PHILIPS

Emergency Care and Resuscitation -1/6- FSN86100212A 2020 July 9

Urgent Medical Device Correction
HeartStart MRx Monitor / Defibrillator

HeartStart MRx Monitor/Defibrillator — Therapy Selector Switch

Dear Valued HeartStart MRx Customer,

Philips identified that the HeartStart MRx Monitor/Defibrillator Therapy Selector Switch may fail, resulting in
abnormal device behaviors. If the user performs the Shift and Operational Checks that are recommended in the
Instructions for Use and this letter, the user will be able to detect switch failures. A Therapy Selector Switch
failure may exhibit the following behaviors:

e The device may not perform the selected function.
o The therapy knob may not change to the energy setting selected.
e The device may deliver a shock with an energy level different from the setting selected by the user.

If one of these behaviors occurs in clinical use, there may be a delay of therapy or a failure to deliver the
intended therapy.

To date, Philips is not aware of any occurrences of patient harm related to the MRx Therapy Selector Switch.
This notice is intended to inform you about:
e What the problem is and under which circumstances it can occur.

e The actions that you as a customer can take to minimize the effect of the problem.
¢ The actions planned by Philips to address the problem.

This document contains important information for the continued safe and
proper use of your equipment

Please review the following information with all members of your staff who need to be aware of the
contents of this communication. It is important to understand the implications of this communication.

Please retain a copy with the equipment Instruction for Use.

If you need any further information or support concerning this issue, please contact your local Philips
representative or call us at <Philips representative contact details to be completed by the KM / country>.

Philips apologizes for any inconveniences caused by this problem.

Sincerely,

Tl ts

Tanya DeSchmidt
Director, Quality, Emergency Care and Resuscitation
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HeartStart MRx Monitor/Defibrillator — Therapy Selector Switch

AFFECTED PRODUCTS | Product: HeartStart MRx Monitor/Defibrillators with model numbers:

Commercial {Sales) Product Numbers
861288  M3535A 861483  M3536M4
861289  NM3536A 861484  M3536M5
861464 135360 861491 M3536M6
861465  M353BMC 860386  M3536M7
861481 h13536M2 860397  M3536M8
861482  M3536M3 850398  M3536M9

Units Affected: Worldwide

PROBLEM The Therapy Selector Switch, controlled by the therapy knob, is used to turn the
DESCRIPTION HeartStart MRx on in the desired mode of operation and selects the energy
setting. The therapy switch may fail, resulting in the device exhibiting the
following behaviors:

*  The device may not perform the selected function.

« The therapy knob may not change to the energy setting selected.

» The device may deliver a shock with an energy level different from the
setting selected by the user.

HAZARD INVOLVED These device behaviors could result in a delay in therapy or a failure to deliver
the intended therapy.

There have been no reports of patient harm associated with the failure of the
HeartStart MRx Monitor/Defibrillator MRx therapy switch.

HOW TO IDENTIFY Philips HeartStart MRx Monitors/Defibrillators with the model numbers identified
AFFECTED PRODUCTS | above are affected by this notification.

The model and serial number of the HeartStart MRx Monitor/Defibrillator is
printed on the primary label on the back of the device, in battery bay B.
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HeartStart MRx Monitor/Defibrillator — Therapy Selector Switch

ACTION TO BE TAKEN | The MRx is safe to use and can remain in service if the device does not exhibit
BY CUSTOMER / USER | any of the behaviors described in this Notice.

If an MRx device does experience a switch failure as described in this
notification, contact your local Philips representative, who can arrange for a
replacement of the switch at no charge.

For your MRx devices, continue to perform the Shift and Operational Checks
described in the Instructions for Use, Maintenance Chapter (“IFU").

However, to detect possible switch failures as early as possible, the Weekly
Shock Test, which is part of the Shift Check described in the IFU, should instead
be performed daily.

Because an Operational Check includes a Shock Test, it is not necessary to
perform a Shock Test on days when an Operational Check is performed. Both
the Shock Test and Operational Check involve the user delivering a test shock
and then verifying that the energy level displayed on the screen matches the
energy setting of the Therapy Selector Switch.

For convenience, excerpts from the IFU related to Operational and Shift Checks
are reprinted below. These checks are consistent with the guidance from the
American Hospital Association for maintaining device readiness.

A copy of this Field Safety Notification should be kept with each HeartStart MRx
Instructions for Use.

20: Maintenance Opurztional Chack

Operational Check

Opweeational Checks shonhd be perfiaomed st sepular itervals w0 supglensent the boaly, dafy, and woekly
Aviteenated Fess cxecinal by the DleanSean MR Automated Teus provide adoqrae renrame thar the
dovie s s a foactional state of oeadmes. Opoationd Chedo supplement the Autinated Teats by
verifying theeapy cables, the BUC cabille, paddles, asdin, the Change and Sheck bmtons, Thempy Knob,
anxd CPR meter, along with sephicating the Weekdy tnt. Operational Checks abv notify you of the battery,
NI modisle, or €O, mudule nevd calibranion

WARNING: e s the Dbeandeart MR i not conmstad ue the patient whan perfisrming an Cperassonsal £ dseck

