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Lord, grant me AI workflows, 
but not yet
PHUSE Boston SDE



https://r-consortium.org/posts/making-r-submissions-reviewable-for-fda/


“Recently, some 
sponsors have received 
FDA feedback asking 
for SAS-equivalent code 
for analyses originally 
submitted in R.”

https://r-consortium.org/posts/making-r-submissions-reviewable-for-fda/
https://r-consortium.org/posts/making-r-submissions-reviewable-for-fda/


Issues noted

• No early communication with the review team


• R environment cannot be reproduced


• Proprietary packages are referenced but not submitted


• Hidden setup assumptions (missing env vars, startup files)


• Hard coded paths (Linux system directories, sponsor network drives)


• Complex nested scripts and nested functions



This is a crisis, but not a cataclysm

• The FDA is not saying “stop using R”, or that the technology is not fit for 
purpose


• The way through is forward, not backward


• Follow the advice/checklist in the blog post


• But also, we can make better tools!


• “Never let a good crisis go to waste”



—Rico Mariani, MS Research MindSwap, Oct 2003

“The Pit of Success: in stark contrast to a summit, a 
peak, or a journey across a desert to find victory 
through many trials and surprises, we want our 
customers to simply fall into winning practices by 
using our platform and frameworks. To the extent that 
we make it easy to get into trouble we fail.”



What (some) sponsors are asking us

• “How can we use Connect-deployed MCPs to guarantee that Claude Code 
follows GxP?”


• “Can you have an option that guarantees Posit Assistant doesn’t install new 
packages?”


• “How do we implement guardrails so our coding agents can do everything but 
see row-level data?”


• “When will you offer model fine-tuning and hosting so we can create validated 
models?”



—St. Augustine, Confessions VIII

“Lord, grant me chastity and continence, 
but not yet”



—Me, today

“Lord, grant me AI workflows, 
but not yet”



Please let’s not solve this with AI

• If we are already having trouble with our human-authored submissions, why 
would we enshrine our current practices in AI workflows?


• I prefer we create a “pit of success” for everyone: humans and AI agents, 
sponsors and reviewers


• I won’t try to outline a solution (yet)—let’s talk about mindsets instead



Lessons from a career in software engineering

• Curiosity: Onions in the varnish, Chesterton’s fence


• Empathy: “You are not the user”


• Restraint: Innovation tokens, second-system syndrome



Curiosity



Onions in the varnish 
Be curious about why things are the way 
they are. Maybe they should change.



Chesterton’s fence



Chesterton’s fence 
Be curious about why things are the way 
they are. Maybe they should stay the same.

Photo by Mihály Köles on Unsplash

https://unsplash.com/@mihaly_koles?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/photos/green-grass-field-sjAvZfi-zE0?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText


Empathy



You are not the user 
Just because something makes sense to you, doesn’t 
mean it will make sense to your user (FDA reviewer)



Issues noted

• No early communication with the review team


• R environment cannot be reproduced


• Proprietary packages are referenced but not submitted


• Hidden setup assumptions (missing env vars, startup files)


• Hard coded paths (Linux system directories, sponsor network drives)


• Complex nested scripts and nested functions



—John Woods, comp.lang.c++, 1991

“Always code as if the guy who ends up 
[reading] your code will be a violent 
psychopath who knows where you live.”



Restraint



Innovation tokens 
Every time you embrace a novel technology, you’ve spent 
a token. Act like you only have three one. Embrace boring 
technology.



Second-system syndrome 
A technologist’s second system is when they are most 
dangerous. It’s when they try to realize all the ideas they 
thought of while implementing the first one.



Lessons from a career in software engineering

• Be curious about why things are the way they are. Doggedly pursue the truth, 
it is usually worth it.


• Get to know your user and treat them with empathy. Keep their experience in 
the forefront of your mind.


• Adopt new technology and techniques with restraint. Cleverness should be 
treated more as vice than virtue.
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We are looking for design 
partners—reach out!



Preparing for the AI era

• Attending conferences and webinars is not enough; the following steps are 
essential:


• In your spare time, vibe code something fun, ambitious, and low stakes 
using a modern coding agent (Claude Code, Codex, Posit Assistant, etc.)


• Before you think about SKILL.md, MCPs, fine tuning, guardrails... 
learn about LLM APIs!


• It’s impossible to form a good mental model if you skip this step!


• Ask ChatGPT: “Teach me how LLM APIs work. Go step-by-step, with 
examples.”



Be like Eric Ma



Thank you!


