
Document. 1- Business case document template

1. Why is this project initiated?
The project is initiated to address critical operational inefficiencies within the Biotechnology Research Laboratory. Current challenges include:
· Inefficient Tracking: Difficulty in managing and tracking experiments and samples effectively.
· Data Management Issues: Inadequate data management and security measures.
· Complicated Scheduling: Challenges with equipment scheduling and compliance management.
These issues lead to decreased efficiency, increased errors, and potential non-compliance, impacting the laboratory's productivity and compliance with regulations.

2. What are the current problems?
· Tracking Challenges: Ineffective tracking of experiments and sample status leads to data inaccuracies and delays.
· Data Management and Security: Insufficient data management systems and security protocols risk data loss and breaches.
· Scheduling Difficulties: Complicated and inefficient equipment scheduling hampers lab operations and compliance management.
These problems result in reduced operational efficiency, increased errors, and potential regulatory non-compliance.

3. With this project how many problems could be solved?
The project aims to address and solve the following:
1. Enhanced Tracking: Improved tracking of experiments and samples, ensuring accurate and real-time data.
2. Robust Data Management: Advanced data management and security features to protect sensitive information and comply with regulations.
3. Efficient Scheduling: Streamlined equipment scheduling and compliance management to enhance lab operations and adherence to standards.
By resolving these issues, the project will significantly improve operational efficiency, reduce errors, and ensure regulatory compliance.

4. What are the resources required?
· Personnel:
· Project Manager: Oversees the project and ensures timelines and objectives are met.
· Business Analysts: Document and validate requirements.
· Developers: Develop and code the application.
· Testers: Conduct various testing phases.
· Training Specialists: Develop and deliver training materials.
· Support Staff: Provide ongoing support post-deployment.
· Tools and Technologies:
· Development Platforms: IDEs such as Visual Studio, Eclipse.
· Testing Tools: Automated testing software like Selenium, JUnit.
· Deployment Infrastructure: Servers and cloud services (AWS, Azure).
· Project Management Tools: Software like Jira, Trello.
· Budget:
· Requirements Analysis: ₹4,00,000
· System Design: ₹6,40,000
· Implementation: ₹16,00,000
· Verification: ₹5,60,000
· Deployment: ₹3,20,000
· Maintenance (Annual): ₹8,00,000
· Total Estimated Cost: ₹43,20,000

5. How much organizational change is required to adopt this technology?
Adopting this technology will require:
· Training: Comprehensive training for laboratory staff to ensure effective use of the new system.
· Process Adjustment: Modification of existing workflows to integrate with the new application.
· Change Management: Clear communication and support to address resistance to change and facilitate a smooth transition.
Overall, the changes are moderate, focusing on training and process adjustments to align with the new system's capabilities.

6. Time frame to recover ROI?
The estimated time frame to recover ROI is approximately 18-24 months from deployment. This estimate considers:
· Initial Costs: Development and implementation costs.
· Efficiency Gains: Improved lab efficiency and reduced operational errors.
· Compliance Benefits: Avoidance of potential non-compliance fines and penalties.
The ROI will be measured through increased productivity, reduced errors, and cost savings from improved data management and compliance.