NOTES: b issmporeant oo cstaldish 2 sohadude G conbucasng € dpermional Checks, as well as for chedking sugpglios
ansl accensarnsy aoctated with the HeastMan MEx This will enaee that the devsos i neaby oy mncanton
sl vt therapy. The Operstional Check i i wiih 2 bacrery maalbad g isfleu opronal operigig
condstsons for defibalianon. The device smtomanally dikonmets ACAR e
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HeartStart MRx Monitor/Defibrillator — Therapy Selector Switch

ACTION TO BE TAKEN
BY CUSTOMER / USER

(continued) Shift Checklist

In order 1o ensure defibrillatoes are ready when needed, the American Heart Association (AHA)
recommends that users complete a checklist, often referred to as a shifi check, at the beginaing of cach
change in personael. The activitics on this check list include verifying that the appropriate supplies and
accessories are present, the device is plugged in and has sufficiem battery power, and the device is ready
for use. Philips Healtheare supports the AHA checklist recommendations and has provided a Shift
Checklist dociment with the device and published a copy in this book. Sce the “Appendix | - Heartbtan
MRx Shift Checkliss™ on page 363.

Woeekly Shock Test

in addition 1o the shift check, you must verify the sbilicy o deliver defibrillation therapy once a week by
performing one of the following:

Shift Checklist 20: Maintenance

* Operational Check

o Weekly Shock Test (See following insteuctians.)

NOTE: TC‘S( mllﬂll}l{‘ StL‘r“iTﬂth ]!ad[.ﬂ\':.\‘ (iﬂ[crn.’l or C’X(Cfna’.! "ril\’ 133} Cﬂ(}\ usc. SCC !E’C \Ilﬂr!‘!x'-:lfi’!{ Dgﬁ[)ﬂ!!d!or
Paddles hiseructions for Use For mare infonmacion.

® To perform the Weekly Shock west:

1 “ yuvu arc llﬁing ],‘.“!\.«““Sy “]SkL‘ sure ‘llk' PJL’J]{‘S J[l(‘ ‘hl_‘ p.]d\“l: tray arce tl)u!t‘ug‘ll_\ CJ(.'.'ln \ln(‘ l]lCrE i\
no debris or residuc {induding all conductive maceriall on the clectrode surfaces of the paddles and
trav. Sceure the paddles in the paddle tray and confirm the Padent Contace Indicator (#CE LEDs
located on the stesnum paddie are not it I the LEDs light. adjust the paddles in their pockees. If the
1EDs continue 1o light, clean both the adult and pediateic paddle dectrode surfaces
or
If you arc using multifunction electrode pads. atach a test load ro che end of the patient Therapy

cable
2 lurn the Therapy knob to 150,

3 Press the Charge bunan.

NOTE: it beoomes necessary to disarm the defibrillator, press [Disarm]

4 The strip prines if configured 10 do so. Ifthe steip does net pring immediately, press the Print button.
5 !i‘ u\i]\g:

Pads. press the Shock bucton on the MRx to deliver a shock into the test load.

External paddles, stmultancously press the shack buttons located on the paddles 1o deliver a shuck

into the pockets.

G Confirm on the printed strip that the energy delivered 1o the test load is | S0 £ 23] (127) w 173])
ii not. [nkL d“.‘ dL"ViEE out (lru\c and hcgil] Eroub‘c'«.'l:h)fing

NOTE: Dctich the 1est load from the patient Therapy cable afrer performing the Shift Check. So ynur deviee §s
rtﬂd)' fn[ use \thn ']Ccdc\ly dU not [L';l‘-'lf Il’lt‘ Test l(‘.!‘{ El‘.’]fi]c‘.l -\ﬁ&‘f pcl‘f()l’minp‘ Ris) (.)r‘f:r.‘ril"n-]] ( h{.‘ck

To acknowledge receipt of this notification, please complete and fax the
Customer Reply Form to: <Philips representative contact details to be
completed by the KM / country>.
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HeartStart MRx Monitor/Defibrillator — Therapy Selector Switch

ACTIONS PLANNED BY | Philips is voluntarily providing this Field Safety Notification to remind customers
PHILIPS to perform the Shift and Operational Checks as described in the ACTION TO BE
TAKEN BY CUSTOMER / USER section of this natification. If the MRx Therapy
Switch fails, Philips will arrange for the replacement of the switch at no charge to
the customer.

FURTHER If you need further information or support concerning this notification, please
INFORMATION AND contact your local Philips representative or call us at <Philips representative
SUPPORT contact details to be completed by the KM / country>.
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HeartStart MRx Monitor/Defibrillator — Therapy Selector Switch

Customer Reply for FSN86100212A

Please complete, sign, and return this form at your earliest convenience.

Customer ID:

Contact Name:

Telephone Number:

Email Address:

Facility Name:

Street Address

City, State, Postal Code:

Country:

CUSTOMER ACKNOWLEDGEMENT
| certify the Field Safety Notification FSN86100212A was received, read, and understood by staff who

may use the HeartStart MRx and that a copy has been placed with the HeartStart MRx Instructions for
Use.

Signature: Date:

Please return your completed form at your earliest convenience by either method below.

1. Email completed and signed form to <Philips representative contact details to be completed by the KM /
country>.

2. Fax completed and signed form to <Philips representative contact details to be completed by the KM /
country>.
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