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Strategy/

Protocol 

Design

Study Start 

Up/Study 

Build

 

Notify COA Scientist 

of Intended Clinical 

Trial 

Develop COA 

Strategy as Part of 

Study Concept

Draft Design 

Requirements 

and Screens

Study Launch

Review/Approve 

Study Concept

Develop Sponsor 

Study Resource 

Request

Develop, Review, and Finalize Protocol

Initiate COA 

Licensing

Select eCOA 

Provider

Set Up Sites and 

User Accounts in 

Production

Conduct eCOA UAT 

Kick-Off

Study 

Conduct/

Monitoring

Study Close-

Out and 

Archiving

Initiate New Translation and Linguistic Validation of COAs

Finalize Build and 

Test Study-Specific 

Software

Create System Integration Specifications

Generate Data Transfer Specifications

Create eCOA UAT 

Plan

Conduct

eCOA Device UAT

Conduct Data Transfer UAT

Approve Go Live of 

System

Align on Strategy – Sponsor/

CRO Pre-Kick-Off Meeting

eCOA Provider Internal Sales 

to Service Handover

Conduct

Kick-Off

Meeting

Conduct Translation Provider 

and eCOA Provider

Kick-Off Meeting

Move Software to 

Production

Release Countries/ 

Languages/Sites

(as approved)

Migrate Translations

Review and Approve 

Translated 

Screenshots

Submit Translated 

Screenshots (if required)

Identify Country 

Shipping 

Requirements

Obtain Import 

Licenses

Ship Production 

Devices to Other 

Sites and/or Country 

Depot

Additional 

Systems/

Devices?

Define Mandatory 

eCOA Training

Create and Approve Training Plan; Identify and Develop 

Training Materials

Train and Launch Help 

Desk/Support Team

Prepare Materials for 

Investigator Meeting(s)

Provide and Complete Site- 

and User-Specific Training

Re-Supply Devices (As Needed)

Resolve Post-Release System Issues (As Needed)

Clean Data and Monitor Data Quality (Continuously)

Process DCRs 

(As Needed)

Monitor Compliance (Continuously)

Manage Issues

Update  Systems for Protocol Amendments

Create Decommissioning Plan

Complete Final Data 

Reconciliation

Provide Archive to 

Sponsor and Sites

Plan for Database Lock and Close-Out Return Devices to eCOA Provider

eCOA Process Workflow Best Practices

Final Protocol Go Live FPFV Study LDA
Database 

Lock
UAT Start



Finalize 

Requirements 

Document and 

Review Screens

Stable Draft 

Protocol

 First Site 

LPLV

FPFV



LPLV/LDA

Ship Production 

Devices to 

Initial Sites

YES

Complete Final Data 

Transfer

~8 Months 

before FPFV
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