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FIELD SAFETY NOTICE, Corrective Action 2019/03/18

Medical Product: ORGENTEC ENAcombi [LISA
Product code: ORG 514
Product lot: 1900397

Problem description: Risk of elevated or faSse positive Anti-Sm antibody results

Dear Valued Customer,
following customer feedback, internal investigation of ENAcombi OHG 514, lot 1900397 demonstrates a risk for
incorrect and/or false positive quantification of patient samples measured tor anti-Sm antibodies in this assay.
ENAcombi contains other antigen-specitic antibody tests (anti-SS-A, anti-SS-B, anti-RNP/Sm, anti-Sd-70, anti-io
1) which are not affected and show correct resuits.

ENAcombi OHG 514, lot 1900397 immunoassay kits have to be
- returned to the manufacturer or
- destroved at distributor/end user

The IVD product should not be used as the anti-Sm antibody testing may give imprecise results. The kits will be
reimbursed by the ORGENTEC distributor in your country.

Enclosed with this notice is a return protocol with relevant information tor returning the product. All costs and
reimbursement will be covered by ORGENTEC Diagnostika GmbH.

Summary of observations:

Anti-Sm antibody results obtained with ENAcombi OHG 514, lot 1900397 imrnunoassay kits may be false
elevated or false positive. Sm antigen coated cavities in the immunoassay kit are contaminated with SS-A
antigen. This can cause false positive results tor Anti-Srn antibodies if the sample contains anti-SS-A antibodies.

Validity ot already obtained measurements can be checked by combination of assay result data:
- lt a sample shows positive results tor Sm, but clear negative results tor SS-A, the Sm result is correct
- lt a saniple shows positive results tor Sm and elevated/positive results for SS-A, the Sm result 5

incorrect
In case of incorrect Sm results, the sample has to be retested for presence of Anti-Sm antibody. Other
ENAcombi ORG 514 immunoassay kit lots can be used, they were tested and did not show this problem. An
elevated test result per se does not imply a risk tor treatment of the patient, as detection of antibodies only
supports clinical diagnosis. According to current regulations they alone do not constitute a clinical diagnosis.

What 15 to be done?

• Please send back or discard all unused kits
• Please use the attached form on page 3, sign and send back to us
• Please inform your customers and forward this notice to affected persons and institutions
• Please teil us if you have experienced any problem with this lot and specify the details

ORGENTEc Oiagnost,ka GmbH Telefon: .49(0)61 31192 58-0 (om rnerz bank AG USt-ldNr Dt 149058199 Geschaitsfuh,ec

Ca,l-Zeiss-Stral3e 49-5, TeJefas +49(0)6‘ 3)‘92 5858 I8AN- Dl 13 550k 0022 0200867000 Marnz 4 HIE 4300 SaH Wehen

55129 Mainz orgenteceorgentec.com 810: COSADEEFXXX Dr. Klaus tsperschidl

Deutschland wsv.or9er‘tec.com



ORGENTEC

Corrective and preventive actions
ORGENTEC Diagnostika GmbH started corrective and preventive actions that prevent the re-occurrence of this
error. Previous lots of ENAcombi ORS 514 were checked and did not show this problem. QC release criteria will
be adapted to prevent re-ocurrence of this problem for new Kit lots of ENAcombi ORG 514.

Transmission of this Field Safety Notice:

This notice has to be passed on to all those who need to be aware within your organization or to any
organization where the potentially affected product has been transferred. Please be aware of this notice and
the resulting action tor an appropriate period to ensure effectiveness of the corrective action. In case of further
questions contact your local distributor.

Contact person for further Information:

ORGENTEC Oragnostika GmbH

(an zessn-st,a0e 49-5‘

55129 Mainz

Deutschland

Telefon: .49(0)61 3119258-0

Telefax +49(0)6] 31/925858

orqentec@zrqenlec.com

ivwi.orgentec.com
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Gexchaftsfzhrer

Ralf Wehen

Dr. Klaut Esperschsdt
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Send to: ORGENTEC Diagnostika GmbH • Postfach 100352 • 55134 Mainz

FAX; +496131/925858
EMAIl: cs@orgentec.com

FIELD SAFETY NOTICE, Corrective Action 2019/03/18
Medical Product: ORGENTEC ENAcombi ELISA
Product code: CR6 514
Product lot: 1900397
Problem description: Risk of elevated or false positive Anti-Sm antibody resuits

Product Lot Number of Kits Number of kits Number of Kits
received used tip returnedfdiscarded

ENAcombi, 1900397
ORG 514

Problems experience at customer site:

(explain)

Co m p a ny/ Name

ORGENTEC O‘agnozeska Gmbh

Carl•Zeiss•Slral3e 4951

55129 Masnz

Deutschland

Signature Stamp

Telefon t49 (0)61 31256-0

Telefax: +49 (0)6133?92 5858

orgenlec@orgerstec.com

wmwor genteccom

Date

Commerzbank AG USt-tdNr.0E149056799

SAN DE 13 550400220200867000 MaInz 54 HR6 4300

BIC (O8ACEFFflX

Gexchaftzfuhren

Ralf Wehen

Dr. Klaus Experzdi‘de




