriptions, categories, and initial risk
ratings]

Risk ID Risk Description Category |Initial Risk Rating Identified By Date Identified

R-001 [Description] [Category] [Rating] [Name] [Date]

4. Risk Assessment

e Risk Assessment Methodology: [Describe the methodology used for assessing risks]
e Risk Analysis Results: [Summarize the results of the risk analysis, including likelihood, impact,
and risk ratings]
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Risk ID Likelihood Impact Risk Rating Risk Owner Assessment Date

R-001 [Likelihood] [Impact] [Rating] [Owner] [Date]

5. Risk Control

e Risk Control Strategies: [Describe the strategies and measures implemented to control or

mitigate identified risks]
e Control Measures Implementation: [List the control measures, including their implementation

status and effectiveness]

Risk Control Implementation Effectiveness Responsible Date
ID Measure Status Party Implemented
R-001 [Measure] [Status] [Effectiveness]  [Party] [Date]

6. Risk Monitoring
e Monitoring Plan: [Describe how risks will be monitored over time]

e Risk Review Schedule: [Specify the schedule for regular risk reviews]
e Risk Review Records: [Include records of risk reviews and any changes to risk status]

RiskID Review Date Changes Reviewer Comments

R-001 [Date] [Changes] [Reviewer] [Comments]

7. Risk Management Reports
e Risk Management Summary Reports: [Provide summaries of risk management activities and

outcomes]
e Incident Reports: [Include reports of incidents related to risks]

8. Glossary

[Define terms used in the document.]

9. Approval Signatures

Role Name Signature Date
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Author
Reviewer

Approver
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5. Software Verification and Validation
Plan

[Product Name] Software Verification and Validation Plan

[Company Name]

1. Introduction

e Purpose: [State the purpose of the verification and validation plan]
e Scope: [Define the scope of the verification and validation activities]

e Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
e References: [List any reference documents]

2. Verification and Validation Strategy

e Verification Approach: [Describe the approach to verifying that the software meets specified
requirements]

e Validation Approach: [Describe the approach to validating that the software meets the intended
use and user needs]

3. Verification Plan

e \Verification Activities: [List the verification activities planned, including reviews, inspections, and
tests]

e Verification Criteria: [Specify the criteria for determining whether verification activities are
successful]

e Verification Schedule: [Provide a schedule for verification activities]

Activity Description Criteria Responsible Party Schedule

[Activity] [Description] [Criteria] [Party] [Date]

4. Validation Plan

Validation Activities: [List the validation activities planned, including user testing, field trials, etc.]
Validation Criteria: [Specify the criteria for determining whether validation activities are
successful]

e Validation Schedule: [Provide a schedule for validation activities]

Activity Description Criteria Responsible Party Schedule
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[Activity] [Description] [Criteria] [Party] [Date]

5. Test Plan

e Test Strategy: [Describe the strategy for testing the software]
e Test Cases: [List test cases, including objectives, expected results, and execution procedures]

Test Description  Objective Expected Test Responsible Schedul
Case ID Results Procedure Party e
TC-001 [Description]  [Objective] [Expected [Procedure] [Party] [Date]
results]

6. Test Results

e Test Execution Records: [Include records of test executions, including results and any issues
encountered]

e Issue Tracking: [Describe the process for tracking and addressing issues discovered during
testing]

7. Change Control

e Change Management Process: [Describe the process for managing changes to the software
and its verification/validation plan]

8. Approval Signatures
Role Name Signature Date
Author
Reviewer

Approver
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6. Software Configuration Management
Plan

[Product Name] Software Configuration Management
Plan

[Company Name]

1. Introduction

Purpose: [State the purpose of the configuration management plan]

Scope: [Define the scope of configuration management activities]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

2. Configuration Management Process

e Configuration ldentification: [Describe the process for identifying and documenting
configuration items]
Configuration Control: [Describe the process for managing changes to configuration items]
Configuration Status Accounting: [Describe how the status of configuration items will be
tracked and reported]

e Configuration Audits: [Describe the process for auditing configuration items to ensure
compliance with requirements]

3. Configuration Iltems

e List of Configuration Items: [Provide a list of configuration items, including software
components, documents, and other items]

Item ID Description Version Status  Responsible Party

Cl1-001 [Description] [Version] [Status] [Party]

4. Change Management

e Change Request Process: [Describe the process for submitting and reviewing change requests]
e Change Control Board: [List members of the change control board and their roles]

5. Configuration Management Tools
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e Tools Used: [List tools used for configuration management, including version control systems
and issue tracking tools]

6. Records and Reporting

e Configuration Records: [Describe records maintained for configuration management]
e Reporting: [Describe how configuration management activities will be reported and reviewed]

7. Training and Awareness
e Training Requirements: [Describe training requirements for team members involved in
configuration management]

e Awareness Programs: [Describe programs to ensure team members are aware of configuration
management processes]

