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Urgent Field Safety Notice

ThermoScientific™ Oxoid™ AMC30 Amoxycillin / Clavulanic Acid
Antimicrobial Susceptibility Discs CT0223B

For Attention of": Lab Managers

Contact details of local representatnee (nams, e-mail, telephone, address etc. )"
E_mai - mbd viglancef@thermofisher.com

Telephones: +44{0} 1256 841144

Fax: +44(0) 1255 472525
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Urgent Field Safety Notice (FSN)
ThermoScientific™ Oxoid™ AMC30 Amoxycillin / Clavulanic Acid
Antimicrobial Susceptibility Discs CT02238

1. Information on Affected Devices®

i 1. Device Type(s)"
Antimicrobial Susceptibility Discs
1. 2. Commercial mame{s)

ThermoScientific™ Cooid™ AMC30 Amoxycillin / Clavulanic Acid Antmicrobial
Suscepiibility Discs CTO2238
i- 3. Unigue Device Identfien]s) (UDI-0H)
05032384008533

4. Prmary clinical purpose of device(s)"
ThermoScientific™ Ouwoid™ Antimicrobial Susceptibility Test Discs are used in the semi-
gquantitative agar diffusion test method for in vitro susceptibility testing. Used in a
diagnostic workflow to aid clinicians in determining potential treatment options for
patients suspected of having a microbial infection, these discs are intended o
determine susceplibility against microcrganisms for which amoxycillin and clavulanic
acid have been showm to be active both clinically and in vitro. To be used with & pure,
agar grown cufture, Cooobd Antimicrobial Susceptibility Test Discs are for professicnal
use only and are neither automated, nor a companion diagnostic.

vk

1= 5. Device Model/Catalogue/part number(s}"
CTD2238

1 6. Software version
MNIA

1. 7. Affected serial or kot number range

Lok Expiry date

Z341375 20052021
2343397 03.06.2021
23041482 2008 2021
2403210 1.0 02
24080548 02102021
2438023 27 112021
2438038 2r 11201
2457651 0601 2022
2463120 1401
2464503 1304 A
2481412 1403 M2
2511707 24 4. 202
2808078 1607 M2
2832607 05,08 x>
2840771 26.08 2022
ZB3608S 18.02 023
ZOERATE 15.04 2023
ZOEE03T 2004 203
JETEAGS 20052023

1. 8. Associated devices
MA
1
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2. Reason for Field Safety Cormmective Action (FSCA)®
2. 1. Desgripticn of the product problem™
An internal investigation by Oxoid Limited, part of Therma Fisher Scientific, has
confirmed that the above lots of CTO223B, ThemoScientific™ Owxoid ™
Amoeycilin/Clavulanic Acid Antimicrobial Susceptibility Discs, are giving small zones of
inhibition for Quality Control organism Ezcherichia colfl ATCC*35218™. The zones of
inhibition are cutside the specified CLSVEUCAST 17-22 mm limits.
2 2. Hazard giving rise io the FSCA"
Continued use of these lots could produce false resistance resulis leading to mimor
delays in overall effective therapy.
2 3. Probability of problem arising
The data collected demonstrates that the identified batches would have performed
saticfactonly if used within the first year of their allotted shelf-life. Quality control testing
in the clinical laborafony should identify cut of specification zones readily and clinical
tests would not be reporied.
2 4. Predicted risk to patientusers
Mo identified risk fo user.
Potential to exhibit false resistance to clinical strains which may in tum result in a different
antimicrobial agent being used for patient treatment. The clinical sk of this sefting is
considered low as resistance to amoxycillin-clavulanic acid in clinical settings where itis
used for oral treatment (e.g. uncomplicated urinary infections) are relatively low (215 %),
It is curmently unknown if smaller comcentraticns of the two agents in these batches would
show false resistance to solates (particulary ESBLs) with lower MICs to amcoooycillin.
2 5. Further information to help characterise the problem
If Quality Control testing is performed, this issue will be detected by producing small, ocut
of specification zones of inhibition with Escherchia Coli ATCC®*5218™,
2 6. Background on lssue
This issue is cumently suspected to be caused by differing levels of residual moisture
the product, leading to faster rates of degradation of the primarny antibictic and the beta-
lactamase inhibitor.
2. 7. Other information relevant to FSCA
A

3. Type of Action to mitigate the Risk*
3. | 1. Acton To Be Taken by the User”

= ldentify Device & Quarantine Device O Retum Device & Destroy Device
O Oin-site device modficatonfinspection
[E Follow patient management recommendations

O Take note of amendmentreinforcement of Instrections For Use (IFLL

O e O None
3. | 2. By when should the
action be completed? Without undue delay
2
Quality Procedure: Field Corrective Action And Form No.: QC-11-02 Rev:0 | Page 11 of
Field Safety Notice Procedure QP-QC-11 Effective Date: 05/03/2021 15

www.thermofisher.com



ThermoFisher

eERTInE FIELD CORRECTIVE ACTION
NOTIFICATION AND REPORT FORM

ThermoFisher

SCIENTIFIC

Wl miw b b i ey g 0w

Rev 1: September 2018
FENM Ref: FSN-2021-0006 FSCA Ref FSN-2021-0D06

3. | 3. Parbcular considerations for D

Iz follew-up of patients or review of patients’ previcus results recommended?
Yes

Clinical tests whereby this product has produced a result above the resistance
breakpoint should be reviewed and retested as required.