7. How to identify Stakeholders?
Stakeholders can be identified through the following methods:
· Internal Stakeholders:
· Lab Managers and Researchers: Primary users of the application who will provide requirements and feedback.
· IT Staff: Responsible for technical support and integration with existing systems.
· Compliance Officers: Ensure the application meets regulatory standards.
· External Stakeholders:
· Regulatory Bodies: Ensure the application complies with relevant regulations.
· Vendors and Service Providers: Provide tools, technologies, and support services.
Stakeholders are identified based on their involvement in the lab operations, their impact on the project, and their influence on the application’s requirements and implementation.
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Steps to Complete a Project
a. Elicitation Techniques
1. Interviews: Conduct one-on-one or group interviews with stakeholders (e.g., lab managers, researchers, IT staff) to gather detailed requirements.
2. Surveys/Questionnaires: Use these to collect input from a larger group of stakeholders efficiently.
3. Workshops: Organize collaborative sessions with stakeholders to brainstorm and validate requirements.
4. Document Analysis: Review existing documentation related to current processes, systems, and compliance standards.
5. Observations: Observe the current lab operations to understand the practical challenges and requirements.
6. Prototyping: Develop prototypes to validate requirements and gather feedback from stakeholders.
7. Focus Groups: Engage with a representative group of end-users to discuss their needs and gather detailed requirements.
8. Brainstorming: Generating a large number of ideas or solutions through group discussion, often used in the early stages of project planning.
9. JAD (Joint Application Development): Structured workshops involving both developers and stakeholders to discuss and define requirements collaboratively.
b. Stakeholder Analysis (RACI/ILS)
1. Identify Stakeholders: List all potential stakeholders including internal and external parties.
2. Analyze Stakeholder Needs and Influence: Determine their needs, interests, and influence on the project.
3. Define RACI Matrix:
· Responsible: Who is responsible for performing the task (e.g., developers, testers)?
· Accountable: Who is ultimately accountable for the task’s completion (e.g., project manager)?
· Consulted: Who needs to be consulted for input (e.g., compliance officers)?
· Informed: Who needs to be kept informed (e.g., lab staff)?
4. Develop ILS Matrix: Identify Interactions, Levels of Influence, and Stakeholder Support for each stakeholder.
c. Documents to Write
1. Requirements Specification Document: Detail functional and non-functional requirements.
2. Use Case Diagrams and User Stories: Illustrate how users will interact with the application.
3. System Design Document: Outline the system architecture and design.
4. Test Plans: Define test strategies, test cases, and acceptance criteria.
5. Training Materials: Prepare guides, manuals, and training content for end-users.
6. Change Request Forms: Document requests for changes and their impact.
d. Process to Sign Off on Documents
1. Draft Documents: Prepare initial drafts based on gathered requirements.
2. Review and Revise: Circulate drafts among relevant stakeholders for feedback and revisions.
3. Formal Review: Conduct a formal review meeting to discuss changes and final versions.
4. Obtain Sign-Off: Secure formal approval from key stakeholders (e.g., project sponsor, compliance officers) via signature or digital approval.
5. Document Storage: Archive signed documents in a central repository for future reference.
e. How to Take Approvals from the Client
1. Present Deliverables: Present the final documents and prototypes to the client.
2. Request Feedback: Solicit feedback and address any concerns or requests for modifications.
3. Obtain Formal Approval: Use approval forms or digital signatures to obtain client sign-off on requirements, design, and final deliverables.
4. Document Approval: Record the approval in project documentation and update relevant project plans.
f. Communication Channels to Establish and Implement
1. Regular Meetings: Schedule regular status meetings (e.g., weekly, bi-weekly) with stakeholders.
2. Email Updates: Send periodic email updates summarizing project progress, changes, and upcoming milestones.
3. Project Management Tools: Use tools like Jira or Trello for tracking tasks, progress, and communicating with the project team.
4. Collaboration Platforms: Use platforms like Slack or Microsoft Teams for day-to-day communication and quick updates.
5. Status Reports: Provide formal status reports at agreed intervals to stakeholders.
g. How to Handle Change Requests
1. Submit Change Request: Collect detailed information about the proposed change using a Change Request Form.
2. Impact Analysis: Assess the impact of the change on scope, schedule, and resources.
3. Review and Approve: Review the change request with stakeholders and obtain necessary approvals.
4. Update Documentation: Revise project documentation, plans, and requirements as needed.
5. Communicate Changes: Inform all relevant stakeholders about the approved changes and update them on the revised plan.
h. How to Update the Progress of the Project to the Stakeholders
1. Regular Status Reports: Provide detailed progress reports including completed tasks, upcoming milestones, and any issues.
2. Dashboard Updates: Utilize project management dashboards to display real-time progress and metrics.
3. Stakeholder Meetings: Hold regular meetings to discuss progress, address concerns, and review any project adjustments.
4. Email Summaries: Send concise email updates summarizing key points of progress and any important changes.
i. How to Take Sign-Off on the UAT - Client Project Acceptance Form
1. Conduct UAT: Execute User Acceptance Testing with the client to ensure the application meets their needs and requirements.
2. Document Feedback: Record feedback from the client and address any issues or required changes.
3. Present Acceptance Form: Provide the Client Project Acceptance Form for review, detailing the scope, deliverables, and any acceptance criteria.
4. Obtain Sign-Off: Request the client to formally sign off on the acceptance form to confirm that the project meets their expectations and requirements.
5. Archive Acceptance: Store the signed acceptance form as part of project documentation for future reference.
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Functional Requirement Specifications

