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EU MDR MASTERY

From Classification to CE Marking
Building Audit-Ready Technical Documentation

Course Outline & Syllabus

Self-Paced Recorded Edition
14 Recorded Lessons | 3 Live 2-Hour Sessions | Cumulative Capstone Technical Documentation File
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Course Overview
Promise to By the end of this course, each student will have personally built a
Students complete, submission-ready Technical Documentation file for a real or
realistic mock device, and will know how to defend it in a Notified Body
audit.
Format 14 short recorded lessons (self-paced) organised into 4 streams, paired

with 3 live 2-hour sessions. Recorded content delivers the teaching; live
time is reserved only for what needs a real instructor — correction, peer
review, and audit-style defense.

Why this split Regulatory content doesn't change from student to student, so it lives in
reusable recorded form. Your real audit experience — the highest-value
asset — is concentrated entirely in the 3 live sessions, where it has the
most impact.

Capstone A complete Technical Documentation file (Annex Il & III), Risk
Management File, Clinical Evaluation Report, PMS/PMCF plans, GSPR
matrix, labelling/IFU, and Eudamed registration — built incrementally
through homework and checkpointed at each live session.

Format at a Glance

Stream A (recorded) MDR landscape, classification, conformity routes, ~3hrs
QMS backbone

Live Session 1 Strategy Clinic & Classification Check 2 hrs live

Stream B (recorded) GSPR, Risk Management, Tech File structure, ~4 hrs
Clinical Evaluation, PMS/PMCF

Live Session 2 Tech File Working Session & Peer Review 2 hrs live

Stream C (recorded) Labelling/IFU/UDI, Eudamed registration, compiling ~3 hrs
the Tech File

Live Session 3 Mock Audit & Submission Defense 2 hrs live

Stream D (recorded) Post-CE compliance maintenance + bonus ~2 hr

deficiency-letter teardown

Total: ~12 hours recorded content + 6 hours live+12 Hours self-study and assignments = approx. 30 hours, deliverable
across a 10-12 week window.
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Stream A — Foundations & Strategy
Lessons 1-4 - watch before Live Session 1
Feeds into: Live Session 1 — Strategy Clinic & Classification Check

Lesson 1: MDR Landscape & the MDD-to-MDR Shift (~25 min)

Learning Objectives

* Explain what materially changed moving from MDD to MDR

* Navigate the MDR Articles/Annexes structure and MDCG guidance hierarchy like a practitioner
Topics Covered

* Eudamed, UDI, scrutiny procedure, and PMCF emphasis under MDR

* How to use MDCG guidance documents in real submissions, not just the regulation text
Homework Deliverable
Read the capstone device brief; note 3 MDR provisions you expect will apply.

Lesson 2: Device Classification (Annex VIII) (~40 min)

Learning Objectives
*  Apply Annex VIII Rules 1-22 to borderline, real-world devices

* Distinguish qualification as a medical device from classification once qualified, including MDSW per
MDCG 2019-11

Topics Covered
*  Walkthrough of Rules 1-22 with case studies
* Common classification mistakes that trigger Notified Body pushback
Homework Deliverable
Written classification justification for the capstone device, citing the specific Annex VIl rule and reasoning.

Lesson 3: Conformity Assessment Routes & Regulatory Strategy (~30 min)

Learning Objectives
* Select the correct conformity assessment route (Annex IX, X, or XI) for a device class
» Identify Authorised Representative, Importer, and Distributor obligations (Articles 11-14)
Topics Covered
* What Notified Bodies evaluate before quoting a manufacturer
* Realistic timelines and cost ranges — where first-timers get blindsided
Homework Deliverable
Draft a one-page Regulatory Strategy Document for the capstone device.

Lesson 4: QMS (ISO 13485) as the Tech File Backbone (~30 min)

Learning Objectives
* Map design and development controls to design history file requirements
* Identify which QMS records a Notified Body auditor traces back to the Tech File
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Topics Covered
* Design inputs/outputs, design reviews, V&V, design transfer
* Document control, CAPA, and supplier controls as audit trace points
Homework Deliverable
Build a QMS-to-Tech-File traceability map linking procedures to GSPR/Annex II-11l sections.

Stream B — Core Technical Documentation
Lessons 5-9 - watch before Live Session 2
Feeds into: Live Session 2 — Tech File Working Session & Peer Review

Lesson 5: GSPR (Annex |I) & the Compliance Matrix (~40 min)

Learning Objectives
* Interpret Annex | clause by clause and determine applicability
* Build a GSPR Compliance Matrix structured the way a Notified Body reviewer expects to see it first
Topics Covered
* Live walkthrough of Annex | using a GSPR checklist
* Writing GSPR justifications and non-applicability statements that withstand scrutiny
Homework Deliverable
Complete the full GSPR Compliance Matrix for the capstone device.

