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Abstract
Medical devices, including IVDs, are classified according to the level of 

regulatory control necessary to reasonably ensure safety and 

effectiveness. In particular, IVDs are classified based on their potential 

risk to individuals and public health.

Accurate classification of products is important because the level of 

comformity assessment procedure and pre- and post-marketing 

management differs depending on the classification level.

This lecture explains the principles and general rules of the classification 

criteria based on the IMDRF/IVD WG/N64 FINAL:2021 document 

(formerly GHTF/SG1/N045:2008). In addition, I introduce the IVD 

classification systems in the US, Europe, and Korea, and representative 

examples for each classification.



CONTENTS
I. Classification of IVD in IMDRF

(based on IMDRF/IVD WG/N64 FINAL:2021 document)

- About the Guideline

- General Principles of Classification for IVD Medical Devices
1) Considerations for determination of Risk Level

2) Intended purpose

3) Classification rules : General rules, 7 Rules related risks

II. IVD Classifcation systems in the United States, Europe 

and Korea

III. Conclusion



I. Classification of IVD in IMDRF



About the Guideline

Update

• It provides guidance on the principles of classification of IVD Medical devices.



About the Guideline



About the Guideline

• (Section 1.0) It is all about “Harmonization”

– To encourage convergence at the global level in evolution of regulatory 

system for IVD medical devices

– To provide harmonized guidance documents suitable for implementation or 

adaptation by member Regulatory Authorities

• (Section 2.2) Purpose

– To assist a manufacturer to allocate its IVD medical devices to an appropriate 

risk class (IMDRF/IVD WG/N64) 

• Such classification will determine the conformity assessment route as 

described in the GHTF document on Principles of Conformity Assessment for 

IVD Medical devices (GHTF/SG1:N046:2008)

• (Section 2.3) Scope

– To all products that fall within the definition of an IVD medical device

• Note : International reference materials (e.g. WHO) and materials used for 

external quality assessment schemes are excluded (IMDRF/IVD WG/N64)



General Principles of Classification for IVD

• The IMDRF recommends that each IVD medical device be allocated to 
one of four risk classes, using a set of rules as defined in this 
document. 

• Class A devices are the lowest risk devices, Class B are moderate to low 
risk, Class C are moderate to high risk and Class D devices present the 
highest risk. 



General Principles of Classification for IVD

• The level of scrutiny and evidence needed to demonstrate that the IVD 
medical device meets the Essential Principles of Safety and Performance 
and conformity assessment procedures should be proportional to the 
risk class of the IVD medical device.



• GHTF/SG1/N046:2008 Principle of Conformity assessment for IVD

General Principles of Classification for IVD



• Considerations for determination of Risk Level(Section 5.0)

✓ the intended use and indications for use as specified by the 

manufacturer

✓ the technical/scientific/medical expertise of the intended user (lay 

person or healthcare professional)

✓ the importance of the information to the diagnosis (sole determinant or 

one of several), taking into consideration the natural history of the 

disease or disorder including presenting signs and symptoms which may 

guide a physician

✓ the impact of the result (true or false) to the individual and/or to public 

health

⇒ The intended purpose of product ultimately also determines the 

classification, depending on the risk. 

General Principles of Classification for IVD



• Intended purpose (IVDR Annex II. Technical Documentation)

General Principles of Classification for IVD



Classification Rules

• 2 parts

✓ 1st part : General rules (section 6.0 & 8.0)

✓ 2nd part : Seven rules derived from those features that create risk (section 9.0)



Classification Rules – (1) General rules

• Take into consideration all the rules in order to establish the adequate 

classification for the device.

• The rules should be capable of accommodating generally acknowledged state of 

the art.

• Where more than one of the classification rules applies to the IVD medical device, 

the device should be allocated to the highest class indicated.

• Calibrators intended to be used with an IVD reagent should be placed in the same 

class as the IVD reagent.

• Stand alone control materials with quantitative or qualitative assigned values 

intended for one specific analyte or multiple analytes should be placed in the 

same class as the IVD reagent(s).