8. Approval Signatures

Role Name Signature Date
Author
Reviewer

Approver
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7. Software Design Document

[Product Name] Software Design Document
[Company Name]

1. Introduction

Purpose: [State the purpose of the design document]

Scope: [Define the scope of the software design]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

2. Design Overview
e Design Approach: [Describe the overall approach to software design]

e Design Goals: [List the goals that the design aims to achieve]
e Design Constraints: [List any constraints that impact the design]

3. High-Level Design
e System Architecture: [Provide a high-level description of the system architecture, including

diagrams]
e Component Design: [Describe the major components of the system and their interactions]

4. Detailed Design
e Module Design: [Provide detailed design for each module, including data structures, algorithms,

and interfaces]
e Class Design: [Describe class designs including class diagrams and relationships]

5. Data Design

e Database Design: [Describe the database design, including schema, tables, and relationships]
e Data Flow: [Describe how data flows through the system]

6. Interface Design
e User Interface Design: [Describe the design of user interfaces, including wireframes and user

interaction flows]
e External Interfaces: [Describe interfaces to other systems or components]

7. Design Justification

e Design Decisions: [Justify key design decisions and trade-offs]
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e Alternatives Considered: [Describe alternative design options considered and why they were
not chosen]

8. Appendix

e Design Diagrams: [Include any additional design diagrams or illustrations]
e Glossary: [Define terms used in the document]

9. Approval Signatures

Role Name Signature Date
Author
Reviewer

Approver

Feel free to tailor these templates further to fit your specific project and organizational needs.

complete for the other templates
ChatGPT

Absolutely! I'll continue with the remaining templates.
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8. Software Maintenance Plan

[Product Name] Software Maintenance Plan
[Company Name]

1. Introduction

Purpose: [State the purpose of the maintenance plan]

Scope: [Define the scope of maintenance activities]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

2. Maintenance Process
e Maintenance Types: [Describe different types of maintenance (e.g., corrective, adaptive,
perfective, preventive)]

Maintenance Procedures: [Outline the procedures for each type of maintenance]
Maintenance Schedule: [Provide a schedule for routine maintenance activities]

3. Issue Tracking
e Issue Reporting: [Describe the process for reporting issues]

e Issue Tracking System: [Specify the system or tool used for tracking issues]
e Issue Resolution Process: [Describe how issues will be assessed, prioritized, and resolved]

4. Change Management
e Change Request Process: [Describe the process for requesting and managing changes]

e Impact Assessment: [Outline how the impact of changes will be assessed]
e Change Implementation: [Describe the procedures for implementing changes]

5. Maintenance Resources

e Personnel: [List the personnel involved in maintenance activities and their roles]
e Tools and Equipment: [Specify the tools and equipment used for maintenance]

6. Documentation

e Maintenance Records: [Describe how maintenance records will be kept]
e Documentation Updates: [Outline how documentation will be updated in response to changes]

7. Performance Metrics

e Maintenance Metrics: [Define metrics for measuring the effectiveness of maintenance activities]
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e Reporting: [Describe how maintenance performance will be reported and reviewed]

8. Training and Support

e Training Requirements: [Describe any training required for maintenance personnel]
e Support: [Outline the support available for maintenance issues]

9. Approval Signatures

Role Name Signature Date
Author
Reviewer

Approver
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9. Software Deployment Plan

[Product Name] Software Deployment Plan
[Company Name]

1. Introduction

Purpose: [State the purpose of the deployment plan]

Scope: [Define the scope of deployment activities]

Definitions, Acronyms, and Abbreviations: [List any terms, definitions, or acronyms used]
References: [List any reference documents]

2. Deployment Strategy
e Deployment Approach: [Describe the approach to deploying the software (e.g., phased rollout,

big bang)]
e Deployment Environment: [Specify the environment(s) where the software will be deployed]

3. Deployment Plan

e Deployment Steps: [Outline the steps involved in deploying the software]
e Deployment Schedule: [Provide a schedule for the deployment activities]

Step Description Responsible Party Schedule

[Step] [Description] [Party] [Date]

4. Rollback Plan

e Rollback Procedures: [Describe the procedures for rolling back to a previous version if needed]
e Rollback Criteria: [Specify criteria for deciding when to roll back]

5. Deployment Verification

e Verification Activities: [Describe how the deployment will be verified]
e Verification Criteria: [Specify the criteria for verifying successful deployment]

6. Communication Plan

e Stakeholder Communication: [Outline how stakeholders will be informed about the deployment]
e User Notifications: [Describe how users will be notified of the deployment and any changes]

7. Post-Deployment Support
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e Support Procedures: [Describe the support procedures available after deployment]
e Issue Resolution: [Outline how issues will be resolved post-deployment]

8. Documentation

e Deployment Records: [Describe how deployment records will be kept]
e Documentation Updates: [Outline how documentation will be updated post-deployment]

9. Approval Signatures

Role Name Signature Date
Author
Reviewer

Approver
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