Lesson 6: Risk Management File (ISO 14971:2019) (~40 min)

Learning Objectives
* Build a complete risk management file: plan, analysis, evaluation, control, residual risk
* Construct a benefit-risk analysis that survives Notified Body review
Topics Covered
* Hazard/harm traceability from analysis through control verification
e Common findings: missing post-production risk review, weak benefit-risk justification
Homework Deliverable
Build the Risk Management File for the capstone device, linked to the GSPR matrix.

Lesson 7: Annex lI/lll Technical Documentation Structure (~45 min)

Learning Objectives
* Populate every section of Annex Il (Tech File) and Annex Il (PMS File)
*  Write a defensible state-of-the-art/literature review section
Topics Covered
*  Section-by-section Annex Il build
* Annex lll PMS file structure — the section most courses skip
Homework Deliverable
Populate the full Tech File skeleton with capstone-specific content across all Annex Il/Ill sections.
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Lesson 8: Clinical Evaluation (CEP/CER) (~45 min)

Learning Objectives

* Structure a CEP and CER to the standard expected by clinical assessors

* Determine whether equivalence or own clinical data is defensible for a given device
Topics Covered

* MEDDEV 2.7/1 Rev 4 + Annex XIV structure

« Literature search protocol, appraisal methodology, sufficiency-of-evidence argument
Homework Deliverable
Draft the CEP and CER for the capstone device.

Lesson 9: PMS, PMCF & Vigilance (~30min)

Learning Objectives
* Build a PMS Plan and PMS Report/PSUR appropriate to device class
* Design a defensible PMCF Plan and explain the vigilance/FSCA process
Topics Covered
*«  PMCF method selection: survey-based, literature-based, registry-based
* Vigilance reporting, trend reporting thresholds, FSCA process
Homework Deliverable
Draft the PMS Plan and PMCF Plan for the capstone device.

Stream C — Labelling, UDI & Registration
Lessons 10-12 - watch before Live Session 3
Feeds into: Live Session 3 — Mock Audit & Submission Defense

Lesson 10: Labelling, IFU & UDI Assignment (~25 min)

Learning Objectives
» Draft labelling and IFU content meeting Annex | Ch. Il and usability requirements
* Correctly assign Basic UDI-DI, UDI-DI, and UDI-PI
Topics Covered
* Annex | Chapter Il labelling requirements
* UDI hierarchy and assignment logic
Homework Deliverable
Produce a label and IFU mock-up, cross-checked against the GSPR matrix.

Lesson 11: Eudamed Registration Mechanics (Screen-Share Walkthrough) (~35 min)

Learning Objectives
* Complete actor registration (SRN) for manufacturer/AR/importer roles
* Register device and UDI data in Eudamed without hierarchy or naming mismatches
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Topics Covered

* SRN application process — who needs their own SRN

* Eudamed module status and what's mandatory vs phasing in

* Common errors: mismatched naming, wrong Basic UDI-DI hierarchy, incomplete operator chains
Homework Deliverable
Complete (or simulate) SRN and UDI registration for the capstone device.

Lesson 12: Compiling & Cross-Referencing the Final Tech File (~30 min)

Learning Objectives
* Assemble a Tech File structured for frictionless Notified Body navigation
* Recognise common deficiency-letter patterns before submission
Topics Covered
* Table of contents, traceability matrices, version control
* Anatomy of common NB rejection reasons
Homework Deliverable
Compile the full capstone Tech File into one navigable, cross-referenced document.

Stream D — Sustaining Compliance
Lessons 13-14 - watch any time, post-course

Lesson 13: Maintaining Compliance Post-CE Marking (~25 min)

Learning Objectives
* Explain Tech File lifecycle management and periodic update obligations
* Determine when a significant change requires a new conformity assessment
Topics Covered
* Periodic update triggers
* Surveillance audits and the recertification cycle
Homework Deliverable
Apply significant-change criteria to a hypothetical post-market scenario for the capstone device.

Lesson 14: Bonus: Anatomy of a Real Deficiency Letter (~30 min)

Learning Objectives
* Recognise the structure and tone of real Notified Body deficiency letters
* Draft an effective Non-Conformity response
Topics Covered
* Annotated walkthrough of an anonymised deficiency letter
* Root-cause, correction, and corrective-action response structure
Homework Deliverable
Draft a sample NC response using the root-cause/correction/corrective-action structure.
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Live Sessions

Each live session opens only once its prerequisite recorded stream and homework are complete. Live time is
spent correcting, stress-testing, and defending student work — not re-teaching recorded content.