	Req ID
	Req Name
	Req Description
	Priority

	FR0001
	Login
	User should be able to login to the application to perform inventory operations.
	10

	FR0002
	User Roles and Permissions
	Users should have roles with specific permissions (e.g., Admin, Researcher).
	9

	FR0003
	Experiment Tracking
	Users should be able to create, edit, and view experiment records.
	10

	FR0004
	Sample Management
	Users should be able to track and manage samples throughout their lifecycle.
	10

	FR0005
	Equipment Scheduling
	Users should be able to schedule and track equipment usage.
	8

	FR0006
	Data Security
	Application must encrypt sensitive data and provide secure access controls.
	10

	FR0007
	Compliance Documentation
	Users should be able to store and retrieve compliance-related documents.
	9

	FR0008
	Report Generation
	The application should generate customizable reports on experiments and samples.
	8

	FR0009
	User Notifications
	Users should receive notifications for important events or actions required.
	7

	FR0010
	Audit Trail
	The application should maintain an audit trail of all user activities.
	9

	FR0011
	Search Functionality
	Users should be able to search for experiments, samples, and equipment.
	8

	FR0012
	Data Backup and Recovery
	The application should provide options for data backup and recovery.
	8

	FR0013
	Integration with Existing Systems
	The application should integrate with existing laboratory systems.
	7

	FR0014
	Mobile Access
	Users should be able to access the application from mobile devices.
	6

	FR0015
	Performance Monitoring
	The application should monitor and report performance metrics.
	7

	FR0016
	User Training
	The application should include a user training module or documentation.
	6

	FR0017
	Multi-language Support
	The application should support multiple languages for diverse users.
	5

	FR0018
	Role-Based Access Control
	Access to certain features should be restricted based on user roles.
	9

	FR0019
	Workflow Automation
	The application should support automation of routine laboratory workflows.
	7

	FR0020
	System Alerts
	The system should send alerts for critical issues or system failures.
	8
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	Req ID
	Req Name
	Req Description
	Design
	D1
	T1
	D2
	T2
	UAT

	FR0001
	Login
	User should be able to login to the application to perform inventory operations.
	Yes
	Pending
	No
	Yes
	Yes
	YES

	FR0002
	User Roles and Permissions
	Users should have roles with specific permissions (e.g., Admin, Researcher).
	Yes
	Pending
	No
	No
	No
	No

	FR0003
	Experiment Tracking
	Users should be able to create, edit, and view experiment records.
	Yes
	No
	Yes
	No
	No
	No

	FR0004
	Sample Management
	Users should be able to track and manage samples throughout their lifecycle.
	Yes
	No
	Yes
	No
	No
	No

	FR0005
	Equipment Scheduling
	Users should be able to schedule and track equipment usage.
	Yes
	No
	No
	Yes
	No
	No

	FR0006
	Data Security
	Application must encrypt sensitive data and provide secure access controls.
	Yes
	Pending
	No
	Yes
	Yes
	YES

	FR0007
	Compliance Documentation
	Users should be able to store and retrieve compliance-related documents.
	Yes
	Pending
	No
	No
	Yes
	No

	FR0008
	Report Generation
	The application should generate customizable reports on experiments and samples.
	Yes
	No
	No
	Yes
	No
	No

	FR0009
	User Notifications
	Users should receive notifications for important events or actions required.
	Yes
	No
	No
	No
	No
	No

	FR0010
	Audit Trail
	The application should maintain an audit trail of all user activities.
	Yes
	Pending
	No
	No
	Yes
	No

	FR0011
	Search Functionality
	Users should be able to search for experiments, samples, and equipment.
	Yes
	No
	No
	Yes
	No
	No

