MDCG 2024-16 — Annex

Device Identification Table

Table 1: For devices with UDI-DI / EUDAMED DI

N° | Unique Device Basic UDI-DI / Intended use according to | Estimated start date of Estimated end date of
Identification (UDI-DI)/ | EUDAMED DI the IFU interruption/discontinuation | interruption (if available)
EUDAMED DI (if applicable) (or add IFU in attachment)

(if applicable)

1 850052003067 08100227391000031P2 The IdentiClone IGH + IGK B-Cell Clonality Assay is an in vitro diagnosti April 2026 N/A

2 850052003074 08100227391000041P5 The IdentiClone IGH + IGK B-Cell Clonality Assay is an in vitro diagnosti April 2026 N/A

3 850052003173 08100227391020021PM The IdentiClone IGK Gene Clonality Assay is an in vitro diagnostic prod| April 2026 N/A

4 850052003203 08100227391020031PQ The IdentiClone IGK Gene Clonality Assay is an in vitro diagnostic prod| April 2026 N/A

5 850052003234 08100227391030011PV The IdentiClone IGL Gene Clonality Assay is an in vitro diagnostic produl April 2026 N/A

6 850052003647 08100227391210009QE The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

7 850052003654 08100227391210039QP The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

8 850052003814 08100227391210059QV The LymphoTrack Dx IGHV Leader Somatic Hypermutation Assay for th April 2026 N/A

9 850052003821 08100227391210069QY The LymphoTrack Dx IGHV Leader Somatic Hypermutation Assay for th April 2026 N/A

10 850052003838 08100227391210089R6 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

11 850052003845 08100227391210099R9 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

12 850052003852 08100227391210109QK The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

13 850052003869 08100227391210119QN The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

14 850052003876 08100227391210129QR The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

15 850052003883 08100227391210139QU The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vitrg April 2026 N/A

16 850052003906 08100227391220009QR The LymphoTrack Dx IGK Assay for the lllumina MiSeq is an in vitro diag April 2026 N/A

17 850052003913 08100227391220019QU The LymphoTrack Dx IGK Assay for the Illumina MiSeq is an in vitro diag April 2026 N/A

18 850052003357 08100227392050011R4 The IdentiClone TCRB Gene Clonality Assay is an in vitro diagnostic prol April 2026 N/A

19 850052003388 08100227392050021R7 The IdentiClone TCRB Gene Clonality Assay is an in vitro diagnostic prol April 2026 N/A

20 850052003418 08100227392060011RF The IdentiClone TCRD Gene Clonality Assay is an in vitro diagnostic pro April 2026 N/A

21 850052003449 08100227392060021RJ The IdentiClone TCRD Gene Clonality Assay is an in vitro diagnostic pro April 2026 N/A

22 850052003470 08100227392070021RV The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic prc April 2026 N/A

23 850052003500 08100227392070041S3 The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic prd April 2026 N/A

24 850052003937 08100227392250009SB The LymphoTrack Dx TRG Assay for the lilumina® MiSeq® is an in vitro| April 2026 N/A

25 850052003944 08100227392250019SE The LymphoTrack Dx TRG Assay for the lllumina® MiSeq® is an in vitro| April 2026 N/A

26 850052003661 08100227392270009SZ The LymphoTrack Dx TRG Assay for the lilumina MiSeq is an in vitro dig April 2026 N/A

27 850052003678 08100227392270019T4 The LymphoTrack Dx TRG Assay for the lilumina MiSeq is an in vitro dig April 2026 N/A

28 00850052003326 08100227392000021PG The IdentiClone TCRB + TCRG T-Cell Clonality Assay is an in vitro diag| April 2026 N/A

29 00850052003357 08100227392050011R4 The IdentiClone TCRB Gene Clonality Assay is an in vitro diagnostic prol April 2026 N/A
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Table 2: For devices without UDI-DI / EUDAMED DI

