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Labquality in a Nutshell
 EQA - external quality assessment
 Reference samples for validation
 In-house methods and training

 Regulatory affairs & CRO services
 Global registrations for devices and software
 Technical documentation
 Quality management systems (QMS)
 Validation and verification services
 Clinical investigations (CRO)
 Digital health QA/RA, development and 

platform services

 Certification services
ISO 9001, SFS-EN 15224, ISO 14001, ISO 27001

 SHQS Quality program
 Clinical site audits

Digital Services
 LabScala
 Direct integration to 

LIMS
 Entries

Labquality | PRO
 Training:

o Live
o Virtual
o On-Demand

 Labquality Days
 PocT training

Clinical
Laboratories

Medical Devices
& In Vitro
Diagnostics

 Clinical trial services (CRO)
 Pre-clinical research
 Regulatory affairs

Social and
Healthcare

Pharmaceuticals
& Biotech
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• Quality and Regulatory Consultant 
at QAdvis

• Analytical chemist at Uppsala 
University

• Laboratory Analyst and 
assessor/Inspector at MPA 

• 13+ years at Swedish MPA in the 
Medical Device Department

Presentation of the speaker – Marie Mathiasson
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PMS SYSTEM & VIGILANCE
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Regulations Demands
• Development
• Design
• Verification
• Labeling
• Production
• Documentation
• Traceability
• Market Availability

Manufacturers must proactively and reactively 
monitor product use. They must also track 
technical and scientific advancements for product 
relevancy. Monitoring ensures products maintain 
safety and performance.© 20
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Post-market Surveillance’s definition

Definition of PMS according to EU MDR Art. 2(60) and IVDR Art. 
2(63):

„all activities carried out by the manufacturers in 
cooperation with other economic operators to institute and 
keep up to date a systematic procedure to proactively 
collect and review experience gained from their devices 
placed on the market, made available or put into service for 
the purpose of identifying any need to immediately apply 
any necessary corrective or preventive actions“© 20
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Potential Sources

Proactive:
• Literature
• Database and/or registries
• Feedback and complaints 

(users, distributors, 
importers)

• Publicly available information 
on similar devices (globally)

Reactive:
• Data from vigilance activities 

(serious incidents, FSCAs, 
trend reporting)

Post-market surveillance 

PMCF*, Post-market Clinical Follow-up

PM

Proactive

Reactive© 20
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Post-market surveillance (MDR)

PMS plan 
(all classes)

PSUR (class IIb, III)

• Update annually.
• Sumit in EUDAMED.

PSUR (class IIa) 

• Update biennially.
• Submit in EUDAMED. 

PMS Report (class I)

• Update when necessary.
• No periodic submission.

PMS

QMS

 Serious incidents
 Non-serious
 Side effects
 Trends
 Literature, databases & registers
 Similar devices

 Implementation of PMS plan
 Findings from PMS activities
 CAPA taken

 Implementation of PMS plan
 CAPA taken
 Findings from PMS activities
 Findings from PMSCF activities
 Benefit/risk assessment
 Incidents
 Sales volume
 Population size (estimate)
 Usage frequency (for reusable)

 Implementation of PMS plan
 CAPA taken
 Findings from PMS activities
 Findings from PMSCF activities
 Benefit/risk assessment
 Incidents
 Sales volume
 Population size (estimate)
 Usage frequency (for reusable)© 20
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VIGILANCE ; DEFINITIONS & 
CRITERIA
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Definitions from art.2

• ‘recall’, (art 2(62))
» any measure aimed at achieving the return of a device that has already been made 

available to the end user

• ‘withdrawal’, (art 2(63))
» any measure aimed at preventing a device in the supply chain from being further 

made available on the market
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Definitions from art 2, continued

• ‘field safety corrective action’, FSCA (art 2 (68))
» a corrective action taken by a manufacturer for technical or medical reasons to 

prevent or reduce the risk of a serious incident  for devices made available on the 
market

• ‘field safety notice’, FSN (art 2(69))
» a communication sent by a manufacturer to users or customers
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Definitions from art 2, continued
• ‘incident’ (art 2 (64))