	FR0012
	Data Backup and Recovery
	The application should provide options for data backup and recovery.
	Yes
	Pending
	No
	Yes
	No
	No

	FR0013
	Integration with Existing Systems
	The application should integrate with existing laboratory systems.
	Yes
	No
	No
	No
	Yes
	No

	FR0014
	Mobile Access
	Users should be able to access the application from mobile devices.
	Yes
	No
	No
	No
	No
	No

	FR0015
	Performance Monitoring
	The application should monitor and report performance metrics.
	Yes
	No
	No
	No
	Yes
	No

	FR0016
	User Training
	The application should include a user training module or documentation.
	Yes
	No
	No
	No
	No
	No

	FR0017
	Multi-language Support
	The application should support multiple languages for diverse users.
	Yes
	No
	No
	No
	No
	No

	FR0018
	Role-Based Access Control
	Access to certain features should be restricted based on user roles.
	Yes
	Pending
	No
	No
	Yes
	No

	FR0019
	Workflow Automation
	The application should support automation of routine laboratory workflows.
	Yes
	No
	No
	No
	Yes
	No

	FR0020
	System Alerts
	The system should send alerts for critical issues or system failures.
	Yes
	No
	No
	Yes
	No
	No
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4. Introduction
4.1. Business Goals
The Biotechnology Research Laboratory aims to modernize its operations by implementing a sophisticated application. This application will address current inefficiencies, enhance data security, streamline compliance management, and improve overall laboratory productivity. The primary business goals are:
· Improve Accuracy: Ensure precise tracking of experiments, samples, and equipment to minimize errors.
· Enhance Compliance: Adhere to industry regulations and standards to avoid legal and operational issues.
· Streamline Operations: Simplify and automate laboratory processes to increase efficiency.
· Increase Productivity: Optimize resource usage and reduce time spent on manual tasks.
· Data Integration: Integrate disparate data sources into a unified system for better decision-making.
· User Satisfaction: Enhance user experience through intuitive interfaces and responsive support.
· Cost Reduction: Reduce operational costs by automating routine tasks and improving resource allocation.
4.2. Business Objectives
The IT solution will provide the following functionalities:
· Mobile Application: Develop applications for Android and iOS that allow laboratory staff to manage experiments, track samples, and schedule equipment from mobile devices, enhancing flexibility and real-time access.
· E-Learning Management System: Implement a system for training and knowledge sharing to keep laboratory personnel up-to-date with best practices and compliance requirements.
· HRMS (Human Resource Management System): Integrate HR functionalities to manage staff, payroll, and performance effectively.
· Data Analytics: Implement analytics features to provide insights into laboratory operations and performance.
· Collaboration Tools: Include features for team collaboration and communication within the application.
· Custom Reporting: Develop customizable reporting tools to meet diverse reporting needs.
· Scalability: Ensure the system can scale to accommodate future growth and additional functionality.
4.3. Business Rules
· Data Security: All data must be encrypted using advanced encryption standards. User access should be controlled based on predefined roles and permissions to ensure that only authorized personnel can access sensitive information.
· Regulatory Compliance: The application must comply with all relevant regulations and industry standards, including FDA and other relevant bodies' requirements for laboratory operations.
· Data Backup: Regular backups must be performed to safeguard against data loss. A robust recovery plan should be in place to restore data quickly in case of system failure.
· Audit Trails: The system must maintain comprehensive logs of all user activities to ensure transparency, accountability, and traceability of actions.
· User Training: All users must receive training on the new system to ensure effective utilization and adherence to best practices.
· Performance Monitoring: Regular performance monitoring and optimization should be conducted to maintain system efficiency.
· Change Management: Any changes to the system or processes must be managed through a formal change management process to minimize disruptions.