N° | Model | Catalogue | Commercial | Nomenclature | Nomenclature | Intended Use according to | Estimated start Estimated end
| reference | name / system code the IFU date of date of
number brand name | (e.g. EMDN) (or add IFU in attachment) | interruption/disco | interruption (if

| proprietary ntinuation available)

or common

name
1 Kit 91000031 IdentiClone® IGH+IGK Clonality As{ EMDN W010699 The IdentiClone IGH + IGK B-Cell Clonality Assay is an in vitro diagnos April 2026 N/A
2 MegaKit 91000041 IdentiClone® IGH+IGK Clonality As{ EMDN W010699 The IdentiClone IGH + IGK B-Cell Clonality Assay is an in vitro diagnos April 2026 N/A
3 Kit 91020021 IdentiClone® IGK Clonality Assay - EMDN W010699 The IdentiClone IGK Gene Clonality Assay is an in vitro diagnostic prof April 2026 N/A
4 MegaKit 91020031 \dentiClone® IGK Clonality Assay M EMDN W010699 The IdentiClone IGK Gene Clonality Assay is an in vitro diagnostic prof April 2026 N/A
5 Kit 91030011 IdentiClone® IGL Clonality Assay M| EMDN W010699 The IdentiClone IGL Gene Clonality Assay is an in vitro diagnostic prog April 2026 N/A
6 Kit A 91210009 LymphoTrack® Dx IGH FR1 Assay EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A
7 Panel 91210039 LymphoTrack® Dx IGH FR1 Assay EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A
8 Kit A 91210059 LymphoTrack® Dx IGHV Leader So EMDN WO010699 The LymphoTrack Dx IGHV Leader Somatic Hypermutation Assay for | April 2026 N/A
9 Panel 91210069 LymphoTrack® Dx IGHV Leader So EMDN WO010699 The LymphoTrack Dx IGHV Leader Somatic Hypermutation Assay for | April 2026 N/A

10 Kit A 91210089 LymphoTrack® Dx IGH FR2 Assay EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

11 Panel 91210099 LymphoTrack® Dx IGH FR2 Assay EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

12 Kit A 91210109 LymphoTrack® Dx IGH FR3 Assay EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

13 Panel 91210119 LymphoTrack® Dx IGH FR3 Assay EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

14 Kit A 91210129 LymphoTrack® Dx IGH FR1/2/3 As¢ EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

15 Panel 91210139 LymphoTrack® Dx IGH FR1/2/3 As¢ EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

16 Kit A 91220009 LymphoTrack® Dx IGK Assay Kit A EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

17 Panel 91220019 LymphoTrack® Dx IGK Assay Pane] EMDN WO010699 The LymphoTrack Dx IGH FR1 Assay for the lllumina MiSeq is an in vi April 2026 N/A

18 Kit 92050011 IdentiClone® TCRE Gene Clonality EMDN W010699 The IdentiClone® TCRE Gene Clonality Assay is an in vitro diagnostic April 2026 N/A

19 MegaKit 92050021 IdentiClone® TCRB Gene Clonality EMDN W010699 The IdentiClone® TCRB Gene Clonalty Assay is an in vitro diagnostic April 2026 N/A

20 Kit 92060011 IdeniClone® TCRD Clonaiity Assay EMDN W010699 The IdentClone® TCRD Gene Clonalty Assay is an in it diagnosti April 2026 N/A

21 | Megakit 92060021 IdeniClone® TCRD Clonaiity Assay EMDN W010699 The IdentClone® TCRD Gene Clonalty Assay is an in it diagnostic April 2026 N/A

22 Kit 92070021 IdentiClone® TCRG Clonality Assay) EMDN W010699 The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic pl April 2026 N/A

23 MegaKkit 92070041 IdentiClone® TCRG Clonality Assay EMDN W010699 The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic p| April 2026 N/A

24 Kit A 92250009 LymphoTrack® Dx TRB Assay Kit A EMDN W010699 To identify and track clonal T cell receptor (TRB) gene rearrangements| April 2026 N/A

25 Panel 92250019 LymphoTrack® Dx TRB Assay Pan EMDN W010699 To identy and track clonal T cell receptor (TRE) gene April 2026 N/A

