22 Nov 2017 KIMAL
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(Customer Name)
(Address Line 1)
(Address Line 2)
(Address Line 3)
(Address Line 4)
(Post Code)

Kimal plc: URGENT FIELD SAFETY NOTICE
Field Safety Corrective Action

IMMEDIATE ACTION REQUIRED

Adult Altius Central Venous Catheter Kit (K2CS / K2CV) - 18G Echogenic Introducer
Needle

Dear Customer,

Kimal plc is initiating a Field Safety Notice in regards to certain lot numbers within our Altius Central
Venous Catheter range of products. The affected products have been circulated as individual Catheter
Kits and included within a Procedure pack as listed below.

The 18G Echogenic Introducer Needle included in the kit is used to perform the venepuncture,

aspiration of blood and guidewire introduction and is the component affected by this Field Safety Notice.

Description of issue:

Kimal plc has received customer complaints indicating that the 18G Echogenic Introducer Needle,
included in these kits, is in a small number of cases,_cracking during use. The reported failures have
occurred during catheter insertion, when aspirating blood into the syringe to confirm correct needle
placement or during infusion. During the aspiration process a crack in the hub has been observed and
occasionally air bubbles have been seen in the syringe. During infusion leaks have been observed.

The confirmed cases reported to Kimal plc have equated to 0.091% of stock distributed from the
affected lots. Within these affected lots the same batch of introducer needles had been used. In-house
testing has been carried out as part of this investigation to further evaluate the safety and performance
of these needles. The reported failures could not be replicated during in-house testing as all needles
met the specified test criteria.

This Field Safety Notice is being circulated due to the risk that there may be a small number of needles
within kits from the affected lots, where the crack is already present prior to use or could occur during
use. This potential defect could cause delay to the procedure if not identified prior to use.

We kindly ask you to review the instructions carefully within this Field Safety Notice, inspect your stock
d products and lot numbers and advise on the quantities in your inventory. Kimal is
er needles to be used alongside your current stock. Alternatively
you can return affected stock and receive a credit or return affected stock and receive replacement
stock depending on stock availability.
Timeframe:

Kimal plc have assigned a timeframe of 90 days to complete this Field Safety Notice.
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Products affected:

e TABLE 1: Altius Central Venous Catheter Kit Codes:

Product Code Description LOT Quantity (units)
K2CS115701P ALTIUS HP 1 Lumen CVC Set 7FR 14GA 15CM 17001 472

16012 138
K2CS115703P ALTIUS HP 3 Lumen CVC Set 7FR 15CM

17002 120
K2CS115804P ALTIUS HP 4 Lumen CVC Set 8FR 15CM 17002 312
K2CS115854 ALTIUS 4 Lumen CVC Set 8.5FR 15CM 16012 280
K2CS115855 ALTIUS 5 Lumen CVC Set 8.5FR 15CM 17001 164
K2CS115904P ALTIUS HP 4 Lumen CVC Set 9FR 15CM 16012 120
K2CS115905P ALTIUS HP 5 Lumen CVC Set 9FR 15CM 17001 736

17002 250
K2CS120701P ALTIUS HP 1 Lumen CVC Set 7FR 14GA 20CM 17001 110

16012 345
K2CS120702P ALTIUS HP 2 Lumen CVC Set 7FR 14GA 20CM

17001 570
K2CS120703 ALTIUS 3 Lumen CVC Set 7FR 20CM 17002 300
K2CS120703P ALTIUS HP 3 Lumen CVC Set 7FR 20CM 16012 290
K2CS120802 ALTIUS 2 Lumen CVC Set 8FR 20CM 16012 160

16012 111
K2CS120804P ALTIUS HP 4 Lumen CVC Set 8FR 20CM

17002 200

17001 180
K2CS120853 ALTIUS 3 Lumen CVC Set 8.5FR 20CM

17002 200
K2CS120854 ALTIUS 4 Lumen CVC Set 8.5FR 20CM 16012 640
K2CS130703 ALTIUS 3 Lumen CVC Set 7FR 30CM 16012 47
K2CS215703 ALTIUS Pro+ 3 Lumen CVC Set 7FR 15cm 17001 792
K2CS215854 ALTIUS Pro+ 4 Lumen CVC Set 8.5FR 15cm 17002 166
K2CS215904P ALTIUS PRO+ HP 4 LUMEN CVC SET 9FR 15CM 17002 111

16012 1146
K2CS215905P ALTIUS Pro+HP 5 Lumen CVC Set 9FR 15cm 17001 1664

17002 850
K2CS220702 ALTIUS Pro+ 2 Lumen CVC Set 7FR 20cm 17002 210
K2CS220703 ALTIUS Pro+ 3 Lumen CVC Set 7FR 20CM 17001 70

