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The Importance of a Comprehensive Business
Requirements Document

Creating a well-defined and comprehensive Business Requirements
Document (BRD) is crucial when implementing electronic Clinical
Outcome Assessments (eCOA) and electronic Patient-Reported
Outcomes (ePRO) systems. The purpose of the BRD is to outline the
specific business needs, functional requirements, and objectives of the
system, serving as a foundation for successful system development and
deployment.

Here are some of the best practices and considerations to prioritize when
creating a BRD for eCOA and ePRO:
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Clarity and Alignment: The BRD ensures that all stakeholders have a clear
understanding of the project's goals, scope, and requirements. It helps
align the project team and stakeholders toward a common understanding
of the eCOA/ePRO system's purpose and functionalities.

Requirements Definition: The BRD defines detailed functional and non-
functional requirements of the system. It serves as a reference point
throughout the development process, guiding design, development,
testing, and validation activities.

Risk Mitigation: A comprehensive BRD helps identify potential risks,
issues, and challenges early in the project. Addressing these concerns
during the BRD creation phase can prevent costly rework and delays later
in the implementation process.

Communication Tool: The BRD acts as a communication tool between
business stakeholders and development teams. It facilitates effective
communication by providing a structured format to discuss and
document requirements, milestones and timelines.

Basis for Agreement: The BRD serves as a formal agreement between
business stakeholders and the development team regarding the system's
scope, functionalities, and expectations. It reduces the likelihood of
misunderstandings and scope changes during development.

Regulatory Compliance: For clinical trials, regulatory compliance is
paramount. The BRD can include requirements related to data security,
privacy, audit trails, and other regulatory considerations.
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Best Practices For BRD Creation

Gather User Input: Engage a diverse group of stakeholders, including
clinical trial teams, site personnel, patients, regulatory experts, and
technical professionals. Their input will ensure that the BRD reflects the
needs of all users.

Clearly Define Objectives: Begin by outlining the overarching objectives of
the eCOA/ePRO system. Clearly state the business goals and benefits the
system is expected to deliver.

Document Functional Requirements: Document detailed functional
requirements, including user roles, user interfaces, data capture forms,
validation checks, calculations, data export/import, and integration with
other systems.

Specify Non-Functional Requirements: Include non-functional
requirements such as performance expectations (response times, system
capacity), security measures, data encryption, audit trail capabilities,
customer support and regulatory compliance.

Prioritize Requirements: Prioritize requirements based on their criticality
to the project's success. Clearly differentiate between "must-have" and
"nice-to-have" features to guide development efforts.

Use Clear and Precise Language: Write requirements using clear and
concise language to avoid ambiguity and misinterpretation. Use industry-
standard terminology where applicable.

Provide Use Cases and Scenarios: Include detailed use cases, scenarios,
and workflows to illustrate how the eCOA/ePRO system will be used in
real-world situations. This helps developers understand user interactions
and system behavior.
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Include Validation and Testing Requirements: Outline how the system's
functionalities will be validated and tested to ensure they meet the
specified requirements. This is crucial for ensuring the system's accuracy
and reliability.

Review and Approval Process: Establish a review and approval process for
the BRD. All relevant stakeholders should review and provide feedback
before finalizing the document.

Version Control: Maintain version control for the BRD to track changes
and updates. This helps ensure that all stakeholders are working from the
most current and accurate version.

Document Assumptions and Constraints: Clearly state any assumptions
made during the BRD creation and identify any constraints that might
impact the implementation and timelines.

Regularly Update the BRD: Throughout the project lifecycle, keep the BRD
up to date with any changes, additions, or modifications to requirements.
This helps maintain alighnment between the project team and stakeholders.

Collaboration and Iteration: Collaborate closely with the development
team, involve them in the BRD creation process, and iterate on the
document as needed to address evolving requirements.
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Creating a well-crafted BRD for eCOA and ePRO systems establishes a
solid foundation for successful implementation and ensures the
resulting system meets the needs of clinical trial stakeholders while
adhering to regulatory standards. This document serves as the blue print
for not only the development of the technology and system build but
also to ensure smooth study start up, screening and the duration of the
trial when all parties have a clear understanding of expectations with
careful and transparent planning.

Want to improve on your trial processes and eCOA
experience?

Here at assisTek we have been building and delivering customized
nimble eCOA & ePRO technologies for the last 25+ years.

Contact us today to help you build your next successful clinical
trial solution!
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