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Technology for an active life

FSM: FSM 2026 002
Date: August 12, 2026
Urgent Field Safety Notice (FSN)
Product Advisory / Safety Advisory
CONCerning
VACS I/l Gen 2
Correction of selected product label information

Dear Custom er,

According to our records, you have received products from the below-mentioned batches (Refer to
Appendix 1 below) We have identified that certain data fields on the product lahels contain
information that does not fully align with the approved product records. The issue is limited to the
labeling information and does not affect the quality, performance, safety, or intended use of the
devices, The supplied WACS Gen 2 devices were manufactured in afully campliant manner.

We are issuing this Product safety advisory in the form of Field Safety Motice (FSMN) toinform you of the
sffected products and to provide the correct labelinginform ation. As a precaution, please review the
infarmation provided in this notice and ensure that the corrected information is communicated to
relevant personnel within your organization. We kindly ask you to complete and return the attached
acknowledgment form.

The following pages of this letter contain further details on the affected products and the corrected
labeling infarmation. The competent authority "Federal Institute for Drugs and Medical Devices
(Bundesinstitut flr Arzneimittel und Medizinprodukte, BfArtA)” will be informed, as required.

If you have any guestions, please contact our PRRC and CEO at the following contact:

M, Achim Kitschmann, Earl-H.-W ood-5tr, 1 796 18 Rheinfelden Germany, Tel: +43-(017623-7405-0,
email; vigilance@osypka.de

Wethank you in advance for your cooperation.
Best regards,

[ Sigued by:
AEREAMACTAL R

llse Kastner
WP Sales
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1. Information on Affected Devices*
1 1. Device Type(s)*
WACS AN Gen 2 - Percutaneous Transluminal Walvuloplasty (PTY) Catheter
1 2. Commercial name(s)
WA CS® A Gen 2
1 3. Unigue Device ldentifier(s) (LDI-DI)
Tahle 1; Affected REF numbers
Affected REF Numbers | Article Name uDi-oi Lot Number
[Device
Model/Catalogue/ part
number({s))
P385735-02
P352014-02
P30i1e46-02
¥A232540 VACSIII 25,0x 40 04 044508139646 P300R77-02
P300634-02
P3BB700-02
P302103-02
¥AZ32550 YACSIII 25,0 B0 04 044508139660 P395496-02
P304018-02
P304813-02
P394435-02
P304166-02
P3830841-02
P303040-02
P303623-02
YAZ32340 YACSIII 23,0 x40 04044508139547 P302521.02
P300632-02
P300631-02
P300530-02
P3BB7B0-0Z
P373518-02
P373517-02
YAZ32350 YACSIII 23,0x 50 04044508139561 P357062-02
¥AZI0R2Z0 VACSI B,0x 20 040445081 38022 P3854582-02
YAZI0GZ0 VACSI 6,0 x 20 040445081 38546 P395403-02
YAZI0BZ0 VACSI B,0x 20 040445081 38084 P385732-02
1 4, Primary clinical purpose of devicel(s)*
WACS AN Gen2 is an over-the-wire catheter system for percutaneous transluminal
valvuloplasty (PTY) used in the treatment of different kind of stenosesof cardiac vessels and/or
structures and pre-dilatation in transcatheter heart-valve replacement procedures,
They feature burst pressures suitable for resistant stenoses and have rapid inflation and
deflation timesto minimize procedure time and maximize reperfusion. Shart, flexible distal tips
with short balloon tapers aid maneuverahility and trackahility. They are available in awide
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range of balloon diameters (4-30mm ) and lengths (20-60mm).
1 5. Device Model/Catalogue/part numhber(s)*
Seetahle 1 above,
1 b, Software version
nia
1 7. Affected serial or lot number range
Information is provided in tahle 1 above and Appendix 1 below,
1 8. Associated devices
na
2. Reason for Field Safety Corrective Action (FSCA)*
2 1. Description of the product problem*
Aninternal review has identified that certain data fields contained on the labels of affected
devices do not fully align with the approved product records, The issue is limited to labeling
information anly.
Examples of affected fields may include:
® Update to recommended introducer size
® pdate to Rated Burst Pressure (RBP)
2 2. Hazard gvingriseto the FSCA*
The labeling discrepancy may lead to user confusion regarding the correct use of the device;
however, it does not affect the device's safety or perform ance.
2 3. Probahility of problem arising
The issue is present on all affected products listed in Appendix 1. However, the WACS Gen 2
devices contained withinthe affected packages are fully functional and remain safe and suitahle
for their intended clinical use. As the issue is limited to a labeling discrepancy and does not
impact device safety or performance, the probability of a device-related problem arising is
considered low,
2 4, Predicted risk to patient/users
Issue 1:
Affected REF numbers: YAZ32540, YAZ32550, YAZ32340, YA232350
Advisory notice: Healthcare professionals can use anintroducer size (1) of 12F when using
the dewice. The previously communicated recommended introducer size of 14F is no
longer be considered the recom mended size
Predicted risk to patient/users: The risk associated with this issue is considered low, and
noimpact on patient safety is expected. The introducer size is selected by the operating
physician based on clinical judgment and patient-specific requirements. Mo patient
injuries or adverse events related to this issue have been reported.
Is5ue 2:
Affected REF numbers: ¥A230520, ¥AZ30620, YAZ230820
Advisory notice: Healthcare professionals should consider an RBP of 10 bar when using
the device. The previously communicated FBP value of 15 bar should no longer be
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considered the applicable device specification.
Predicted risk to patient/users: The risk associated with this issue is considered low, and
no impact on patient safety is expected. The actual Rated Burst Pressure (RBRP) of the
device is 10 bar, whereas the product labeling currently states an RBP of 15 bar, Internal
testing has demonstrated device integrity at pressures exceeding the labeled RBP values.
Although these data were not generated as part of formal design verification, they
provide additional evidence that the device can tolerate pressures above the currently
labeled range. Based on the available data and the absence of reported patient injuries,
adverse events, or serious incidents, no adverse impact on patient safety is anticipated.
Based on the manufacturer's assessment, no impact on device performance, quality,
intended use, or patient safety has been identified.
2 5. Further information to help characterise the problem
nia
2 6. Background on Issue
The discrepancy was identified during an internal review of labeling records. Investigation
confirmed that the devices were manufactured, tested, and released in accordance with
approved procedures, Theissueis limited to specific label datafields.
2 7. Otherinformation relevant to FSCA
Mo adverse events or serious incident s associated with this issue have been reported.
3. Type of Action to mitigate the risk*
3. | 1. Action To Be Taken by the User*
L] Identify Device [ Quarantine Device [ Return Device L] Destroy Device
L On-site device maodification/inspectian
U Fallow patient management recommendations
Bd Take note of amendment/reinforcem ent of Instructions Far Use (IFU)
B Cther I Mane
® Feyiew this Field Safety Motice (FSMN)and share it with all relevant healthcare
professionals,
o Communicate this FSMto all relevant personnel within your organization,
Review the corrected product information provided in Appendix 1.
® Update local reference materials, training materials, and procedural guidelines, as
applicahle, to reflect the updated information.
o Consider the updated infarmation for all future procedures involvingthe device.
* o product return, product correction, product replacement, or product removal is
reguired.
® Maintain acopy of this notice with the applicable device records.
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® Complete and return the attached acknowledgment form by 01 September 2026,

