NordiQC-DSCH Seminar 18th May 2011

Labeling of reagents (IVD, ASR, RUO, CE, FDA) and
what are the consequences for you as a laboratory
and for the patients

Meeting May 18, 2011

Danish Medical Devices Certification (DGM)

Frank Petersen
Lead Auditor

Agenda

1. Who is DGM

2. The IVD Directive
« VD devices (and non IVD devices)
« Essential Requirement (Annex I)

* How to marketed a IVD device?
« Annex Il list Aand B
* (Self testing)
« All other

3. Routes to the CE mark
4. Performance and other requirements
5. Benefits from using IVD devices

o B
CERTIFICERING f ﬂ“”.

DGM

Established in 1993 by Danish Standards, Demko A/S,
Rigshospitalet, Danish Medicines Agency, Statens Serum Institut og
Dansk Teknologisk Institut

Notified in 1995 by Ministry of Health for approval of medical devices
and certification according to MD Directive

Notified in 2001 by Ministry of Health for approval and certification
according to the IVD Directive

January 2007: DS Certification was formed (owned by DS)

DGM has approximately 10 employees
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Annex |, Essential Requirements

§ A1-6 General requirements incl. risk management,
manufacturing, characteristics and performance, traceability, life,
transportation and storage

§ B1 Chemical and physical properties (and risks)

§ B2 Infection and microbial contamination

§ B 3 Properties on the manufacture and environments
(combinations, risks, environment, waste, measuring scales and
ergonomics)

§ B4 Devices which are instruments or devices with measuring
function

§ B5 Radiation Protection

§ B6 Requirements for equipment which is connected as an
energy source or equipped with such

§ B8 Manufacturer information
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Annex |, Essential Requirements

& BT Recuiraments for devices Tor self testing
= Peiformance

« Easytouse
« The risk of user emror is elimnated
« Instructions For Use

The requinemenis ane the sane for all CE nmriad
D devices
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Annex Il, List A (e.g. blood type, HIV, hepatitis) =NB appro\/a|

98/79/EF In-vitro Diagnostic Directive
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ANNEX IV EC
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Annex Il, List B (and devices for self = Approved by NB

testing)
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Common Technical Specifications (R0VIaNES) - CTS
Apply from 1 December 2009 {List A awd List B)
BExamples:

List A: Anti-HIV-1/2

Bamples: Sensitivity: 400 HIV-1 and 100 HIV-2
Samples: Spacificity: > 5000

List B: Blood Typing

For product launchc 3000 samplas

The CTS incdludes exdonsive roguiremernts for those
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So what are the requirements for all the other tests?

*Needs to be registered at the local Medicines Agency
e.g. “Danish Medicines Agency”

*Must comply with the Essential Requirements — Annex
|
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The Essential Requirements are considered meet when using
harmonized to documents compliance. Below a few parameter
specific standards:

CLINICAL AND

LABORATONY
STANDARDS
INSTITUTE

H20-A2 (01/18/2007)
Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental
Methods; Approved Standard - Second Edition

C30-A2 (08/01/2002)
Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities; Approved
Guideline - Second Edition

C46-A2 (02/24/2009)
Blood Gas and pH Analysis and Related Measurements; Approved Guideline - Second
Edition

EPO7-A2
Interference Testing in Clinical Chemistry; Approved Guideline - Second Edition
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Thank you for your
attention

Questions?

For further information about DS Certificering A/S / DGM please
refer to www.dscert.dk
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