
Navigating Postmarket Surveillance & 
Complaint Handling
Practical Insights and Strategic Approaches
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• Increased scrutiny: clinical 
evidence and postmarket data to 
demonstrate ongoing safety and
performance

ELEVATED 
EVIDENCE

EXPECTATIONS

• Greater transparency in 
postmarket activities with
mandatory reporting and 
regulatory oversight

INCREASED 
TRANSPARENCY 

&
OVERSIGHT

• Stricter vigilance reporting and 
analysis to identify
emerging safety issues and 
trends

TIGHTENED 
VIGILANCE & 

TREND
REPORTING 

REQUIREMENTS

• Structured, standardized 
documentation and
reporting of post-market activities

FORMALIZED 
POSTMARKET

DOCUMENTATIO
N & REPORTING

• Mandatory implementation of a 
comprehensive,
proactive post-market 
surveillance system

REQUIRED 
STRUCTURED,

PROACTIVE PMS 
SYSTEM

• Increased 
responsibility/accountability for 
device safety & performance 
throughout entire product lifecycle

STRENGTHENED 
LIFECYCLE

ACCOUNTABILITY
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All devices: PMS plan + complaint handling + vigilance

Class I: PMS Plan + PMS Report (no PSUR)

Class IIa/IIb: PMS Plan + PSUR (summary for IIa, full for IIb)

Class III: PMS Plan + PSUR submitted to NB + strong PMCF 
link

Visual: scaling pyramid (Class I → III)
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Specifics for 
Class I: 
PMS Plan & 
PMS Report 
(without 
PSUR)

PMS Plan and Reports
Class I devices require a Postmarket 
Surveillance Plan and “periodic reports” to 
ensure ongoing safety and performance

Exemption from PSUR
Class I devices are exempt from Periodic 
Safety Update Reports (PSUR) due to their 
lower risk profile

Mandatory Vigilance Systems
Vigilance and complaint handling systems 
remain mandatory to monitor device safety 
despite simplified reporting
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Complaints per EU vs US

Poll



What is a Complaint?

FDA Perspective

“any written, electronic, or oral 
communication that alleges 
deficiencies related to the identity, 
quality, durability, reliability, safety, 
effectiveness, or performance of a 
device after it is released for 
distribution.”
- 21 CFR 820.3(b)

EU MDR Perspective

• Does not provide a definition of 
complaint, but relies upon ISO 
13485:2016 concepts

“written, electronic or oral 
communication that alleges 
deficiencies related to the identity, 
quality, durability, reliability, safety 
or performance of a medical 
device that has been placed on 
the market.”
- 13485:2016,  section 3.4



Complaint Management under EU MDR

View complaints as PMS inputs
• No direct mention in Article 10, reliance on QMS
• MDCG 2025-10 gets explicit, describes complaints 

and user feedback as postmarket data to be 
analyzed

• PMS Plan must describe how feedback and 
complaints are handled

• Implicit expectation of risk-based triage for issue 
identification

• Complaint → risk assessment → CAPA → 
FSN/FSCA → risk management

14



Be 
proactive 
with 
complaints

Reactive Complaint Response
Handling complaints as isolated incidents prevents 
recognition of similarities to identify trends and signals 
early

Viewing Complaints as Part of A System
Approach complaints as an information input to the 
device product lifecycle; think of how they will be 
evaluated through PMS

Apply Adverse Event Codes
Once segregated from Feedback, complaints should be 
coded using IMDRF Adverse Event Codes (more 
universal than MAUDE codes)

Proactive Risk Assessment
Connecting product risks to complaints as they come in 
helps to identify potential issues and supports effective, 
early mitigation
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serious 
incidents promptly
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Common 
goals 

between EU 
MDR and 

FDA QMSR

Comprehensive system to collect 
experience from the use of the devices

Reliance on ISO 13485:2016 as QMS 
model

Required alignment with ISO 14971 for 
QMS and device risk integration

Acceptance or adoption of IMDRF 
Adverse Event Codes for complaints

Lifecycle management & data 
integration expectations 



Automated data integration:  Single system, 
multiple outputs

• vigilance/MDR 
reports

• complaints/service
• CAPAs
• risk management 

updates
• labeling/IFU 

changes
• clinical evaluation 

updates

Systems 
must 

integrate

• EU PMS report
• PSUR
• vigilance + trending
• US complaint/MDR 

reporting
• recall reporting 
• PM 822 studies & 

reports

Systems 
must 

output
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The rules of the 
game have 
changed:
Automated data 
analysis now 
“required”

