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Plum 360 infusion pumps — user actions required to prevent risk of interrupted infusion or delay to
treatment

Identify affected pumps, which were manufactured from 29 April 2015 to 25 October 2016
inclusive — see the spreadsheet listing device serial numbers which accompanies this Medical
Device Alert and the manufacturer’s Field Safety Notice (FSN). If you are still unsure, contact the

manufacturer.

* Inspect affected pumps as detailed in the FSN. If a loose connectivity engine module or blank
display is found, remove the pump immediately from service, and contact manufacturer for

repair.

e If the pump powers down without an alarm, use an alternative pump, and contact manufacturer
for repair.

* Assist manufacturer to schedule appointments for inspection/repair and ensure pumps are made
available to manufacturer for inspection/repair at the scheduled time/date.
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Sent to:
NHS Wales Shared Services Partnership
Directors of Public Health,
Chief Executives, NHS Trusts
Chief Executives, LHBs
Medical Directors, NHS Trusts
Nurse Directors, LHBs
Executive Nurses, NHS Trusts
NHS Direct
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Social Services
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A list of people who need to have early sight of this information is given in the Notice.
This Notice has been endorsed by the Welsh Government as being relevant to NHS Wales.

Points of particular importance in Wales:

Healthcare Quality Division
Welsh Government
Cathays Park

Cardiff CF10 3NQ
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Plum 360 infusion pumps — user actions required to prevent risk of interrupted
infusion or delay to treatment

Summary

Manufactured by ICU Medical (formerly Hospira) — potential for connectivity engine module to disengage
from main chassis, which may lead to power down without an alarm.

e Identify affected pumps, which were manufactured from 29 April 2015 to 25 October 2016 inclusive —
see the spreadsheet listing device serial numbers which accompanies this Medical Device Alert and
the manufacturer’s Field Safety Notice (FSN). If you are still unsure, contact the manufacturer.

* Inspect affected pumps as detailed in the FSN. If a loose connectivity engine module or blank display
is found, remove the pump immediately from service, and contact manufacturer for repair.

» If the pump powers down without an alarm, use an alternative pump, and contact manufacturer for
repair.

¢ Assist manufacturer to schedule appointments for inspection/repair and ensure pumps are made
available to manufacturer for inspection/repair at the scheduled time/date.

» Ensure you have read the Field Safety Notice and have completed and returned the
acknowledgement form as currently the manufacturer has not received sufficient responses.

Action by
All medical, nursing and technical staff involved in the use of these devices.

Deadlines for actions
Actions underway: 08 March 2018
Actions complete: 15 March 2018

Note: These dealines are for users to have an action plan in place and not for the repairs to be complete.

Medical Device Safety Officers (in England): ask the manufacturer to add you to their distribution list for
field safety notices (FSNs). This is to help with reconciliation.

Remember: if your organisation receives an FSN from a manufacturer, always act on it. Do not wait for a
communication from MHRA.
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Device details

The manufacturer provided a customised list of serial numbers with the FSN in June 2017. To identify
affected devices either refer to the customised list, or review the attached spreadsheet.

Manufacturer contacts

ICU Medical Customer Service
Tel: 020 3357 9400
Email: UKSupport@icumed.com

Distribution

If you are responsible for cascading these alerts in your organisation, these are our suggested distribution
lists.

Trusts (NHS boards in Scotland)
CAS and NICAS liaison officers for onward distribution to all relevant staff including:

e A&E consultants

o A&E departments

o A&E nurses

¢ Adult intensive care units

e All departments

¢ All wards

e Ambulance services directors
¢ Ambulance staff

¢ Anaesthesia, directors of

¢ Anaesthetic medical staff

¢ Anaesthetic nursing staff

e Anaesthetists

» Anti-coagulation clinics

e Cardiac laboratory technicians
o Cardiologists

¢ Cardiology departments

e Cardiology nurses

e Cardiothoracic departments
¢ Cardiothoracic surgeons

e Clinical perfusionists

e Community hospitals

e Community nurses

e Coronary care departments
o Coronary care nurses

e Day surgery units

e District nurses

e EBME departments

e Endocrinology units

¢ ENT departments

e ENT medical staff

e Equipment stores

e Equipment libraries and stores
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¢ Gastroenterology departments