4.4. Background
The current laboratory management system relies heavily on manual processes, leading to inefficiencies, errors, and difficulties in maintaining compliance. With increasing regulatory pressures and the need for higher operational efficiency, the laboratory recognized the need for a modernized solution. This project was proposed to address these challenges by developing an integrated application that will improve accuracy, compliance, and overall efficiency in laboratory operations.
4.5. Project Objective
The project aims to develop an integrated application that:
· Provides Comprehensive Functionality: Facilitates experiment tracking, sample management, equipment scheduling, and compliance documentation.
· Ensures Data Security: Implements strong data protection measures and access controls.
· Supports Regulatory Compliance: Adheres to industry regulations and standards.
· Enhances User Experience: Features an intuitive user interface and mobile access for improved usability.
· Integrates with Existing Systems: Seamlessly connects with current laboratory systems for a unified workflow.
· Enables Data Analytics: Provides analytics tools to support data-driven decision-making.
· Facilitates Collaboration: Includes collaboration tools to enhance team communication and project management.
4.6. Project Scope
4.6.1. In Scope Functionality
· User Management: Secure login, role-based access control, and user permissions.
· Experiment Tracking: Features for creating, editing, and viewing laboratory experiments.
· Sample Management: Tools for tracking samples throughout their lifecycle, including storage and analysis.
· Equipment Scheduling: Scheduling and tracking usage of laboratory equipment.
· Compliance Documentation: Storage and retrieval of compliance-related documents.
· Data Security: Encryption, access controls, and data protection measures.
· Backup and Recovery: Regular data backups and recovery options.
· Integration: Integration with existing laboratory systems.
· Mobile Access: Development of Android and iOS applications for on-the-go access.
· Data Analytics: Tools for analyzing laboratory data and generating reports.
· Collaboration Tools: Features for team collaboration and communication.
4.6.2. Out Scope Functionality
· Hardware Development: Development or acquisition of new laboratory hardware is not included.
· Non-Laboratory Software: Development of software unrelated to laboratory operations is excluded.
· Extensive Customizations: Major customizations beyond the initial scope of features are not part of this project.
· Third-Party Integrations: Integration with third-party systems not currently in use is not included.
5. Assumptions
· Existing Infrastructure: The current IT infrastructure will support the deployment of the new application without significant upgrades.
· Timely Feedback: Stakeholders will provide timely feedback and approvals to keep the project on schedule.
· Stable Regulations: Regulatory standards and compliance requirements will remain consistent during the project lifecycle.
· Resource Availability: Necessary resources, including skilled personnel, will be available throughout the project.
· User Readiness: Users will be prepared for transition and have the required training to use the new system effectively.
· Data Quality: Existing data will be accurate and complete for migration into the new system.
· Budget Adherence: The project will adhere to the allocated budget, with any changes being managed through formal approval processes.
6. Constraints
· Budget Limitations: The project must adhere to the allocated budget, which may limit the scope of additional features or changes.
· Integration Challenges: Potential technical challenges with integrating the new application with existing systems.
· Regulatory Changes: Changes in regulatory requirements during the project could impact the scope and timeline.
· Resource Availability: Availability of skilled personnel may impact project timelines and deliverables.
· Data Migration: Challenges related to migrating data from existing systems to the new application.
· User Adoption: Resistance to change from users may affect the successful implementation of the new system.
· Timeline: Project milestones and deadlines must be met to ensure timely delivery of the solution.
7. Risks and Mitigations