26 Panel 92270009 LymphoTrack® Dx TRG Assay Pan| EMDN W010699 The LymphoTrack Dx TRG Assay for the lllumina MiSeq is an in viro g April 2026 N/A

27 Kit A 92270019 LymphoTrack® Dx TRG Assay Kit 4 EMDN W010699 The LymphoTrack Dx TRG Assay for the lllumina MiSeq is an in viro g April 2026 N/A

28 Kit 92000021 IdentiClone® TCRB + TCRG T-Cell EMDN W010699 The IdentiClone TCRB + TCRG T-Cell Clonality Assay is an in vitro dig April 2026 N/A

29 Kit 92050011 IdentiClone® TCRE Gene Clonality EMDN W010699 The IdentiClone TCRB Gene Clonality Assay is an in vitro diagnostic p April 2026 N/A
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	Intended use according to the IFU or add IFU in attachmentRow11: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  This LymphoTrack Dx IGH FR2 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  The LymphoTrack Dx IGH FR3 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  Data from all three frameworks is needed to determine evidence of clonality.
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	Intended use according to the IFU or add IFU in attachmentRow12: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  This LymphoTrack Dx IGH FR2 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  The LymphoTrack Dx IGH FR3 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  Data from all three frameworks is needed to determine evidence of clonality.
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	Intended use according to the IFU or add IFU in attachmentRow13: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  This LymphoTrack Dx IGH FR2 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  The LymphoTrack Dx IGH FR3 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  Data from all three frameworks is needed to determine evidence of clonality.
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	Intended use according to the IFU or add IFU in attachmentRow14: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  This LymphoTrack Dx IGH FR2 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  The LymphoTrack Dx IGH FR3 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  Data from all three frameworks is needed to determine evidence of clonality.
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	Intended use according to the IFU or add IFU in attachmentRow15: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  This LymphoTrack Dx IGH FR2 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  The LymphoTrack Dx IGH FR3 Assay is an in vitro diagnostic product intended for next-generation sequencing (NGS) for the Illumina MiSeq instrument.  The assay will determine the frequency distribution of IGH VH – JH gene rearrangements in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders.  Data from all three frameworks is needed to determine evidence of clonality.
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	Estimated start date of interruptiondiscontinuationRow16: April 2026
	Estimated end date of interruption if availableRow16: N/A
	NRow17: 17
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow17: 850052003913
	Basic UDIDI  EUDAMED DI if applicableRow17: 08100227391220019QU
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	Estimated start date of interruptiondiscontinuationRow19: April 2026
	Estimated end date of interruption if availableRow19: N/A
	NRow20: 20
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow20: 850052003418
	Basic UDIDI  EUDAMED DI if applicableRow20: 08100227392060011RF
	Intended use according to the IFU or add IFU in attachmentRow20: The IdentiClone TCRD Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor delta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondiscontinuationRow20: April 2026
	Estimated end date of interruption if availableRow20: N/A
	NRow21: 21
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow21: 850052003449
	Basic UDIDI  EUDAMED DI if applicableRow21: 08100227392060021RJ
	Intended use according to the IFU or add IFU in attachmentRow21: The IdentiClone TCRD Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor delta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondiscontinuationRow21: April 2026
	Estimated end date of interruption if availableRow21: N/A
	NRow22: 22
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow22: 850052003470
	Basic UDIDI  EUDAMED DI if applicableRow22: 08100227392070021RV
	Intended use according to the IFU or add IFU in attachmentRow22: The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor gamma chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondiscontinuationRow22: April 2026
	Estimated end date of interruption if availableRow22: N/A