3. | 2. By when should the 01 September 2026
action be completed?

3. | 3. Particular considerations for: Choose an item.
N/ s

ls follow-up of patients or review of patients’ previous results recam mend ed?
Mo

3. |4 Ilscustomer Reply Required? * ==

(If yes, form attached specifying deadline for return)

3. | 5 Action Being Taken by the Manufacturer

Ul Product Remowval L] On-site device modificationfinspection
L Software upgrade B IFU or labelling change

B Other Ll Mane

® Correction of affected label information.

o [otification of affected customers and distributors,

® |mplementation of preventive measures to avoid recurrence.

®# Lpdate of internal lsheling controls and verification procedures.

3 |6 By when should the 30 September 2026
action be completed?

3. | 7. IstheFSM required to be communicated to the patient Mo
Hay user?
3 | 8. Ifyes, hasmanufacturer provided additional inform ation suitable for the patientflay userin

apatient/lay or non-professional user inform ation letter/sheet?
Mo Mot appended to this FSN

4. General Infformation*
4, | 1. FSM Type* Mew
4, 2. Forupdated FSM, reference nia
numhber and date of previous
F5M
4, | 3. ForUpdated FSM, key new information asfollows:
n/a
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4, | 4. Further advice or information Mo
glready expected in follow-up
FSMT *

5. If follow-up FSH expected, what is the further advice expected to relate to:

n/a
A, Anticipated timescale for follow- | nfa
4 up F5N
4, | 7. Manufacturer information
(For contact details of local representative refer to page 1 of this FSM)
a  Company Mame Csypka GmbH
b, Address Earl-H. -wW ood-5tr. 1 79618 Rheinfelden, Germany
c. Wehsite address wiw v, 0sypka, de