¢ Gastro-intestinal surgeons

» General surgeons

¢ General surgery

¢ General surgical units, directors of
¢ Gynaecologists

¢ Gynaecology departments

¢ Gynaecology nurses

¢ Haematologists

¢ Haemodialysis nurses

» Haemodialysis units

» Health and safety managers

» Hospital at home units

¢ In-house maintenance staff

¢ Intensive care medical staff/paediatrics
e Intensive care nursing staff (adult)
e Intensive care nursing staff (paediatric)
¢ Intensive care units

o Intensive care, directors of

¢ IV nurse specialists

¢ Maintenance staff

e Minor injury units

o Maternity units

» Maxillofacial departments

¢ Medical directors

¢ Medical libraries

¢ Medical oncologists

¢ Neonatal nurse specialists

» Neonatology departments

¢ Obstetricians

» Obstetrics and gynaecology departments
¢ Obstetrics and gynaecology directors
¢ Obstetrics departments

¢ Obstetrics nurses

¢ Oncology nurse specialists

e Operating department practitioners
¢ Oral surgeons

¢ Orthopaedic surgeons

¢ Outpatient theatre managers

¢ Outpatient theatre nurses

¢ Paediatric intensive care units

¢ Paediatric nurse specialists

¢ Paediatric oncologists

¢ Paediatric surgeons

o Paediatric surgery, directors of

¢ Paediatric wards

¢ Paediatricians

¢ Paediatrics departments

¢ Palliative care teams

» Paramedics

¢ Patient transport managers

e Peritoneal dialysis units

¢ Purchasing managers

MHRA
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¢ Renal medicine departments
¢ Renal medicine, directors of
¢ Risk managers

¢ Special care baby units

¢ Supplies managers

¢ Theatre managers

¢ Theatre nurses

e Theatres

» Urological surgeons

¢ Urology departments

Independent distribution

Establishments registered with the Care Quality Commission (CQC) (England only)
e Adult placement

¢ Care homes providing nursing care (adults)

e Hospices

» Hospitals in the independent sector

¢ Independent treatment centres

e Nursing agencies

¢ Private medical practitioners

Please note: CQC and OFSTED do not distribute these alerts. Independent healthcare providers and social
care providers can sign up to receive MDAs directly from the Department of Health's Central Alerting
System (CAS) by sending an email to: safetyalerts@dh.gsi.gov.uk and requesting this facility.

England
Send enquiries about this notice to MHRA, quoting reference number MDA/2018/006 or 2017/006/013/291/012.

Technical aspects
Ruth Lloyd-Williams or Enitan Taiwo, MHRA

Tel: 020 3080 6972/7122
Email:  ruth.lloyd-williams@mbhra.gov.uk or enitan.taiwo@mbhra.gov.uk

Clinical aspects
Devices Clinical Team, MHRA

Tel: 020 3080 7274
Email: dct@mhra.gov.uk

Reporting adverse incidents in England
Through Yellow Card https://yellowcard.mhra.gov.uk/
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Northern Ireland
Alerts in Northern Ireland are distributed via the NICAS system.

Enquiries and adverse incident reports in Northern Ireland should be addressed to:
Northern Ireland Adverse Incident Centre, CMO Group,

Department of Health, Social Services and Public Safety

Tel: 028 9052 3868

Email: niaic@health-ni.gov.uk
https://www.health-ni.gov.uk/niaic

Reporting adverse incidents in Northern Ireland
Please report directly to NIAIC using the forms on our website.

Scotland
Enquiries and adverse incident reports in Scotland should be addressed to:

Incident Reporting and Investigation Centre, Health Facilities Scotland, NHS National Services Scotland
Tel: 0131275 7575

Email: nss.iric@nhs.net

Reporting adverse incidents in Scotland

NHS Boards and Local Authorities in Scotland — report to Health Facilities Scotland.

Contractors such as private hospitals carrying out NHS work and private care homes that accept social work
funded clients — report to Health Facilities Scotland.

Private facilities providing care to private clients report to the Care Inspectorate and MHRA.

Wales
Enquiries in Wales should be addressed to:
Healthcare Quality Division, Welsh Government

Tel: 02920 823 624 / 02920 825 510
Email: Haz-Aic@wales.gsi.gov.uk

Reporting adverse incidents in Wales
Report to MHRA through Yellow Card https://yellowcard.mhra.gov.uk/ and follow specific advice for
reporting in Wales in MDA/2004/054 (Wales).