3. | 4. Is customer Reply Required? * Wes

(If yes, form attached specifying deadline for return)
3. | 5 Action Being Taken by the Manufacturer

& Product Removal O On-site device modificatoninspecton
O Software upgrade O IFY or labeSing change
O Orteer O Mone

3 | 6. By when should the Without undue delay
action be completed?

3. | 7. Isthe FSN required to be communicated to the patient Mo
flay user?

3 | 8 If yes, has manufacturer provided additional information suitable for the patientiay
user in a patientlay or non-professional user information lefter/shest?
Choose an item Choose an ibem. MA

4. General Information®

4. 1. FSHN Type" Mew
4. | 2. For updated FSN, reference number and date of MIA
previous FSM
4. | 3. For Updated FSMN, key new information as follows:
MNIA

4. (4. Further advice or information already expected im Mot planned yet
follone-up FSRT "
. I follow-up FSM expected, what is the further advice expected to relate to:

MIA
8. Antcipated timescale for follow-up FSN MSA

4. | 7. Manufacturer information
{For contact defails of local mpresentative refer fo page 1 of fis FSN;

a.  Company Mame Themno Fisher Scientfic

b. Address Wade Road, Basingstoke,
Hampshire
RG24 8PW

c. Website address whanw thermofisher.comifmic
robiology

4. | 8. The Competent (Regulatony) Authority of your country has been informed about this
communication to customers. "

3
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4.

8. List of attachments/appendices:

Customer Response Form

4.

10. Mame

James Filer
\ice President, Quality and
Regulatory, MBD

Signature

.,ﬁ:u.'-:-'! £ l-"_._"'

Transmission of this Field Safety Notice

This notice nesds o be passed on all those whio need to be aware within your crganisation or o
any crganssation where the potentially affected devices have been transferred. (As appropnate)

Please transfer this notice o other organisabons on which this action has an impact (As

appropriate )

Pleass maintain awareness on this notice and reswiting acton for an appropriate pericd o ensure

effectivensss of the comective action.

Please report 2l device-related incidents to the manufacturer, distributor or local representative,
and the nabonal Competent Authornty i appropriaie. as this provides mportant feedback.”
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1. Field Safety Notice (FSN] information

F3MN Refersnce number® FSN-2021-0006

FSM Dabe" 10 June 2021

Product Device name™ ThermoScientific™ Oxoid™ AMC30 Amoxycillin | Clawvulanic Acid
Antmicrobial Susceptibility Discs

Product Codeis) CTO02228

Batch/Sernal Mumber (s) Vanicus — refer to Field Safety Motice

2. Customer Details

Account Mumber

Organisation Name"

Organisation Address"”

DepartmentUnit

Shipping address i different to abowve

Contact Name"

Tithe or Function

Telephone number”

Email*

3. Customer acfion undertaken on behalf of Healthcare Organisation

I:l | gonfime receipt of the Field Safety Motice and that |
read and understood is content

D | performed all actions requested by the FSRL

D The information and required actions have been
brought to the atention of 28 relevant wsers and
execubed.

D | hawe retumed affected dewices - enter number of Qb LotiSenal Date Retumed
devices retumed and date complete or NIA Iuarmier: (DM

Comments:

D | hawe destroyed affected devices — enter number ity LotiSenal Date Retumed

destroyed and date complete. Mumber: (DEVMMMYY )

ity Credit O Replacement O

Comments:

Mo affected dewices are availabie for refumd
destruction

Other Action [Define]:

L]
L]
D | do not have any affected devices.
[]

| hawe a guery please contact me (e g. need for
replacement of the product).

Print Hame"

4_ Return acknowledpement to sender

Email

MBD vigilancef@ithemmofisher.com

Telephone Mumbser & Fax

Ted - +44(0) 1256 841144
Fam +44(0) 1256 470525

Dieadline for retuming the reply form®

9 July 2021

Mandatory fizigs ane marked wih "
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It is important that your organisation takes the actions detailed in the F5N and confirms that you have
received the FSN. Your organisation’s reply is the evidence we need to monitor the progress of the
commective actions.

i
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