	NRow23: 23
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow23: 850052003500
	Basic UDIDI  EUDAMED DI if applicableRow23: 08100227392070041S3
	Intended use according to the IFU or add IFU in attachmentRow23: The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor gamma chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondiscontinuationRow23: April 2026
	Estimated end date of interruption if availableRow23: N/A
	NRow24: 24
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow24: 850052003937
	Basic UDIDI  EUDAMED DI if applicableRow24: 08100227392250009SB
	Intended use according to the IFU or add IFU in attachmentRow24: The LymphoTrack Dx TRG Assay for the Illumina® MiSeq® is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of TRG gene rearrangements in patients suspected with having lymphoproliferative disease. This assay aids in the identification of lymphoproliferative disorders.  
	Estimated start date of interruptiondiscontinuationRow24: April 2026
	Estimated end date of interruption if availableRow24: N/A
	NRow25: 25
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow25: 850052003944
	Basic UDIDI  EUDAMED DI if applicableRow25: 08100227392250019SE
	Intended use according to the IFU or add IFU in attachmentRow25: The LymphoTrack Dx TRG Assay for the Illumina® MiSeq® is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of TRG gene rearrangements in patients suspected with having lymphoproliferative disease. This assay aids in the identification of lymphoproliferative disorders.  
	Estimated start date of interruptiondiscontinuationRow25: April 2026
	Estimated end date of interruption if availableRow25: N/A
	NRow26: 26
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow26: 850052003661
	Basic UDIDI  EUDAMED DI if applicableRow26: 08100227392270009SZ
	Intended use according to the IFU or add IFU in attachmentRow26: The LymphoTrack Dx TRG Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of TRG gene rearrangements in patients suspected with having lymphoproliferative disease. This assay aids in the identification of lymphoproliferative disorders.  
	Estimated start date of interruptiondiscontinuationRow26: April 2026
	Estimated end date of interruption if availableRow26: N/A
	NRow27: 27
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow27: 850052003678
	Basic UDIDI  EUDAMED DI if applicableRow27: 08100227392270019T4
	Intended use according to the IFU or add IFU in attachmentRow27: The LymphoTrack Dx TRG Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of TRG gene rearrangements in patients suspected with having lymphoproliferative disease. This assay aids in the identification of lymphoproliferative disorders.  
	Estimated start date of interruptiondiscontinuationRow27: April 2026
	Estimated end date of interruption if availableRow27: N/A
	NRow28: 28
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow28: 00850052003326
	Basic UDIDI  EUDAMED DI if applicableRow28: 08100227392000021PG
	Intended use according to the IFU or add IFU in attachmentRow28: The IdentiClone TCRB + TCRG T-Cell Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor beta chain and gamma chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondiscontinuationRow28: April 2026
	Estimated end date of interruption if availableRow28: N/A
	NRow29: 29
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow29: 00850052003357
	Basic UDIDI  EUDAMED DI if applicableRow29: 08100227392050011R4
	Intended use according to the IFU or add IFU in attachmentRow29: The IdentiClone TCRB Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor beta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnsosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondiscontinuationRow29: April 2026
	Estimated end date of interruption if availableRow29: N/A
	NRow30: 
	Unique Device Identification UDIDI  EUDAMED DI if applicableRow30: 
	Basic UDIDI  EUDAMED DI if applicableRow30: 
	Intended use according to the IFU or add IFU in attachmentRow30: 
	Estimated start date of interruptiondiscontinuationRow30: 
	Estimated end date of interruption if availableRow30: 
	NRow1_2: 1
	ModelRow1: Kit
	Catalogue  reference numberRow1: 91000031
	Commercial name  brand name  proprietary or common nameRow1: IdentiClone® IGH+IGK Clonality Assay - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow1: EMDN
	Nomenclature codeRow1: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow1: The IdentiClone IGH + IGK B-Cell Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal immunoglobulin heavy chain and kappa light chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in atypical lymphoproliferative disorders Support a differential diagnosis between reactive lesions and hematologic malignancies Assign presumptive lineage in mature monoclonal lymphoproliferative disorders Identify tumor-specific markers (IGH and IGK gene rearrangements) for post-treatment monitoring Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow1: April 2026
