
Package Structure

Flexible & Customizable

Scan the QR for more information

We start with a 1-hour
alignment session to
tailor the content to your
product, stage, and
strategic goals.

Pre-Consultation
Personalized Agenda

3-day Regulatory Affairs for Start-ups
Understand, assess, and implement Regulatory Affairs strategies according to MDR &
FDA pathways. 

This focused consulting package is tailored for early-stage start-ups and advanced teams
seeking to establish or optimize their regulatory strategy, streamline submissions and
ensure compliance from the beginning on.

Intro to MDR and FDA (21
CFR), with an overview of
CE marking, 510(k), De
Novo, PMA, and device
classification basics.

Orientation
MDR & FDA Overview

Assessment of your
regulatory docs (e.g., device
description, technical file).
Includes a checklist for
MDR/FDA compliance and
labeling.

Gap Analysis
Review & Diagnostics

Support preparing technical
files, 510(k) outlines, and
regulatory roadmaps. Includes
templates for labeling, UDI,
and submissions.

Practical Support
Documentation help

Summary of findings, clear
action plan, and Q&A with
Regulatory Affairs experts
to guide your next moves.

Wrap-Up & QA
Insights and next steps

We adapt each package to your team’s size,
experience, and product. 
Remote or on-site. 
English or German. 
Follow-up support available.
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