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TODAY'S QUESTION
How should generative AI enter an electronic data capture system?

WHY SELECTED
This article explains how a global clinical-research platform introduced generative AI through an intentionally limited MVP.

The architecture kept adoption optional, used locally approved AI services, required human review and prevented AI from

directly changing underlying research data.

Difficulty: C1 · EDC + generative AI + governance + human review

READING ORDER · 30 MINUTES
Min Task Focus

0-3 Preview Predict why the team chose an MVP rather than a broad rollout.

3-15 Main article Read the Guiding Principles, Security, Results and Lessons Learned.

15-20 REDCap Review security, audit-trail and multi-site features.

20-25 FDA/EMA Identify context-of-use, governance and lifecycle principles.

25-30 Output Design one low-risk AI helper for statistical programming.

SOURCES · OPEN ACCESS
MAIN · JAMIA Open · 26 Jun 2026
Generative artificial intelligence implementation in REDCap
Open article

SUPPORT 1 · REDCap Consortium
REDCap Software Overview
Official page

SUPPORT 2 · FDA and EMA · Jan 2026
Guiding Principles of Good AI Practice in Drug Development
Official page

https://academic.oup.com/jamiaopen/article/9/3/ooag117/8718612
https://project-redcap.org/software/
https://www.fda.gov/about-fda/artificial-intelligence-drug-development/guiding-principles-good-ai-practice-drug-development
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BRIEF BACKGROUND
REDCap is a secure web platform for designing surveys and research databases. It supports authentication, role-based

permissions, audit trails and multi-site projects.

The Consortium released a writing helper, qualitative-data summarization and language translation in version 15.0.

The functions were disabled by default, optional for institutions and users, and connected to locally approved AI services.

At Vanderbilt, 958 projects used at least one feature and generated more than 5,700 API calls. Across the Consortium,

eight institutions reported sustained use across 1,171 projects.

The results demonstrate feasibility and interest, not guaranteed accuracy or improved research outcomes. More

consequential extraction and classification features require task-specific validation.

KEY VOCABULARY
Term 中文 Meaning / use

electronic data capture 电子数据采集 A system for collecting and managing research data
electronically.

minimum viable product 最小可行产品 A deliberately limited first release used to test value and
feasibility.

optional adoption 可选择启用 Local administrators decide whether a feature is enabled.

human-in-the-loop 人在回路 A workflow requiring human review before output is used.

local AI tenant 本地 AI 租户 An institutionally managed AI environment isolated for local use.

walled garden 受控封闭环境 An access-controlled environment designed to reduce data
leakage.

role-based permission 基于角色的权限 Access determined by a user's assigned role.

qualitative data 定性数据 Unstructured or descriptive information such as free-text
responses.

data summarization 数据总结 Condensing longer text while retaining essential meaning.

language translation 语言翻译 Converting content from one language into another.

system administrator 系统管理员 The person responsible for enabling and configuring platform
features.

institutional governance 机构治理 Policies and oversight governing technology use within an
institution.

cybersecurity review 网络安全审查 Assessment of architecture, access controls and
data-protection risks.

usage telemetry 使用遥测数据 Aggregated information about feature activation and use.

underlying research data 底层研究数据 The original study data stored in the system.



English Reading · 2026-08-06 · 3

USEFUL PHRASES
1. start with low-risk researcher-helper use cases
The team started with low-risk researcher-helper use cases.

2. leave adoption to local administrators
The platform leaves adoption to local administrators.

3. require human review before use
Every AI-generated output requires human review before use.

4. avoid directly modifying underlying research data
The MVP avoids directly modifying underlying research data.

5. connect to an institutionally managed AI service
Each REDCap instance connects to an institutionally managed AI service.

6. minimize unintended data leakage
The architecture is designed to minimize unintended data leakage.

7. enable features at the system level
Administrators enable features at the system level.

8. track early uptake across projects
The researchers tracked early uptake across projects.

9. separate technical feasibility from proven effectiveness
The study separates technical feasibility from proven effectiveness.

10. expand only after governance and infrastructure mature
More complex use cases should expand only after governance and infrastructure mature.

COMPREHENSION QUESTIONS
1. Why did the REDCap team begin with a minimum viable product?

2. What made the selected features relatively low risk?

3. How did local AI tenants and administrator controls reduce risk?

4. What do the usage numbers prove, and what do they not prove?

5. Why do future extraction features require stronger validation?

RETELLING PROMPTS
30 seconds: MVP -> three features -> adoption.

45 seconds: Governance -> approved tenant -> user request -> suggestion -> human decision.

60 seconds: Apply the principles to an SP department.
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5-MINUTE SPEAKING / OUTPUT TASK
Your role: Propose the first generative-AI feature for an SP team's internal platform.

Minute 1: Choose one low-risk helper task.

Minutes 2-3: Define inputs, prohibited data, modification rights and human approval.

Minute 4: Add access, logging, enterprise-tenant and periodic-review controls.

Minute 5: Give a 90-second recommendation and define when the scope may safely expand.

ONE SENTENCE TO KEEP
The safest introduction of generative AI begins with optional, low-risk assistance inside a locally governed
system where humans retain final control.