	Estimated end date of interruption if availableRow1_2: N/A
	NRow2_2: 2
	ModelRow2: MegaKit
	Catalogue  reference numberRow2: 91000041
	Commercial name  brand name  proprietary or common nameRow2: IdentiClone® IGH+IGK Clonality Assay MegaKit - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow2: EMDN
	Nomenclature codeRow2: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow2: The IdentiClone IGH + IGK B-Cell Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal immunoglobulin heavy chain and kappa light chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in atypical lymphoproliferative disorders Support a differential diagnosis between reactive lesions and hematologic malignancies Assign presumptive lineage in mature monoclonal lymphoproliferative disorders Identify tumor-specific markers (IGH and IGK gene rearrangements) for post-treatment monitoring Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow2: April 2026
	Estimated end date of interruption if availableRow2_2: N/A
	NRow3_2: 3
	ModelRow3: Kit
	Catalogue  reference numberRow3: 91020021
	Commercial name  brand name  proprietary or common nameRow3: IdentiClone® IGK Clonality Assay  - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow3: EMDN
	Nomenclature codeRow3: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow3: The IdentiClone IGK Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal immunoglobulin kappa light chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in atypical lymphoproliferative disorders Support a differential diagnosis between reactive lesions and hematologic malignancies Assign presumptive lineage in mature monoclonal lymphoproliferative disorders Identify tumor-specific markers (IGK and IGK-Kde rearrangements) for post-treatment monitoring Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow3: April 2026
	Estimated end date of interruption if availableRow3_2: N/A
	NRow4_2: 4
	ModelRow4: MegaKit
	Catalogue  reference numberRow4: 91020031
	Commercial name  brand name  proprietary or common nameRow4: IdentiClone® IGK Clonality Assay Megakit - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow4: EMDN
	Nomenclature codeRow4: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow4: The IdentiClone IGK Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal immunoglobulin kappa light chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in atypical lymphoproliferative disorders Support a differential diagnosis between reactive lesions and hematologic malignancies Assign presumptive lineage in mature monoclonal lymphoproliferative disorders Identify tumor-specific markers (IGK and IGK-Kde rearrangements) for post-treatment monitoring Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow4: April 2026
	Estimated end date of interruption if availableRow4_2: N/A
	NRow5_2: 5
	ModelRow5: Kit
	Catalogue  reference numberRow5: 91030011
	Commercial name  brand name  proprietary or common nameRow5: IdentiClone® IGL Clonality Assay Megakit - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow5: EMDN
	Nomenclature codeRow5: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow5: The IdentiClone IGL Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal immunoglobulin lambda light chain gene rearrangements in patients with suspect lymphoproliferations.  Specifically, the IGL Gene Clonality Assay can be used to:  Identify clonality in atypical lymphoproliferative disorders Support a differential diagnosis between reactive lesions and hematologic malignancies Assign presumptive lineage in mature monoclonal lymphoproliferative disorders Identify tumor-specific markers (IGL gene rearrangements) for post-treatment monitoring Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow5: April 2026
	Estimated end date of interruption if availableRow5_2: N/A
	NRow6_2: 6
	ModelRow6: Kit A
	Catalogue  reference numberRow6: 91210009
	Commercial name  brand name  proprietary or common nameRow6: LymphoTrack® Dx IGH FR1 Assay Kit A - MiSeq
	Nomenclature system eg EMDNRow6: EMDN
	Nomenclature codeRow6: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow6: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow6: April 2026
	Estimated end date of interruption if availableRow6_2: N/A
	NRow7_2: 7
	ModelRow7: Panel
	Catalogue  reference numberRow7: 91210039
	Commercial name  brand name  proprietary or common nameRow7: LymphoTrack® Dx IGH FR1 Assay Panel - MiSeq
