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DISCLAIMER

The content of Presentation ML08 and its corresponding 
paper has not  been officially endorsed by Johnson & 
Johnson. 

Thus, the views, information, and opinions discussed in 
Presentation ML08 and its corresponding paper are those 
of the authors and do not  necessarily reflect the official 
policy or position of Johnson & Johnson.



HITL
Domain Expert

Pilot

Kiro TM  CLI 
AI-Powered

Coding Assistant Co -Pilot

Anthropic Claude TM  LLM
Generative AI Model

Background image generated via J&J Intelligent Chat using OpenAI’s DALL·E TM -based image 
generation model via Microsoft  Azure TM .
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1. Skepticism, Curiosity, and Human -
In-The -Loop (HITL) Validation

2. Context
3.  Model Context Protocol (MCP)

The 3  AI  Bellwethers:
(Circa 2024 -2025) 



Upskilling ~90 Programmers  & Statisticians

1. Overview of the VS Code TM  IDE 

2. Intro  to Code Development via prompting

3. Effective  Prompting

4. Using Context

5. Using MCP Tools



Take -Home Messages  from Upskilling

• You are the domain expert —AI is your co -pilot .

• LLM = “child prodigy” willing to hallucinate .

• Use iterative prompting for complex analyses .

• Request explanations for AI’s reasoning .

• You are responsible for code quality  & accuracy .
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1. Skepticism, Curiosity, and Human -
In-The -Loop (HITL) Validation

2. Context
3.  Model Context Protocol (MCP)
4.  Agentic AI

The 3  AI  Bellwethers:
(Circa 2024 -2025) 



HITL
Domain Expert

Pilot

Kiro TM  CLI 
AI-Powered

Coding Assistant Co -Pilot

Anthropic Claude TM  LLM
Generative AI Model

Background image generated via J&J Intelligent Chat using OpenAI’s DALL·E TM -based image 
generation model via Microsoft  Azure TM .

DPS2R: J&J Cockpit Tool

DPS2R
Controls
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HITL ( Study Lead )

Positron TM  IDE (SPACE) 
Kiro CLI

(Anthropic Claude LLM )

gpt -o4 -mini

DPS Helper 

ADaM  Planning Tool

rtables , junco, tern, & 
tidytlg  R Package 

Documentation

SP & JJCS Guidance 
Documentation & 

Templates

MCP 
Connection 

Tools

1st  Draft  R Code
for TLG
in minutes 

DPS2R



DPS2R: 7 Phases, 6 HITL Checkpoints

1. Initializ ation (Retrieve study metadata and mockshells ) → 

 2. Mockshell  Understand ing → 

  3. Compar ison → 

   4.  Metadata Review → 

    5. Variable Analy sis → 

     6. Plan → 

      7. Code Generat ation → 

       Done  

→ Human confirms at each checkpoint via @pass, @fail, @clarify



Results (2  HITL Checkpoints)
• 9  statistical programmers were assigned multiple TLGs.
• Across 3  therapeutic areas and 9  completed studies, using both JJCS  and non -JJCS standards to reflect real -world  workflows.
• Resulted in 329  total output attempts across all programmers and iterations.



Background image generated via J&J Intelligent Chat using OpenAI’s DALL·E TM -based image 
generation model via Microsoft  Azure TM .

• Kiro CLI in SPACE:  Q2 -2026
• DPS2R in SPACE:  Q3 -2026

• All  previous SPACE coding 
processes remain the SAME ! 
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Questions???

A Very, Very  Special  Thank You   goes out to …
 Manjusha Alapati, Yufan  Chen, Yu (Emily) Cheng, 

Abhyuday Dwivedi, Steven Haesendonckx , Jiaqi Song, 
Chengeng  Tian, Kishore Vengala , Yingshan  You ! !!

Sincere gratitude  goes to Marc Drucker and Tadeusz Lewandowsk i. 
Thank You ! 
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