	Risk
	Impact
	Probability
	Mitigation Strategy

	Regulatory Changes
	High
	Medium
	Monitor regulatory updates and adapt the project scope accordingly.

	Integration Issues
	Medium
	High
	Conduct thorough testing and involve integration specialists.

	Budget Overruns
	High
	Medium
	Regular budget reviews and contingency planning.

	Data Migration Challenges
	High
	Medium
	Develop a detailed migration plan and perform rigorous testing.

	Resource Availability
	Medium
	High
	Plan resource allocation carefully and have backup resources.

	User Resistance to Change
	Medium
	Medium
	Implement a change management plan and provide adequate training.

	System Performance Issues
	Medium
	Low
	Regular performance testing and optimization.



8. Business Process Overview
8.1 Legacy System Overview:
· System Name: Biotechnology Research laboratory system 
· Primary Use: Manage experimental data, sample tracking, and regulatory compliance in biotechnology research labs.
· Current Issues:
· Fragmented systems leading to inefficiencies.
· Limited integration between different functionalities.
· Challenges in maintaining data accuracy and compliance
1. Data Collection
· Source Identification: Researchers identify various sources of data (e.g., laboratory instruments, external databases, surveys).
· Data Entry: Data is manually entered into the system or imported from external files (e.g., CSV, Excel).
· Validation: Preliminary checks are performed to ensure data accuracy and consistency during entry.
2. Data Storage
· Database Storage: Data is stored in a central database, often with limited schema flexibility.
· Backup: Regular backups are performed to prevent data loss, though the frequency and reliability of backups may vary.
3. Data Integration
· Data Import: Data from different sources is imported into the system, often requiring manual preprocessing.
· Data Normalization: Data is normalized to ensure consistency in formats and units, which can be a manual process.
4. Data Analysis
· Tool Access: Researchers use built-in or external analytical tools to process and analyze the data.
· Statistical Analysis: Common statistical methods are applied, but advanced analyses might require exporting data to specialized software.
· Result Interpretation: Researchers interpret the analysis results and generate preliminary reports.
5. Data Sharing and Collaboration
· Manual Sharing: Data and reports are shared via email or physical media, which can lead to version control issues.
· Collaborative Work: Collaborative efforts are facilitated through shared documents or offline meetings, lacking real-time data sharing.
6. Reporting
· Report Generation: Reports are generated manually, often using basic templates or external tools.
· Documentation: Detailed documentation is prepared, including methodologies, results, and conclusions.
7. Compliance and Security
· Regulatory Compliance: Compliance with data protection regulations is maintained through manual procedures and periodic audits.
· Data Security: Security measures are implemented, but they may be basic, including access controls and data encryption.
8. System Maintenance
· Updates: System updates are performed periodically, with limited support for adding new features or integrating with new technologies.
· Technical Support: Technical issues are addressed on an as-needed basis, often requiring manual intervention.
Summary of Previous Workflow
1. Data Collection: Manual or semi-automated entry of data from various sources.
2. Data Storage: Centralized database storage with basic backup procedures.
3. Data Integration: Importing and normalizing data manually.
4. Data Analysis: Using external or built-in tools for data analysis, often requiring data export/import.
5. Data Sharing and Collaboration: Manual sharing methods and limited collaborative tools.
6. Reporting: Manual report generation and documentation.
7. Compliance and Security: Basic compliance and security measures.
8. System Maintenance: Periodic updates and limited technical support.
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8.2 To-Be Workflow Chart: Modern Biotechnology Research Laboratory System
1. Data Collection
· Source Identification:
· Automated Detection: Utilize APIs and real-time data capture tools.
· Automated Data Entry:
· Data Capture Tools: Implement automation for data input.
· Automated Validation:
· Validation Rules: Use built-in data quality checks and rules.
2. Data Storage
· Database Storage:
· Modern Database Solutions: Use scalable relational or NoSQL databases.
· Automated Backup:
· Regular Backups: Implement automated, scheduled backups.
3. Data Integration
· Automated Data Import:
· ETL Processes: Use ETL tools for seamless data integration.
· Automated Data Normalization:
· Data Transformation: Standardize data formats automatically.
4. Data Analysis
· Tool Access:
· Advanced Analytics: Provide access to integrated analytical tools.
· Automated Statistical Analysis:
· Built-in Algorithms: Use algorithms for real-time data analysis.
· Automated Result Interpretation:
· Visualization Tools: Implement interactive dashboards and reports.
5. Data Sharing and Collaboration
· Secure Data Sharing:
· Cloud Platforms: Enable controlled sharing via secure links and permissions.
· Integrated Collaboration Tools:
· Real-Time Collaboration: Include shared workspaces and communication tools.
6. Reporting
· Automated Report Generation:
· Dynamic Reports: Generate reports based on templates and real-time data.
· Real-Time Reporting Dashboard:
· Live Data Visualization: Access up-to-date information and reports.
7. Documentation
· Centralized Documentation Management:
· Document Management System: Store and organize all relevant documentation.
8. Compliance and Security
· Automated Compliance Checks:
· Compliance Monitoring Tools: Regularly track compliance and generate reports.
· Advanced Data Security:
· Encryption and Access Controls: Implement comprehensive security measures.
9. System Maintenance
· Automated Updates:
· Scheduled Updates: Implement automated system updates and patches.
· Proactive Technical Support:
· Support System: Provide ongoing support and issue resolution.

