Stages of Medical Device Development 2> Fortrea

PRECLINICAL FEASIBILITY FIRST-IN-HUMAN PIVO POST-MARKET }

Usability Evaluation Formative Study Summative Study Usability Engineering Report
Plan Protocol/Report Protocol/Report Yy ENg g kep
Feasibility Design Review

Final Design Review

Design Verification Design Validation
Testing Protocol
Design History File
Device Master Record (Regularly Updated)

Product Definitions & Intellectual Property Commercial Strategy/Reimbursement Consulting Draft Product Claims ° £ Product Claims Brandlng/
cision Legal Review
Clinical Evaluation Report
Regulatory &
Commercialization Design/Build Submission Package Define Commercial Strategy Develop Commercial Evidence Communicate Commercial Value
Obtain Approvals Sales/Clinician Training
Design/Build Regulatory Plan Finalized Regulatory Plan Country Reimbursement Approvals

Material Literature Review

Research & Engineering

IDE
Submission
Package

Device
Post-Market Application
N Submission
Surveillance Plan Package

Material Evaluation

Efficiency/Prototype Testing "D’f;lgiﬁi

Nonclinical Biocompatibility
Biological Physical Property Analysis Biolc_)gical
Evaluation A Risk
Plan Chemical Characterization sss::::nt Clinical Finding Validation/Mitigation

Toxicological Risk Assessment

GLP Testing

Risk Management Plan Design Risk Assessment Ongoing Prototype and Risk Assessment
Risk Management
Preliminary Hazard Analysis Process Risk Assessment Risk Analysis/Management Report

Clinical Protocol Evaluation, Development and Investigational Plans Exploratory Clinical Trials Ongoing Clinical Protocols Safety Report (Periodic Updates) Patient Safety
Clinical Finalize Class/Device Type FIH Study Design Execution of FIH Study Clinical Post-Market Follow-Up Plan Execution of Field Services
Follow-Up
Clinical Literature Review Pivotal Study Design Execution of Pivotal Trial Activities Patient Support

Process Optimization and Scale-Up

Manufacturing & Preliminary QMS Development Documentation of QMS Procedures

Quality Controls
QMS Maintenance & Support (Ongoing)

Method

Equipment & Process Qualification (GMP) Lot Release Testing Certification Attainment Environmental Monitoring
Development

Draft Quality Plan

(©2026 Fortrea Inc. All Rights Reserved.
1S_0010_MDD_Journey_Map_0626



