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INTRODUCTION
Regulatory

framework IVD test
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Regulation UE 
2017/746 of the 

European Parliament 
and of the Council 

of 5 April 2017 
on in vitro diagnostic 

medical devices 

26 Mayo 2022 (date of application)

Transitional provisions: art 110

• Directive 98/79/CE, of 27 of
october, on in vitro diagnostic
medical devices.

• National legislation

RD 1662/2000, de 29 de 
septiembre, sobre productos 

sanitarios para diagnóstico "in vitro".

2023 Draft RD_PSIVD

Legal framework_ IVD test
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IVDR: Clasification art. 47 and Annex VIII

Class D: 

High impact on Public Health

ClassC: 

High health impact on individual or their 
offspring

Class B: 

Medium health impact on the individual

ClassA: 

Low health impact

R
I
S
K

Classification guidance IVDR

• List A Public Health impact
• Blood grouping: ABO, Rhesu, anti-Kell
• VIH, HTLV I y II y Hepatitis B, C y D
• Creutzfeldt-Jakob

• List B  Health risk for individual / offspring
• Blood grouping :anti Duffy anti Kidd
• Irregular anti-erythrocytic antibodies
• rubella, toxoplasmosis 
• phenylketonuria
• cytomegalovirus, chlamydia, 
• HLA tissue groups: DR, A, B, 
• tumoral marker: PSA, 
• risk of trisomy 21 
• self-testing of blood sugar.

• Self testing

• Other products_DoC (80%)

Directive 98/79/EC

NB
10%

NB
90%

IVDR new provissions_classification

Annex II: 
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• “Non invasive IVD test intended to detect traces of cancer’s DNA, cancer induced 

RNA or proteins to detect, predict prognosis of cancer, helping to make treatment 

decisions”. 

• Current aplications: non-small cell lung cancer, advanced breast cancer, colorectal 

cancer, and prostate cancer.

• Specimen: blood, urine, cerebrospinal fluid or saliva.

• Analytes: Cells, tumor DNA, RNA and proteins produced by cancer (biomarkers)

• Examples

• FoundationOne Liquid CDx tests more than 300 genes in blood for non-small cell 

lung, prostate, ovarian, and breast cancer.ExoDx

• Prostate IntelliScore is an exosome-based liquid biopsy that uses a urine sample to 

find people at risk of high-grade prostate cancer.

• Biodesix‘s Nodify cdt finds lung cancer antibodies in the blood. 

• Nodify xl2 looks for lung cancer proteins in blood.

Liquid biopsy
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Development of a new test

1. Commercial
2. In house
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Qualification:

Art. 2

42

1 3

Requirements

IVDR Annex I

Performance evaluation:
(Art 58):

Classification
Art.47 and Annex VIII

Development of a new commercial IVD test (I)
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Technical 
documentation 

86

5 7

Notified body: 

Annexes IX to XI, 

CE-IVD marking 
affixed
Annex V

Conformity 
assessment by 
manufacturer

Art.48

Development of a new commercial IVD test (II)
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IFU and labelling
RD 1662/2000 at least in 

Spanish

CONFORMITY 
ASSESMENT

CLASSLEGISLATIO
N

o Name.
o Intended use.
o Manufacturer
o Authorised Represeative
o CE-IVD marked.

Annex I, section B.8

No NB involved

DoC signed by 
manufacturer. Art 5 
& Annex I

OTHERDIRECTIVE 
98/79/EC

Plus:
o CE-IVD followed by the 

NB number.
o UDI
o Importer

IVDR, Annex I, chapter 3

• NB involved in 
conformity
assessment.

• CE certificated
issued by NB

• Manufacturer
DoC

IVDR. Conformity 
assessment 
procedures laid down 
in Annexes IX to XI, 

Clase C (regla 3)

(f) companion diagnostics; 

(g) disease staging, where an erroneous result would lead 
a decision resulting in a life- threatening situation for the 
patient or offspring; 

(h) to be used in screening, diagnosis, or staging of 
cancer;

(i) human genetic testing; 

(k) management of patients suffering life-threatening 
disease or condition; 

IVDR

IVD TEST intended for liquid biopsy
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Development of a new test

1. Commercial
2. In house
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Regulation (UE) 2017/746  IVDR (art 5.5)

Guidance:

MDCG 2023-1 Guidance on the health institution exemption under Article 5(5) of  
Regulation (EU) 2017/745 and Regulation (EU) 2017/746

• Harmonized application of  art.5.5.
• Including IVD and MD Regulation (UE) 2017/746 and 2017/745

EUROPEAN REGULATION
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IN HOUSE DEVICE

In house devices: 

• Devices manufactured and used within the same EU health 
institution (in-house devices)

• Non-industrial scale.