LIVE SESSION 1 Strategy Clinic & Classification Check

Duration 2 hours, live
Prerequisite Stream A complete (Lessons 1-4) + homework submitted
Objectives » Confirm or correct each student's device classification before they

build further on it

» Stress-test each student's regulatory strategy and conformity
assessment route choice

* Resolve open guestions on MDR landscape, classification, and
QMS-to-Tech-File mapping

Live Session Agenda

* Quick-fire round: each student presents their device classification + regulatory strategy in 2—3
minutes; instructor corrects misclassifications live

* Live deep-dive on one tricky borderline classification example chosen from the group's submissions
* Open Q&A on Stream A content (classification, conformity routes, QMS mapping)
* Checkpoint sign-off: classification and regulatory strategy locked before moving to Stream B

Checkpoint — Homework Reviewed This Session
* Classification justification for the capstone device (Lesson 2 homework)
* Regulatory Strategy Document (Lesson 3 homework)
*  QMS-to-Tech-File traceability map (Lesson 4 homework)

Assessment Criteria
* Device classification is correct and defensible against the specific Annex VIII rule cited
* Regulatory strategy names the correct conformity assessment route with justification
» Traceability map links every Annex Il/lll section to at least one QMS process or record
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LIVE SESSION 2 Tech File Working Session & Peer Review

Duration 2 hours, live

Prerequisite Stream B complete (Lessons 5-9) + homework submitted

Objectives + Stress-test the GSPR matrix, Risk Management File, Tech File
skeleton, CER, and PMS/PMCF plans through structured peer
review

e Surface and correct the most common errors across the cohort
before files go further

* Resolve open questions on clinical evidence and risk
management — historically the highest-question areas

Live Session Agenda

* Structured peer review in breakout pairs: students swap GSPR matrices, Risk Files, and CER drafts
using a Notified-Body-style checklist

* Instructor circulates across breakouts and flags the 3—4 most common errors live to the full group
* Open Q&A on Stream B content, with extra time reserved for clinical evidence and risk management
* Checkpoint sign-off: core Tech File content locked before final compilation in Stream C

Checkpoint — Homework Reviewed This Session
* GSPR Compliance Matrix (Lesson 5 homework)
* Risk Management File (Lesson 6 homework)
* Tech File skeleton — Annex II/11l populated (Lesson 7 homework)
* CEP/CER draft (Lesson 8 homework)
*+ PMS Plan + PMCF Plan (Lesson 9 homework)

Assessment Criteria
* Peer review checklist completed with specific, actionable findings for every file reviewed
* Atleast one round of corrections applied based on peer or instructor feedback
*« CER and PMCF Plan are internally consistent with each other and with the Risk Management File
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LIVE SESSION 3 Mock Audit & Submission Defense

Duration 2 hours, live
Prerequisite Stream C complete (Lessons 10-12) + homework submitted
Objectives + Defend a complete Tech File live under audit-style questioning
* Draft an effective response to a Non-Conformity or deficiency
letter

« Confirm the final submission package is assembled in the order a
Notified Body expects to receive it

Live Session Agenda

* Live mock Notified Body audit: 2—3 volunteer students defend their capstone Tech File on camera
while the instructor plays auditor; remaining cohort observes

* Group review of a real, anonymised deficiency letter and how to structure a compliant response
* Final submission checklist walkthrough, including Eudamed registration consistency check
* Course wrap and final capstone sign-off

Checkpoint — Homework Reviewed This Session
* Label and IFU mock-up (Lesson 10 homework)
* SRN and UDI registration (Lesson 11 homework)
*  Fully compiled, cross-referenced Tech File (Lesson 12 homework)

Assessment Criteria
* Student can locate and justify any Tech File section under live questioning without hesitation
* NC response follows root-cause, correction, and corrective-action structure
* Final submission package is internally consistent across Tech File, labelling, and Eudamed entries

Note: This document presents an indicative overview of the course structure, content, and
sequencing. The actual course delivered — including lesson order, exact session timings, specific
topics covered, and assessment methods — may vary from this outline as the curriculum is refined
and updated. This outline is intended to give you a clear sense of the course's depth, structure, and
learning approach, and should not be treated as a final, binding syllabus.

52 Registration & Onboarding
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Important Date: Onboarding will take place on 4th July 2026. All further details — including live
session schedules, access to recorded lessons, and course materials — will be shared during the
onboarding call.
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