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Possible tightening of the requirements on Technical Files

QAdvis key competence areas

QOMS in-the cloud

Turn key QMS

Digital signatures
Efficient and lean
Validated and compliant

Training/courses

CE-marking

ISO 13485 & 21CFR820
IEC 62304 & IEC 82304-1
IEC 60601-1

IEC 62366-1

SW life cycle

SW risk management
Risk management

And morel]

System development

Project management

Product software validation
Regulated software validation
Requirement management
Risk management
Verification and validation
Process validation

Lean and Six Sigma

Training and Consulting
In cooperation with USA
based partner.

QA&RA/Clinical Consulting

Interim management

Expert advise

Audits/Mock audits/Due diligence
Warning letters, compliance projects
PMA, 510k, CE-mark

Global regulatory support

Vigilance, recall, post market surveillance
Clinical evaluation and clinical studies

European Authorized Representation

Providing European representation
for non-EU MedTech companies

Active board member of EAAR: European
Association of Authorised Representatives
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Possible tightening of the requirements on Technical Files

Presentation of the speaker Anneli Wiedenkeller

[1 Worked within the medical device
iIndustry since 1988 (manufacturing,
QA, R&D, RA).

[1 Background mainly from
electrotechnical devices.

[1 Working the recent years as a senior
product assessor (active and non-
active devises) at a Swedish MDD
NB.

QAdwis






Possible tightening of the requirements on Technical Files

[1 Transition of MDD, AIMDD and VDD to
MDR and IVDR

[1 Major changes in recent years

[ Technical Files (MDR/IVDR annex Il and
1)

i Transisiton of MDD Essential

Requirements to General safety and
performance requirements (GSPR)

QAdvis




Possible tightening of the requirements on Technical Files

Change from AIMD,MDD and IVDMD to....

Directives

Regulation
(NIVAAVA\Y/

AIMDD (now: amendment 4)

gw . -

t

MDD (now: amendment 5) [ Guidance MEDDEV:s
[0 Consensus statements
[0 Informative documents

- [1 Harmonized standards IVDR

IVDMD (now: amendment 3)
Q{A&c:lvis