• To address the specific needs of target patient groups which cannot 
met by an equivalent CE-marked device available on the market.  

• or cannot be met at the appropriate level of performance, by an 
equivalent CE-marked device available on the market. 

• Must comply requirements of art. 5.5 
• IVD
• IVD accesories
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• Safety and performance requirements set out in Annex I

• In-house devices shall not be transferred to another legal entity. 

• The manufacture under an appropriate quality management system (QMS). 

• The laboratory must be compliant with standard EN ISO 15189 or where applicable 

national provisions

• Documentation: target patient group's specific needs cannot be met by an 

equivalent device available on the market.

• Provide to the CA, under request, information regarding the manufacture, 

modification and use of the in house device.

Keep updated¡¡

IVDR Art.5.5 IVDR (I)
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HEALTH INSTITUTION:

Declaration publicly available: Health institution data,
devices, meet safety and performance.

Documentation: Class D and other if requested by
National provisions.

• Manufacturing facility, process.
• Design and performance of the device.
• Intended purpose
• Proof that the general safety and performance

requirements are met (Annex I)

Measures to ensure that all devices are manufactured
in accordance with the documentation

Review of experience gained from clinical use of the
devices and takes all necessary corrective actions.

MS COMPETENT AUTHORITIES
•May require to submit further
relevant information.

•Retain the right to restrict the
manufacture and use.

•Shall be permitted access to
inspect activities of HI.

IVDR Art.5.5 IVDR (II)
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Health institution: an organization the primary purpose of which is the care or treatment of 
patients or the promotion of public health (definitions 29 and 36 of the IVDR and MDR, 
respectively). 

According to recitals 29 and 30 of the IVDR and MDR, health institutions include hospitals as 
well as institutions, such as laboratories and public health institutes that support the health 
care system and/or address patient needs, but which do not treat or care for patients 
directly. 

The concept of health institution does not cover establishments primarily claiming to pursue 
health interests or healthy lifestyles.

MDCG 2023-1In house guidance
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• Lab protocol (written procedure e.g. describing the manufacture or use of an 
in-house device), can be shared between health institutions (out of scope of 
IVDR)

• Patient specimens can be shared between health institutions, as they are not 
considered devices (out of scope of IVDR)

• Delivery of the results (reading the results from the in-house device) should 
occur in the health institution that manufactured the in-house device, this 
should not preclude the sharing of results between health institutions or with 
the patient. 

MDCG 2023-1In house guidance
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• 1. Manufacturing a device from raw materials, components or from an existing device 
or another type of product, 

• 2. Combining a device with another device or another type of product, where the 
combination creates a new device.

• 3. Modifying an existing device in order to create a new device. 

• Change the intended use of a CE-IVD for use in the health care institution.
• Change of purpose RUO to IVD for use in the health care facility

Eg. 

How to understand the term ‘manufactured´?

MDCG 2023-1In house guidance
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How to understand the term ‘used’? 

• This use within health institutions can either be physical or remote (eg. software)

• If during the lifecycle of the device, the device is used outside the health institution’s legal 
entity, it cannot be in-house 

Software manufactured and 
used within the same 
Healthcare institution.

In house self testing device manufactured and 
used by a lay user within the same Healthcare 

institution. 

Eg. 

MDCG 2023-1In house guidance
How to understand the term ‘used´?
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26 May 2022

26 May  2024

26 May 2028
Fully compliant

To comply art.5.5 

requeriments except for  

“ equivalent CE-marked 

device not available”

i.e. QMS, ISO 15189, etc.

Not to transfer to 
another legal entity

IVDR: Art. 113  Date of aplication of art.5.5

“CE-marked device not 
available”
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New Royal Decree of  in vitro medical devices: Draft: Include national
provisions for in house devices. 

NATIONAL LEGISLATION

Key points:

• To comply requeriements art.5.5.

• Prior notification to the AEMPS of the start of the activity (instructions in 
development)

• Designation of a responsible person in the health facility



psdivcontrol@aemps.es