MHRA is a centre of the Medicines and Healthcare products Regulatory Agency, an executive agency of the Department of Health
© Crown Copyright 2018
Addressees may take copies for distribution within their own organisations
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Potential for Connectivity Engine to Disconnect from Main Chassis (FSN dated 21 June 2017):
Plum 360 pump serial numbers requiring inspection

20645402 20645477 20645541 20645613 20645682 20645756
20645403 20645478 20645542 20645614 20645683 20645757
20645404 20645479 20645543 20645615 20645684 20645758
20645405 20645480 20645544 20645616 20645685 20645760
20645406 20645481 20645545 20645617 20645686 20645761
20645407 20645482 20645546 20645621 20645688 20645763
20645411 20645483 20645547 20645622 20645690 20645764
20645412 20645484 20645548 20645624 20645691 20645767
20645413 20645486 20645549 20645625 20645692 20645769
20645416 20645487 20645551 20645626 20645693 20645771
20645417 20645488 20645552 20645627 20645695 20645772
20645418 20645489 20645553 20645628 20645696 20645773
20645420 20645490 20645554 20645630 20645697 20645774
20645421 20645491 20645555 20645631 20645698 20645775
20645425 20645492 20645556 20645632 20645699 20645776
20645426 20645493 20645557 20645633 20645700 20645777
20645427 20645494 20645558 20645635 20645701 20645778
20645428 20645495 20645560 20645636 20645702 20645781
20645429 20645496 20645562 20645637 20645703 20645782
20645432 20645497 20645564 20645638 20645704 20645783
20645433 20645498 20645565 20645640 20645706 20645784
20645436 20645499 20645567 20645641 20645707 20645785
20645437 20645500 20645568 20645642 20645709 20645787
20645438 20645501 20645569 20645643 20645710 20645788
20645439 20645502 20645570 20645644 20645712 20645789
20645440 20645503 20645572 20645647 20645714 20645790
20645441 20645504 20645575 20645648 20645715 20645791
20645442 20645505 20645576 20645650 20645716 20645792
20645443 20645506 20645577 20645652 20645717 20645794
20645447 20645508 20645579 20645653 20645718 20645795
20645448 20645509 20645582 20645654 20645719 20645796
20645449 20645510 20645584 20645655 20645721 20645798
20645450 20645511 20645586 20645657 20645722 20645799
20645451 20645512 20645587 20645659 20645723 20645800
20645454 20645513 20645588 20645660 20645724 20645801
20645455 20645515 20645589 20645661 20645725 20645804
20645456 20645516 20645590 20645662 20645726 20645806
20645459 20645517 20645591 20645664 20645727 20645807
20645460 20645519 20645593 20645665 20645729 20645808
20645461 20645520 20645594 20645666 20645730 20645809
20645462 20645521 20645598 20645667 20645731 20645810
20645463 20645522 20645599 20645669 20645734 20645812
20645464 20645526 20645600 20645670 20645737 20645813
20645465 20645527 20645601 20645671 20645738 20645814
20645467 20645528 20645602 20645673 20645740 20645815
20645469 20645529 20645603 20645674 20645741 20645816
20645471 20645530 20645604 20645675 20645742 20645817
20645472 20645531 20645606 20645676 20645744 20645818