» any malfunction or deterioration in the characteristics or performance 
» including use-error due to ergonomic features
» inadequacy in the information supplied by the manufacturer 
» undesirable side-effect

• ‘serious incident’ (art 2 (65))
» any incident that directly or indirectly led, might have led / might lead to any of (a)-(c)
(a) the death of a patient, user or other person,
(b) the temporary or permanent serious deterioration of a patient's, user's or other 
person's state of health, 
(c) a serious public health threat
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Criteria for reporting a “serious incident”
Any incident which meets all three basic reporting criteria A – C listed 
below is considered a serious incident and must be reported to the 
relevant competent authority:

A. an incident (Article 2(64) MDR) has occurred, and

B. the incident directly or indirectly led, might have led or might lead to 
any of the outcomes of a serious incident (Article 2(65) MDR), and

C. a causal relationship between the serious incident and the 
manufacturer's device has been established, is reasonably possible or 
suspected. © 20
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Following devices are required to be reported

• All CE-marked medical devices, IVD devices, and active 
implantable medical devices

• Custom-made medical devices
• National Medical Information Systems (NMI)

Serious Adverse Events (SAE) should be reported within clinical 
investigations or performance studies for:
• Medical devices without CE marking under clinical investigation
• IVD devices under performance evaluation© 20
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Process for management of incidents and serious 
incidents

An incident 
under Article 
2(64) MDR ?

Manufacturer become aware 
of an incident (vigilance 

information)

A serious 
incident under 
Article 2(65) 

MDR

Report to 
competent 
authority  

Trend reporting in accordance with 
Article 88 MDR

Record the complaint in its quality 
management system.

Reportable to competent authority  
within defined timelines

Yes

Vigilance information e.g. a complaint: 
� From a healthcare professional, patient or 
user about a suspected incident related to a 
device,
� via a competent authority,
� from an economic operator e.g. the 

authorised representative, importer or 
distributor, 
� in the course of its own routine monitoring 
activities, e.g. its post-market surveillance, 
post-market clinical follow-up (possible 
sources: literature searches, registry data, 
questionnaires, etc.)

Yes No

No

No

Yes
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The timelines outlined in Article 87(3) to (5) MDR 

Any serious incident: 

must be reported immediately 
after causal relationship is 

established/causal relationship is 
reasonably possible between the 
device and serious incident and 

no later than 15 days (calendar 
days)

A serious public health threat: 

must be reported immediately 
after the manufacturer becomes 

aware of the threat and

no later than 2 days (calendar 
days)

Death or an unanticipated 
serious deterioration in a 
person's state of health 

must be reported immediately 
after established/suspected 

causal relationship between the 
device and serious incident and 

no later than 10 days (calendar 
days)
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MANUFACTURER INCIDENT 
REPORT, MIR
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Overview of the Form and MIR Form
Section 1: Administrative Information
• Dates for submission, incident occurrence and Manufacturer awareness date.
• Type of report:  Initial, Follow-up, Combined Initial and Final, Final, Final(Non-reportable incident).
• Classification of the incident: Serious threat to public health, Unexpected serious deterioration in health condition, Other 

reportable incidents.
• Date of the next report

Section 2: Information about the Medical Device (MD)
• UDI product identification and other unique IDs.
• Medical device name and description.
• Lot/batch number(s), Software version, Date when device was implanted, Date when device was explanted and more. 
• Risk class and countries where the product was distributed.

Section 3: Incident Description/Nature of Incident
• Description of the incident and patient's health condition.
• MD problem coding (IMDRF Medical Device Problem Codes).
• Number of affected patients and patient information.© 20
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Investigation and Results
Section 4: Manufacturer Analysis
• Description of the root cause or most probable root cause.
• Investigation methods, including interviews and testing of replacement products.
• Explanation and justification of the investigation's conclusions.
4.2 Specific Parts of the Investigation
• Evidence of a causal relationship between the medical device and the problem.
• Review and evaluation of the risk assessment post-incident.
• Relevant coding for root cause investigation (IMDRF Annex B, C, D, G).
• Immediate actions and corrective/preventive measures taken.
4.3 Similar Incidents
• Cumulative numbers based on the number of sold/installed products, tests 

performed, etc. © 20
24
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International Medical Device Regulators Forum (IMDRF) 
The terminologies in this 
document are for:

