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QMS & Clinical Trial software trusted by leading medtech companies globally

“Best QMS I have ever used.”

“User-friendly EDX and responsive support team.”

“This is the easiest eQMS I have used in the 20 years I have 
been in the medical device industry.”

“The whole experience of using Greenlight Guru Clinical is 
accessible and user-friendly.”

“Makes your QMS simple and effective.”

200k+ look to us for the
latest in medtech #1 blog & podcast

in the industry522k podcast
listeners100+ years of industry 

experience

2,000+
ISO 13485 certifications

1,700+
510(k) clearances & 
CE marked devices

1,100+ I-III/SaMD/IVD
medtech companies worldwide in 
all device classes & types

500+
clinical trials



You're sitting on a goldmine

Every post-market team collects the same signals, for years.

Complaints

What customers 
report

CAPAs

What you investigated 
and fixed

Nonconformances

What failed to meet 
spec

Service records

What came back for 
repair

Returns

What came back, was 
returned

We'll follow one example all the way through: a vascular needle line.



But it's stuck in a closed loop

That data lives in compliance. It doesn’t always reach the people designing the next version.

Post-market data Compliance loop
closed

Design & R&DX

So the same issues resurface, and lessons learned stay buried.



Why the loop breaks

Engineering & R&D

• Lives in Jira and GitHub
• Owns design files and code
• Ships the next version

Quality & Regulatory

• Owns complaints and CAPAs
• Manages audits and reporting
• Holds the field data

Different teams, different systems. The structure causes the gap, not the people.



What high-performing teams do differently

They keep design and risk files alive instead of frozen at launch.

Field data flows back as design input

Complaints and CAPAs become inputs to the next 
revision, not just records to close.

Risk files update when reality says to

A new failure mode in the field shows up in the risk file, 
not a year later in an audit.



The building blocks of a closed-loop culture

1

Communication channels

Quality, regulatory, and R&D 
actually talk to each other.

2

Cross-functional 
processes

Field data gets routed back to 
design on a regular cadence.

3

Data pipelines

Systems connect, so nobody 
re-keys spreadsheets by hand.



Where AI actually fits

“ AI cuts the grunt work of combing through mountains of 
data. It gives you a head start and points a direction. You 
confirm the hunches and make the calls.



Start by connecting your internal eQMS data

Feedback, complaints, CAPAs, NCs, risk matrices, design matrices, wired to one tool.

Feedback

Complaints

CAPAs

Nonconformances

Risk matrices

Design matrices

AI tool Real insights

eQMS Data

Once it's connected, you can generate real insights instead of starting from a blank page.



Next, connect to external, well-sourced data (ex: openFDA)
openFDA provides data through modern, developer-friendly infrastructure, prioritizing machine-readable formats and 
easy integration

510(k) clearances

Classification

Recalls

Adverse event reports

Unique device identifier (UDI)

Registrations and listings

AI tool Real, informed 
insights

Integrating real-time regulatory data will inform and validate your insights

eQMS 
Data

openFDA



Live demo: first, I told it to stay honest

Agent: Quality Intelligence Prioritizer, built in OpenAI

Evidence standards
Label every finding as direct internal, external FDA, or 
inference. Don’t blur any lines.

Honesty over confidence
It's told to prefer a transparent partial answer over a 
confident but weak one.

Safety rules
Don't fabricate FDA findings. Don't treat sparse signals as 
proven demand.



Live demo: the request, and the plan

The prompt
“What should we prioritize next for our vascular needle line?”

The plan
Pull internal quality signals, cross-check FDA public data, 
rank priorities, save context.

In its own words
It grounds the meeting instead of just “instinct dressed up 
nicely.”



Live demo: pulling real QMS data

Real connector, real data
It requests Customer Feedback, Nonconformances, and 
CAPAs through the Greenlight Guru AI connector feature.

A human says yes
Every data pull needs approval. Nothing moves without your 
go-ahead.



Live demo: what it produced

Evidence on every line
Each recommendation ties to direct GG evidence, FDA 
context, and a confidence level.

A worked example
Protective-cap robustness: a CF-57 nonconformance next to 
an FDA recall on a dislodged safety cap. Confidence: 
medium.

You decide
Read the evidence, then make the call.



What about trust and your data

✓
Your data stays yours

OpenAI via GG AI Connector doesn't train on your eQMS data (requires enterprise account).

✓
No invented findings

The agent is instructed not to fabricate regulatory results or treat thin signals as proven demand.

✓
Confidence, not certainty

Every recommendation ships with a confidence level you can push back on.



Where human judgment stays in charge

AI

• Surfaces patterns across all the data
• Drafts the starting point
• Flags what's still uncertain

You

• Own the risk calls
• Own the design decisions
• Own the priorities

AI gives a head start. People make the calls that matter.



What this opens up

DDF

Gong calls

Productboard requests

Jira / GitHub issues

Support tickets

Same engine, with more sources over time. The product review could pull from all of these at once, not every team needs all of it.

EUDAMED (EU)MDALL (Health Canada) Your agent



First steps for your team

1 Pick one source and one question

Start with a single data set and a decision worth making.

2 Open a channel between quality and R&D

A standing conversation beats a once-a-year audit.

3 Connect your structured data first

Wire up what you already have before reaching for fancier tooling.



The loop is yours to close
Development prioritization can take a week of meetings.  A custom AI-leveraged process with integrated 
data might take just one.

Your post-market data is a strategic asset you already own. Put it to work.

Questions? Let's go!