4, | 8. The Competent (Regulatory] Authority of your country has been informed about this
communication to customers, *

Yes
4, | 9. Lst of attachments/appendices. | Customer Acknowledgment Farm
4, 10. Marm e/Signature Achim Kitschmann
PRRC and CED

Transmission of this Field Safety Notice
This notice needs to he passed on all those who need to be aware within your organisation ar
to any organisation where the potentially affected devices have been transferred. [As
sppropriate)

Please transfer this notice to other organisations on which this action has an impact, (As
sppropriate)

Please maintain awareness an this notice and resulting action for an appropriste period to
ensure effectiveness of the corrective action,

Please report all device-related incidents to the manufacturer, distributor or local
representative, and the national Competent Authaority if appropriate, as this provides
important feedback. *

Mote: Fields indicated by * are considered necessary for all FShs, Others are aptional.
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Appendix 1: AMffected Products and Corrected Label Information
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Affected REF Artlcle Name uDI-Di Lot Number Advisory notlce: Predicted Hsk to patlent/users
Numbers
[Device
ModelfCatalogue/part
number{s})
P30R736-02
P38z2014-02
P301846-02
YAZ3IZ2540 VACS I 25,0x40 | 04044508 135646 | P3S0877-02
P380534-02
P3RE790-02
P382103-07
Healthcare professionals can | gy, sk associated with this issue
YAZ32550 VACS 111 25,050 | 04044508130660 | PROS406-02 use anintroducersize (ot | is vongidered low, and Ao impact
12F when using the device. on patient safetyis expected. The
The previously introducer size is selected by the
P384518-02 communicated operating physician based on
el 2 recommencded introducer clinical judgrnent and patient-
P384435-02 size of 14F is no longer he specific requirernents, Mo patient
P334166-02 considered the injuries or adverse events related
P353541-02 recommended size to this issue have been reported.
P383840-02 :
YAZIZ2340 VACS 1 23,0x40 | 04044808 135547 | P303EZ23-02
P302R21-02
P3080532-07
P380531-02
P380B30-02
P3RE720-02
P373518-02
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Affected REF Artlele Name upI-Dl Lot Number Advisory notlee: Predicted Hsk to patlent/users
NMumbers
[Device
Model/Catalogue/part
number{s})
P373517-02
YAZIZ3R0 VACS I 23,0xB0 | 04044608 135661 | P357062-02
The risk associated with this issue
is considered low, and i impact
on patient safetyis expected. The
getual Rated Burst Pressure (RBP)
YAZ30520 VACSIII5,0x20 | D4044508138922 | P395492-02 Healthcare professionals e e I b eade
should conzider an REP of 10 product [abeling currently StEItIE’.‘S
bar when using the device. anRBP of 15 bar. Internal testing
. hias demnonstrated device integrity
The previously .
; gt pressures exeeeding the labeled
communicated RBP value of | pon ioe Although these data
15 bar should no longer be were not generated as part of
cnn.mdered tlhle EIFID[ICEIEII[E formal design verification, they
YA230620 VACS 15,0520 | D4044508138946 | P395493-02 deveespecHicaton, provide additional evidence that
the device cantolerate pressures
above the corrently labeled range.
Based on the available data and
the absence of reported patient
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Afferted REF Artlele Name uDI-Dl Lot Numher Advisory notlee: Predlcted Hsk to patlent/users
Numbers
{Device
Model/Catalogue/part
number{s}
injuries, adverse events, or serious
incidents, no adverse impact on
patient safety is anticipated.
YhZI0RZ0 VACS I 8,0x 20 04044808 13%8084 | PRORTIZ-02
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Acknowledgment Form

Actions Required:

Eeview the Field Safety Motice (FSI) " FSN-2026-0027 and share it with all relevant
healthcare professional s.

Communicate the FEMN to all relevant personnel within your organizati on.

Eeview the corrected product informati on provided in Appendix 1)

Tpdate local reference material s, training materials, and procedural guidelines, as
applicable, to reflect the updated information.

Zonsider the updated information for all future procedures involwing the device.

Mo product retum, product correction, product replacement, or product removal 15
required.

Wlaintain a copy of this notice with the applicable device records.

Complete and return the attached acknowledgment form by 01 September 2026,

L1T acknowledge receipt and understanding of FSN-2026-002 regarding the correction of

selected product label information and confinm that the information contained in this notice
has been rewewed and communicated to all relevant personnel within our organisati on.

Crganization:

Mame:

Title:

signature:

Date:
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