1. Reporters of adverse 
events required to 
report to authorities per 
relevant regulations.

1. Regulatory authorities 
(NCAs or supranational 
bodies) collecting and 
analyzing this data to 
protect patient and 
public health. © 20
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ASSESSMENTS AND EXAMPLES
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Reports from Healthcare Providers or Intended Users 
Reports from healthcare providers or intended users must be 
taken seriously, thoroughly investigated, and the outcomes of 
these investigations can significantly impact the product. Such 
reports can lead to:

• Product Modifications/Design Improvements
• Changes in Production/Manufacturing Processes
• Enhanced User Instructions and Clearer Product Labeling
• Global or European Product Recalls when the manufacturer's 

investigation identifies significant safety risks.© 20
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An example deviation management stepwise
Collapsible Shower Chair Incident; A nursing home reports that a shower chair collapsed while in 
use. The incident led to the user being hospitalized. In this case, the following steps should be 
taken:

1. Contact the nursing home to gather detailed information about the incident.

2. Conduct a thorough incident analysis and examine the product involved.

3. Inspect the chair for any damage, weaknesses, and proper labeling.

4. Investigate the product’s manufacturing history and review risk management procedures to 
determine if the identified risk was previously addressed.

5. Identify the root cause or potential root cause of the failure.

6. Develop and implement preventive measures to avoid recurrence.
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5 common misconceptions/mistakes in PMS

• only involves documenting customer complaints
• Incomplete documentation and traceability
• Incorrect risk assessment and safety considerations
• Neglecting current product issues; prioritizing new 

designs
• Poor communication with regulatory authorities and 

users © 20
24
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FSCA and FSN

© 20
24

 Q
Advis

 AB



Field safety corrective action (FSCA)

A FSA under MDR aims to prevent or reduce serious risks associated 
with medical devices, involving measures like device return, 
modifications, advice on usage, software changes, exchanges, 
destruction, or safety inspections. 

FSCA must be implemented in all countries where the affected 
medical device is on the market or in use, and/or where diagnostic 
result services were provided.

Notify customers of FSCA via a Filed Safety Notices (FSN).© 20
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Recall due to mistake in production line
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Recall 

due to poor information for safety

due to mislabeling
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Recall
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5 Key Advices
• Follow-up your actions on the market
• Retrieve relevant data, examine the product
• Determine Root Causes Analysis for the event
• Training of economic operators
• Read relevant guidance like MDCG 2023-3.

PMS activities are labor-intensive; ensure you have the 
necessary resources, which can be outsourced.© 20
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Finally
“Love our deviations!” 
– Leif Östling (CEO of Scania)
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Useful links

Rapportering av allvarliga tillbud | Läkemedelsverket (lakemedelsverket.se)

Rapportering av korrigerande säkerhetsåtgärder och säkerhetsmeddelande | 
Läkemedelsverket (lakemedelsverket.se)

Adverse Event Terminology | International Medical Device Regulators Forum (imdrf.org)

Guidance - MDCG endorsed documents and other guidance - European Commission 
(europa.eu)

Additional Guidance Regarding the Vigilance System as outlined in MEDDEV 2.12-1 rev. 8

Devices Vigilance System – MEDDEV 2.12/1 rev. 8© 20
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Q&A
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QAdvis support you with:

• PMS procedures.
• PMCF/PMPFP plans and reports.
• Collecting data/Literature review.
• Surveillance and assessment of upcoming changes in 

relevant standards and regulations.
• Provide training (customized or in open class).
• Complaint and Vigilance handling (including FSCA/FSN).© 20
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Quality 
Management 
System (QMS) 
and interim 
management

Clinical 
evaluation, 
performance 
evaluation and 
clinical evidence

Medical device 
software 
specialist 
services

CE marking, 
technical 

documentation, 
510k, PMA and 
global regulatory 
submissions

Legal 
representation

Risk management, 
usability, 

cybersecurity

Audits, 
compliance 

and remediation. 

Due Dilligence Our other services 
within quality, 
regulatory and clinical
evidence
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