	Nomenclature system eg EMDNRow7: EMDN
	Nomenclature codeRow7: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow7: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow7: April 2026
	Estimated end date of interruption if availableRow7_2: N/A
	NRow8_2: 8
	ModelRow8: Kit A
	Catalogue  reference numberRow8: 91210059
	Commercial name  brand name  proprietary or common nameRow8: LymphoTrack® Dx IGHV Leader Somatic Hypermutation Assay Kit A - MiSeq™
	Nomenclature system eg EMDNRow8: EMDN
	Nomenclature codeRow8: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow8: The LymphoTrack Dx IGHV Leader Somatic Hypermutation Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  
	Estimated start date of interruptiondisco ntinuationRow8: April 2026
	Estimated end date of interruption if availableRow8_2: N/A
	NRow9_2: 9
	ModelRow9: Panel
	Catalogue  reference numberRow9: 91210069
	Commercial name  brand name  proprietary or common nameRow9: LymphoTrack® Dx IGHV Leader Somatic Hypermutation Assay PanelA - MiSeq™
	Nomenclature system eg EMDNRow9: EMDN
	Nomenclature codeRow9: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow9: The LymphoTrack Dx IGHV Leader Somatic Hypermutation Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.  
	Estimated start date of interruptiondisco ntinuationRow9: April 2026
	Estimated end date of interruption if availableRow9_2: N/A
	NRow10_2: 10
	ModelRow10: Kit A
	Catalogue  reference numberRow10: 91210089
	Commercial name  brand name  proprietary or common nameRow10: LymphoTrack® Dx IGH FR2 Assay Kit A - MiSeq
	Nomenclature system eg EMDNRow10: EMDN
	Nomenclature codeRow10: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow10: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow10: April 2026
	Estimated end date of interruption if availableRow10_2: N/A
	NRow11_2: 11
	ModelRow11: Panel
	Catalogue  reference numberRow11: 91210099
	Commercial name  brand name  proprietary or common nameRow11: LymphoTrack® Dx IGH FR2 Assay Panel - MiSeq
	Nomenclature system eg EMDNRow11: EMDN
	Nomenclature codeRow11: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow11: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow11: April 2026
	Estimated end date of interruption if availableRow11_2: N/A
	NRow12_2: 12
	ModelRow12: Kit A
	Catalogue  reference numberRow12: 91210109
	Commercial name  brand name  proprietary or common nameRow12: LymphoTrack® Dx IGH FR3 Assay Kit A - MiSeq
	Nomenclature system eg EMDNRow12: EMDN
	Nomenclature codeRow12: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow12: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow12: April 2026
	Estimated end date of interruption if availableRow12_2: N/A
	NRow13_2: 13
	ModelRow13: Panel
	Catalogue  reference numberRow13: 91210119
	Commercial name  brand name  proprietary or common nameRow13: LymphoTrack® Dx IGH FR3 Assay Panel - MiSeq
	Nomenclature system eg EMDNRow13: EMDN
	Nomenclature codeRow13: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow13: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow13: April 2026
	Estimated end date of interruption if availableRow13_2: N/A
	NRow14_2: 14
	ModelRow14: Kit A
	Catalogue  reference numberRow14: 91210129
	Commercial name  brand name  proprietary or common nameRow14: LymphoTrack® Dx IGH FR1/2/3 Assay Kit A - MiSeq
	Nomenclature system eg EMDNRow14: EMDN
	Nomenclature codeRow14: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow14: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow14: April 2026
	Estimated end date of interruption if availableRow14_2: N/A
	NRow15_2: 15
	ModelRow15: Panel
	Catalogue  reference numberRow15: 91210139
	Commercial name  brand name  proprietary or common nameRow15: LymphoTrack® Dx IGH FR1/2/3 Assay Panel - MiSeq
	Nomenclature system eg EMDNRow15: EMDN
	Nomenclature codeRow15: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow15: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow15: April 2026
	Estimated end date of interruption if availableRow15_2: N/A
	NRow16_2: 16
	ModelRow16: Kit A
	Catalogue  reference numberRow16: 91220009
	Commercial name  brand name  proprietary or common nameRow16: LymphoTrack® Dx IGK Assay Kit A - MiSeq
	Nomenclature system eg EMDNRow16: EMDN
	Nomenclature codeRow16: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow16: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow16: April 2026
	Estimated end date of interruption if availableRow16_2: N/A
	NRow17_2: 17
	ModelRow17: Panel
	Catalogue  reference numberRow17: 91220019
	Commercial name  brand name  proprietary or common nameRow17: LymphoTrack® Dx IGK Assay Panel - MiSeq
	Nomenclature system eg EMDNRow17: EMDN
