Baxter

Urgent Field Safety Notice

ProBP 3400, Spot Vision Screener and Power Cords
FA-2024-017

Welch Allyn Inc (US-MF-000013394)

Type of Action: Correction

TEHNOPLUS MEDICALS.R.L
1 Odobesti Street

Bucharest
Romania

11t April, 2024
Dear Sir/Madam

Problem
Description

Affected

Product

Hazard Involved

FA-2024-017

Baxter is issuing a Correction for the power cords used with the Welch Allyn Connex
ProBP 3400 Digital Blood Pressure Device and Welch Allyn Spot Vision Screener. Baxter
received reports of an issue related to the construction of the power cord not meeting
the insulation rating per country-specific requirements and international electrical
standards.

Baxter is currently working on obtaining replacement power cords and these will be

provided to all impacted customers once the power cords are available for distribution.

Product Code Description Serial #

ProBP 3400
See (MOBILE STAND VERSIONS ONLY) See KitachmentA
Attachment | Spot Vision Screener and C
AandC Power Cord

Non-compliant power cords have a minimal increase in risk compared to compliant
cords. Non-compliant cords are more susceptible to physical damage incurred over
time due to the insulation being slightly thinner than the compliant cords. If a user is
exposed to a visibly damaged power cord, the injury incurred would most likely be
minor to moderate, such as discomfort, tingling, or a minor burn; more serious adverse
health consequences may occur in rare situations and higher-risk populations. Baxter
has not received any reports of patient injury associated with this potential safety

issue.
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Baxter

Action to be
taken by the
user

Further
information and
support

Baxter is kindly asking that you take the following actions:

1. Inspect the condition of the power cords. If fraying or other damage is observed,
users should discard the power cord immediately.

2. Healthcare providers may continue to use the affected power cords after they are
inspected for damage.

3. Healthcare providers should regularly inspect the power cords for fraying or other
damage.

4. Once Baxter has replacement power cords, a follow-up notification will be sent with
additional instructions on how to request replacement power cords.

5. Complete the enclosed customer reply form and return it to Baxter via email even if
you don’t have any inventory. Returning the customer reply form promptly will
confirm your receipt of this notification and prevent you from receiving repeat
notices.

6. If you purchased this product from a distributor, please note that the Baxter
customer reply form is not applicable. If a reply form is provided by your distributor
or wholesaler, please return it to the supplier according to their instructions

7. If you distribute this product to other facilities or departments within your
institution, please forward a copy of this communication to them.

8. If you are a dealer, wholesaler, distributor/reseller, or original equipment
manufacturer (OEM) that distributed any affected product to other facilities, please
notify your customers of this Correction in accordance with your customary
procedures.

For general questions regarding this communication or any product issue you are
experiencing, contact Baxter Sales representative or below signed field action
coordinator.

We apologize for any inconvenience this may cause you and your staff.

Sincerely,

Agi Zag

CQA Specialist, FA coordinator

Baxter d.o.0., Ljubljana
Letaliska cesta 29A

1000 Ljubljana
Slovenia

T: 438614201692

Electronically signed by: Agi Zag
H . Reason: | approve this document
Signature: Date: Apr 11 2024 16-36 GMT+2

Email: agi_zag@baxter.com

M: +386 40 456 096

Attachment A: Affected Product Table Aand C
Attachment B: Customer Reply Form
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