• Stand alone control materials with no assigned values intended for use with 

multiple or single analytes could be placed in the same or lower class as it is for 

corresponding IVD reagent(s).



Classification Rules – (2) 7 Rules related risks

• IMDRF recommends the seven rules derived from those features that create risk.



Classification Rules – (2) 7 Rules relate to risks



Classification Rules – (2) 7 Rules relate to risks

*



Classification Rules – (2) 7 Rules relate to risks



Classification Rules – (2) 7 Rules relate to risks



II. IVD Classification systems
In the US, EU, and Korea



Comparison of US/EU/KOR Regulatory system



1. US Classification system

• In the US, the Food and Drug Administration (FDA) regulates IVDs based on 

their risk level and the classification is based on the level of control necessary 

to ensure the safety and effectiveness of the device.

• The FDA classifies IVDs into three classes: Class I, Class II, and Class III. 

• The Code of Federal Regulations lists the classification of existing IVDs in 21 

CFR 862, 21 CFR 864, and 21 CFR 866.



1. US Classification system



2. EU Classification system

• In Europe, the classification of IVDs is governed by Regulation (EU) 

2017/746 on in vitro diagnostic medical devices (IVDR).

✓ Article 47 and Annex VIII

• The IVDR classifies IVDs into four classes: Class A, Class B, Class C, and 

Class D.

✓ The IVDR employs a classification structure for IVD consistent with that 

of the IMDRF.



2. EU Classification system



2. EU Classification system

✓ For certain class D in vitro diagnostic medical devices falling within the scope of 

Regulation (EU) 2017/746, harmonised standards do not exist as regards certain 

requirements of Annex I to that Regulation, and there is a need to address public 

health concerns as the risk associated with the use of those devices is significant for 

public health and patient safety. It is therefore appropriate to adopt common 

specifications for those devices in respect of those requirements.

✓ ABO,Rh,Kell,Duffy,Kidd blood group systems / HIV / HTLV / HCV / HBV / HDV /

vCJD / CMV / EBV / Treponema pallidum / Trypanosoma cruzi / SARS-CoV-2

ￚ CMV : first-line assays for total anti-CMV and anti-CMV IgG, qualitative and quantitative NAT

ￚ EBV : first-line assays for anti-EBV VCA IgG, qualitative and quantitative NAT

ￚ Treponema Pallidum : fist-line assays for anti-T.pallidum, confirmatory & supplimental anti-

T.pallidum assays.

• Regulation about Common Specification for Certain Class D devices



2. EU Classification system

• Guidance documents by MDCG

✓ MDCG 2020-16 Guidance on Classification Rules for in vitro Diagnostic Medical 

devices

✓ MDCG 2019-11 Qualification and classification of software



3. KOR Classification system

• In Korea, the classification of IVDs is governed by relevant regulation.

✓ Regulation on classification of In vitro diagnostic medical device

• classifies into four classes: Class 1, Class 2, Class 3, and Class 4.

✓ The regulation employs a classification structure for IVD consistent 

with that of the IMDRF.



4. Differences observed in some products system

• SARS-CoV-2 test product : EU/Class D  vs. Korea/Class 3(Class C)

• Blood test product : IMDRF/Class D  vs.  Korea/Class 3(Class C)



III. Summary



• The general principle of product classification is based on the level of individual and

public health risk, with the Intended purpose of use being specifically considered when

evaluating the risk level.

• A rule-based classification system is applied when grading developed products.

IMDRF proposes general rules and seven types of risk-related rules.

All proposed rules must be taken into account.

• The classification of an IVD medical device determines regulatory requirements,

including conformity assessment procedure and pre- and post-marketing management,

which in turn influence market introduction.

• Higher risk levels require more stringent conformity assessments, which, if not

appropriately rated, will hamper the ability of regulatory authority to carry out their

responsibilities to protect public health. Additionally, setting unnecessarily high classe

will place unnecessary burden on the industry. Therefore, accurate classification of

product is important.



• Finally, I would like to reiterate that the examples provided in the guideline are

provided for illustrative purposes only and should not be considered all-inclusive. The

practical application of classification rules must be evaluated on a case-by-case basis.
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