• systematic data collection 
across sources

• continuous reassessment 
(benefit-risk/risk)

• trend detection and thresholds

Lifecycle 
expectations 

(MDCG + 
QMSR) 
require:

• data consistency and 
integration

• consistent signal detection
• faster CAPA initiation 
• traceability and auditability

Manual 
processes 

break at 
scale; 

automation 
enables:
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In force as of February 2, 2026





CASE STUDY: Transforming compliance at speed

SME Dental Firm
$34M Revenue Dental equipment 
manufacturer, drowning in data and 
manual workflows, struggling with 
compliance, facing loss of $7M 
including the loss of EU-market 
access due to non-compliance

CUSTOMER

10X
Reduction in manual 
workflows

RESULTS

80%
Lower operational cost

10X
Increase in analyst 
productivity

$6M Back in Play 
Access restored for the EU 
marketThis gave us back the EU market. It 

gets us to compliance both in USA 
and EU.

FEEDBACK

Sr. Director of Quality
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Global harmonization & IMDRF: 
Why it matters

International Medical Device Regulators 
Forum increasingly influences:

• the momentum for global 
harmonization (since the days of GHTF)

• convergence across all major (& most 
minor) regulators

• Essential Principles & “state of the art”
• reporting data elements
• adverse event terminology (complaint 

coding)

Why we should care:

• consistent coding improves trending, 
tracing, comparability, and cross-
market reporting quality
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What “integrated lifecycle evidence” looks like

Intended use + claims + context of use

Requirements + risk controls linked to the rest of the QMS

Design/implementation changes (what changed, why, by whom)

Change impact assessment (safety, performance, bias, cybersecurity, clinical impact)

V&V decisions (with rationale & test evidence + acceptance criteria)

Postmarket monitoring (drift, anomalies, complaints, usability issues)

CAPA linkages when issues arise

A QMS with controlled changes, backed by traceable data
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Ideation &
Research

Design &
Development

Preclinical &
Clinical

Marketing &
Usability

Manufacturing

Postmarket
Monitoring

Vigilance &
Reporting

End of Life &
Design 
Change

Siloed feedback fails—and RISK escalates

Market 
Feedback

Late or 
inaccurate 

reports

Disconnected, 
useless data

Missed risk & 
safety signals

Untracked 
adverse events 
and complaints
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Feedback data integrated into the product lifecycle
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Ideation & 
Research

Design & 
Development

Preclinical 
& Clinical

Marketing & 
Usability

Manufacturi
ng

Postmarket 
Monitoring & 

Vigilance

End of Life 
& Design 
Change

Feedback

Integrated 
data crates 

product and 
system risk 
reductions



The solution 
is a 

CMPMSTM to 
supplement 

eQMS



Why public AI GPTs with LLMs won’t work
What off-the-shelf GPTs do not have
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Diverse Data Product Hub

Specialized 
Models

Integrated 
Workflows

Privatized 
Learning

Automation with 
Human-in-the-loop

As
su

ra
nc

e

We provide an integrated CMPMSTM





Proposal to amend 
MDR/IVDR 
from the EU Commission

• Published proposal 16 Dec 2025 to 
simplify/reduce regulatory burden 
(amend the MDR & IVDR)
• these are proposed changes
• they do not change what is 

required today
• PMS, vigilance, and lifecycle 

obligations remain the current 
baseline
• until proposal is adopted & 

implemented
35



Questions?
Thank you for having us!
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35+ years in life sciences, 

15 years consulting 

Medical devices expert

UW & conference lecturer

Depth in global regulatory

Inventor of two novel clinical 

bioassays

Tenured Professor at UW

UW Distinguished Research Award 

Global lecturer & author 

Extensive publications

Expert in Supply Chain, Technology 

Management, Six Sigma/Lean

Christine Zomorodian
CRIO

Surya Pathak 
Co-Founder & CEO

Contact us:

www.empowerreg.ai

christine@empowerreg.ai



The future of compliance is here—introducing 
a new category: CMPMSTM

37

Disrupting the status-quo with an integrated CMPMSTM

Legacy Workflow
Script Based, Static

Traditional SaaS
Human Operated, digitized workflows

empowerreg.ai
AI-native platform with HITL& learning

We own execution, get intelligence through data, and automate at scale  ̶  All with a Human-centered approach



Diagram from 
sect 3.1 of 
MDCG 2025-
10 on PMS
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