16012 349
K2CS220703P ALTIUS Pro+HP 3 Lumen CVC Set 7FR 20cm

17001 30
K2CS220854 ALTIUS Pro+ 4 Lumen CVC Set 8.5FR 20cm 17002 50

m ALTIUS Pro+ 5 Lumen CVC Set 8.5FR 20cm 16012 50
| i ————————— U\ CVC SET 9FR 20CM 17001 | 187

K2CVv115701 ALTIUS 1 Lumen CVC Set 7FR (14GA) 15CM 17002 10
K2CVv115702 ALTIUS 2 Lumen CVC Set 7FR 15CM 16012 1000

17001 2000
K2CVv115703 ALTIUS 3 Lumen CVC Set 7FR 15CM

17002 1000
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e TABLE 2 Altius Central Venous Catheter Kit Procedure Packs:

Quantities of the above mentioned lots have also been circulated as part of a Procedure Pack. The
procedure packs affected as listed below:

Product Code Description LOT Quantity (units)
17E0384 3
ICU Altius 15cm 5L 9FR HP
- - 17H0259 100
UK-ALT1905P-51145/P1 CVC Insertion VASPack
17H0642 80
17D0414 140
, , . 17E0545 30
UK-ALT2855-51244/P1 Altius HP 5L 15cm SFr Pr 17E0636 50
17K0133 103
Critical Care Altius 5 Lumen 17D0415 100
UK-ALT2905P-51226/P1 15cm P 17E0546 150

Our records indicate that Kimal plc has shipped a number of affected product(s) to your facility;
therefore we draw your attention to the following instructions:

1. Please review the content of this Field Safety Notice.

2. Communicate immediately to all those who need to be aware within your organisation or
to any organisation where the potentially affected devices have been transferred.

3. Please check your stock for the affected product code(s) and lot number(s) listed above.

4. Please identify and quarantine all affected stock.

5. Please complete Appendix 1 and return to Kimal indicating quantities of stock with lot
codes per quantity along with your preferred action on the tables shown.

6. Kimal plc will action your response

The co-ordinating competent authority (MHRA) is aware of this action and other regulatory authorities
concerned have also been alerted.

We regret any inconvenience this action may have caused and would appreciate your understanding as
we have taken this action in the interest of patient safety. If you have any questions, or would like further
assistance with this Field Safety Notice, please contact the following designated person.

Vigilance / Compliance Executive: Mr. Paul Beard
vigilance@kimal.co.uk
Reference: FSCA 18359

Yours Sincerely,

Kimal Plc

Attachments
Appendix 1) Confirmation of Receipt of Field Safety Notice
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Appendix 1

Confirmation of Receipt of Field Safety Notice

Kimal plc: URGENT FIELD SAFETY NOTICE
Adult Altius Central Venous Catheter Kit — K2CS and K2CV

Type of Action: Field Safety Corrective Action

Please complete this form and return a copy either by FAX or email to confirm that you have
received this confirmation, once all information has been obtained.
Fax: 0845 4379541
Email: vigilance@kimal.co.uk

Customer Name and Address:

(Please Print)

Reply confirmation completed by:
(Please Print Name)

Title:

(Please Print)

Telephone Number :

Email :

We confirm:

[[] We have read the Field Safety Notice.
We have communicated the information to staff and other services / departments / units / facilities

l
who need to know.

[[1] We have none of the affected stock

[

We have distributed the affected products to a third party organisation and will provide Kimal plc
with these details.

piiisanmaiiam fo''owing product that requires the following action (Tick appropriate action):
|
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For stock identified in Table 1 - Altius Central Venous Catheter Kit Codes please complete the

table below:
TABLE 1 Affected Stock ACTION - Tick appropriate action
Product Code: Lot Number: Quantity 18G introducer Needle Return stock | Return stock
(pcs): Replacement and credit and receive
note alternative

For stock identified in Table 2 - Altius Central Venous Catheter Kit Procedure Packs please
complete the table(s) below depending on procedure pack received:

TABLE 2 Affected Procedure pack Stock ACTION - Tick to confirm you are following the
instructions below

Product Code: Lot Quantity
Number: | (pcs):
UK-ALT2855-51244/P1 O] This procedure pack contains a two part introducer

needle “Needle two part Introducer 18G 7cm”,. Only
use this two part introducer needle and dispose of the
introducer needle provided in the Altius Kit
UK-ALT2905P-51226/P1 ] This procedure pack contains a two part introducer

needle, “Needle 18G x 6.35cm Introducer”. Only use
this two part introducer needle and dispose of the
introducer needle provided in the Altius Kit

TABLE 2 Affected Stock ACTION - Tick appropriate action
Product Code: Lot Number: Quantity (pcs): 18G introducer Return stock Return stock and
Needle and credit note receive
Replacement alternative
UK-ALT1905P-
51145/P1
I
|
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