Detailed To-Be Workflow with Waterfall Methodology Integration
1. Requirements Analysis
· Objective: Document detailed requirements from stakeholders.
· Deliverables: Requirements Specification Document.
· Activities: Interviews, documentation, validation, and approval.
2. System Design
· Objective: Create detailed design and architecture documents.
· Deliverables: System Design Document, Database Schema, UI Prototypes.
· Activities: Develop architecture, design schema, create prototypes, review.
3. Implementation
· Objective: Develop and integrate application components.
· Deliverables: Functional application code, Integration Reports, Unit Test Results.
· Activities: Code development, module integration, unit testing.
4. Verification
· Objective: Ensure all requirements are met and the application is defect-free.
· Deliverables: Testing Reports, Issue Resolution Document.
· Activities: System testing (functional, integration, performance), UAT.
5. Deployment
· Objective: Roll out the application to the production environment.
· Deliverables: Deployed Application, Training Materials, Post-Deployment Report.
· Activities: Develop deployment plan, execute deployment, provide training, monitor post-deployment.
6. Maintenance
· Objective: Provide ongoing support and updates.
· Deliverables: Maintenance Plan, Update Logs, Support Documentation.
· Activities: Performance monitoring, updates and fixes, user support.
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9. Business requirements 

	Requirement ID
	Description
	Priority
	Source
	Status

	BR-01
	Mobile Application Access: Provide native mobile apps for Android and iOS for real-time access and management.
	High
	Development Team
	Not Started

	BR-02
	Secure User Authentication and Authorization: Implement robust authentication and role-based access control.
	High
	Security Specialist / Development Team
	Not Started

	BR-03
	Experiment and Sample Tracking: Tools for creating, editing, viewing, and managing experiments and sample lifecycles.
	High
	Development Team / Laboratory Management
	Not Started

	BR-04
	Compliance Management: Manage and store compliance documentation, automate checks and alerts for audits.
	High
	Compliance Officer / Development Team
	Not Started

	BR-05
	Data Encryption and Security: Encrypt all data in transit and at rest, conduct regular security audits.
	High
	Security Specialist / IT Department
	Not Started

	BR-06
	Data Analytics and Reporting: Provide analytics tools and customizable reporting features.
	Medium
	Data Analyst / Development Team
	Not Started

	BR-07
	Integration with Existing Systems: Seamless integration with current laboratory systems.
	High
	Integration Specialist / Development Team
	Not Started

	BR-08
	Backup and Recovery: Regular data backups with a robust recovery plan.
	High
	IT Department / System Administrators
	Not Started

	BR-09
	Collaboration and Communication Tools: Include tools for team collaboration and project management.
	Medium
	Development Team / Project Manager
	Not Started

	BR-10
	User Training and Support: Structured training program and ongoing support for users.
	High
	Training Coordinator / Support Team
	Not Started






10. Appendices
10.1 Glossary
· Compliance: Adherence to regulations and standards governing laboratory operations.
· Encryption: The process of converting data into a secure format to prevent unauthorized access.
· Integration: The process of combining different systems to work together seamlessly.
· Mobile Access: The ability to use the application on mobile devices such as smartphones and tablets.
· User Role: Defined permissions and responsibilities assigned to different users within the system.
· Data Analytics: The process of analyzing data to gain insights and support decision-making.
· E-Learning Management System: A platform for delivering, managing, and tracking online training and educational content.
· HRMS: Human Resource Management System, a software solution for managing employee information, payroll, and performance.
10.2 References
· ISO/IEC 27001: Information security management standards.
· FDA 21 CFR Part 11: Electronic records and electronic signatures regulations.
· NIST SP 800-53: Security and privacy controls for information systems and organizations.
· LabArchives: Laboratory information management system (LIMS) best practices.
· Good Laboratory Practice (GLP): Guidelines for laboratory practices and compliance.
10.3 Supporting Information
· Initial stakeholder meeting notes.
· Detailed requirements gathering results.
· Technical feasibility study.
· Compliance documentation and regulatory requirements.
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