20645912 20646005 20646068 20646131 20646190 20646246
20645915 20646006 20646070 20646132 20646191 20646247
20645917 20646007 20646071 20646133 20646192 20646248
20645918 20646008 20646072 20646134 20646193 20646249
20646250 20646366 20646478 20646664 20646776 20646892
20646251 20646367 20646479 20646665 20646777 20646893
20646253 20646368 20646480 20646666 20646778 20646894
20646254 20646369 20646481 20646667 20646779 20646895
20646255 20646370 20646482 20646669 20646780 20646896
20646256 20646371 20646483 20646670 20646781 20646897
20646257 20646372 20646484 20646671 20646782 20646898
20646258 20646373 20646485 20646672 20646783 20646900
20646259 20646374 20646486 20646673 20646784 20646901
20646260 20646375 20646487 20646674 20646785 20646902
20646261 20646377 20646488 20646675 20646786 20646903
20646262 20646378 20646489 20646676 20646787 20646904
20646263 20646379 20646490 20646677 20646788 20646905
20646264 20646380 20646491 20646678 20646789 20646906
20646266 20646381 20646492 20646679 20646790 20646907
20646267 20646382 20646493 20646680 20646791 20646908
20646268 20646383 20646494 20646681 20646792 20646910
20646269 20646384 20646495 20646682 20646793 20646912
20646270 20646385 20646496 20646683 20646794 20646913
20646271 20646386 20646497 20646684 20646795 20646914
20646272 20646387 20646498 20646685 20646796 20646915
20646273 20646388 20646499 20646687 20646797 20646916
20646274 20646389 20646500 20646688 20646798 20646918
20646275 20646390 20646501 20646689 20646799 20646921
20646276 20646391 20646503 20646690 20646800 20646923
20646277 20646392 20646504 20646691 20646801 20646924
20646278 20646393 20646505 20646692 20646802 20646925
20646279 20646394 20646507 20646693 20646803 20646928
20646280 20646395 20646508 20646694 20646804 20646929
20646281 20646396 20646509 20646695 20646805 20646930
20646283 20646397 20646510 20646696 20646806 20646931
20646284 20646398 20646511 20646698 20646807 20646932
20646285 20646399 20646512 206466599 20646808 20646933
20646286 20646400 20646513 20646700 20646809 20646934
20646287 20646401 20646514 20646702 20646810 20646936
20646288 20646402 20646515 20646703 20646811 20646937
20646289 20646403 20646517 20646704 20646812 20646938
20646290 20646404 20646518 20646705 20646813 20646939
20646291 20646405 20646519 20646706 20646814 20646940
20646292 20646408 20646520 20646707 20646815 20646941
20646293 20646409 20646522 20646708 20646816 20646942
20646294 20646410 20646523 20646709 20646818 20646943
20646295 20646412 20646524 20646710 20646819 20646944
20646296 20646414 20646525 20646711 20646820 20646945
20646297 20646415 20646526 20646712 20646821 20646946
20646298 20646416 20646527 20646713 20646822 20646947




20646361 20646473 20646650 20646768 20646884 20647004
20646362 20646474 20646651 20646769 20646886 20647005
20646363 20646475 20646657 20646770 20646888 20647006
20646364 20646476 20646660 20646772 20646889 20647007
20646365 20646477 20646661 20646773 20646891 20647008
20647009 20647116 20647225 20647335 20647447 20647563
20647010 20647117 20647226 20647337 20647448 20647564
20647011 20647118 20647227 20647339 20647449 20647565
20647012 20647119 20647228 20647341 20647450 20647567
20647013 20647120 20647229 20647342 20647451 20647568
20647014 20647121 20647230 20647343 20647452 20647570
20647015 20647122 20647231 20647344 20647454 20647571
20647016 20647123 20647232 20647345 20647456 20647572
20647017 20647124 20647234 20647346 20647458 20647573
20647018 20647125 20647235 20647347 20647459 20647574
20647019 20647126 20647236 20647348 20647460 20647575
20647020 20647128 20647237 20647349 20647462 20647576
20647021 20647129 20647238 20647350 20647463 20647577
20647023 20647130 20647240 20647351 20647465 20647578
20647024 20647131 20647241 20647352 20647466 20647579
20647025 20647132 20647242 20647353 20647467 20647580
20647026 20647134 20647243 20647354 20647468 20647581
20647027 20647135 20647244 20647355 20647469 20647583
20647028 20647136 20647245 20647356 20647470 20647584
20647029 20647137 20647247 20647357 20647472 20647585
20647030 20647138 20647248 20647358 20647473 20647586
20647031 20647139 20647249 20647359 20647474 20647587
20647032 20647140 20647250 20647360 20647475 20647588
20647033 20647141 20647251 20647361 20647476 20647589
20647035 20647142 20647252 20647362 20647477 20647590
20647036 20647143 20647253 20647363 20647478 20647591
20647037 20647144 20647254 20647364 20647479 20647592
20647038 20647145 20647255 20647365 20647480 20647593
20647039 20647146 20647256 20647366 20647481 20647594
20647040 20647148 20647257 20647367 20647482 20647596
20647042 20647149 20647258 20647368 20647483 20647597
20647043 20647150 20647259 20647369 20647484 20647598
20647044 20647151 20647260 20647370 20647485 20647599
20647045 20647152 20647261 20647371 20647486 20647600
20647046 20647153 20647262 20647372 20647487 20647601
20647047 20647154 20647263 20647373 20647489 20647602
20647048 20647156 20647264 20647374 20647490 20647603
20647049 20647157 20647266 20647375 20647491 20647604
20647050 20647159 20647267 20647376 20647492 20647605
20647051 20647160 20647268 20647377 20647493 20647606
20647052 20647161 20647269 20647378 20647494 20647607
20647053 20647162 20647270 20647379 20647495 20647608
20647054 20647163 20647271 20647380 20647496 20647609
20647055 20647164 20647272 20647381 20647498 20647610
20647056 20647165 20647273 20647382 20647499 20647611