	Nomenclature codeRow17: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow17: The LymphoTrack Dx IGH FR1 Assay for the Illumina MiSeq is an in vitro diagnostic product intended for next-generation sequencing (NGS) based determination of the frequency distribution of IGH gene rearrangements as well as the degree of somatic hypermutation of rearranged genes in patients suspected with having lymphoproliferative disease.  This assay aids in the identification of lymphoproliferative disorders as well as providing an aid in determining disease prognosis.
	Estimated start date of interruptiondisco ntinuationRow17: April 2026
	Estimated end date of interruption if availableRow17_2: N/A
	NRow18_2: 18
	ModelRow18: Kit 
	Catalogue  reference numberRow18: 92050011
	Commercial name  brand name  proprietary or common nameRow18: IdentiClone® TCRB Gene Clonality Assay   - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow18: EMDN
	Nomenclature codeRow18: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow18: The IdentiClone® TCRB Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor beta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnsosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow18: April 2026
	Estimated end date of interruption if availableRow18_2: N/A
	NRow19_2: 19
	ModelRow19: MegaKit
	Catalogue  reference numberRow19: 92050021
	Commercial name  brand name  proprietary or common nameRow19: IdentiClone® TCRB Gene Clonality Assay  Megakit - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow19: EMDN
	Nomenclature codeRow19: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow19: The IdentiClone® TCRB Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor beta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnsosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow19: April 2026
	Estimated end date of interruption if availableRow19_2: N/A
	NRow20_2: 20
	ModelRow20: Kit 
	Catalogue  reference numberRow20: 92060011
	Commercial name  brand name  proprietary or common nameRow20: IdentiClone® TCRD Clonality Assay  - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow20: EMDN
	Nomenclature codeRow20: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow20: The IdentiClone® TCRD Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor delta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow20: April 2026
	Estimated end date of interruption if availableRow20_2: N/A
	NRow21_2: 21
	ModelRow21: MegaKit
	Catalogue  reference numberRow21: 92060021
	Commercial name  brand name  proprietary or common nameRow21: IdentiClone® TCRD Clonality Assay Megakit - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow21: EMDN
	Nomenclature codeRow21: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow21: The IdentiClone® TCRD Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor delta chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow21: April 2026
	Estimated end date of interruption if availableRow21_2: N/A
	NRow22_2: 22
	ModelRow22: Kit 
	Catalogue  reference numberRow22: 92070021
	Commercial name  brand name  proprietary or common nameRow22: IdentiClone® TCRG Clonality Assay - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow22: EMDN
	Nomenclature codeRow22: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow22: The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor gamma chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow22: April 2026
	Estimated end date of interruption if availableRow22_2: N/A
	NRow23_2: 23
	ModelRow23: MegaKit
	Catalogue  reference numberRow23: 92070041
	Commercial name  brand name  proprietary or common nameRow23: IdentiClone® TCRG Clonality Assay Megakit - ABI Fluorescence Detection
	Nomenclature system eg EMDNRow23: EMDN
	Nomenclature codeRow23: W010699 
	Intended Use according to the IFU or add IFU in attachmentRow23: The IdentiClone TCRG Gene Clonality Assay is an in vitro diagnostic product intended for PCR-based detection of clonal T-cell receptor gamma chain gene rearrangements in patients with suspect lymphoproliferations and can be used to:  Identify clonality in suspect lymphoproliferations Support a differential diagnosis between reactive lesions and T-cell and some immature B-cell malignancies Determine lineage involvement in mature lymphoproliferative disorders Monitor and evaluate disease recurrence
	Estimated start date of interruptiondisco ntinuationRow23: April 2026
	Estimated end date of interruption if availableRow23_2: N/A
	NRow24_2: 24
	ModelRow24: Kit A
	Catalogue  reference numberRow24: 92250009
	Commercial name  brand name  proprietary or common nameRow24: LymphoTrack® Dx TRB Assay Kit A - MiSeq
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