20647110 20647218 20647329 20647440 20647554 20647664
20647111 20647219 20647330 20647441 20647556 20647665
20647112 20647220 20647331 20647442 20647558 20647666
20647113 20647221 20647332 20647443 20647560 20647667
20647114 20647222 20647333 20647445 20647561 20647668
20647115 20647223 20647334 20647446 20647562 20647669
20647670 20647776 20647880 20647988 20648095 20648324
20647671 20647777 20647881 20647989 20648096 20648325
20647672 20647778 20647882 20647990 20648097 20648327
20647673 20647779 20647883 20647991 20648098 20648329
20647674 20647780 20647884 20647992 20648099 20648336
20647676 20647781 20647885 20647993 20648100 20648337
20647677 20647782 20647886 20647994 20648101 20648338
20647678 20647783 20647887 20647995 20648102 20648339
20647679 20647784 20647888 20647996 20648103 20648340
20647680 20647785 20647889 20647997 20648106 20648342
20647681 20647786 20647890 20647998 20648107 20648344
20647682 20647787 20647891 20647999 20648108 20648345
20647683 20647788 20647892 20648000 20648109 20648348
20647684 20647789 20647893 20648001 20648110 20648349
20647685 20647790 20647894 20648002 20648111 20648351
20647686 20647791 20647895 20648003 20648112 20648352
20647687 20647793 20647896 20648004 20648113 20648353
20647688 20647794 20647897 20648006 20648114 20648354
20647689 20647795 20647898 20648007 20648115 20648355
20647690 20647796 20647899 20648008 20648116 20648356
20647691 20647797 20647900 20648009 20648117 20648357
20647692 20647798 20647901 20648010 20648118 20648358
20647693 20647799 20647902 20648011 20648119 20648359
20647694 20647800 20647903 20648013 20648120 20648360
20647695 20647801 20647904 20648014 20648121 20648361
20647696 20647802 20647905 20648015 20648123 20648362
20647697 20647803 20647906 20648016 20648124 20648364
20647698 20647804 20647907 20648017 20648125 20648365
20647699 20647805 20647908 20648018 20648128 20648367
20647700 20647806 20647909 20648019 20648129 20648368
20647701 20647807 20647910 20648020 20648130 20648369
20647702 20647808 20647911 20648021 20648133 20648370
20647703 20647809 20647912 20648022 20648134 20648371
20647704 20647810 20647913 20648023 20648135 20648372
20647706 20647811 20647914 20648024 20648136 20648373
20647707 20647812 20647915 20648025 20648137 20648374
20647708 20647813 20647916 20648026 20648138 20648375
20647709 20647814 20647918 20648027 20648139 20648376
20647710 20647815 20647919 20648028 20648141 20648377
20647711 20647816 20647920 20648029 20648142 20648378
20647712 20647817 20647921 20648030 20648143 20648379
20647713 20647818 20647922 20648031 20648144 20648380
20647714 20647819 20647923 20648032 20648145 20648381
20647715 20647820 20647925 20648033 20648149 20648382




20647769 20647872 20647980 20648088 20648310 20648436
20647770 20647873 20647981 20648089 20648312 20648437
20647771 20647874 20647982 20648090 20648315 20648438
20647772 20647875 20647983 20648091 20648318 20648440
20647773 20647876 20647984 20648092 20648319 20648441
20647774 20647878 20647985 20648093 20648321 20648442
20647775 20647879 20647986 20648094 20648323 20648443
20648444 20648488 20648519 20648563 20648930 20649060
20648445 206484389 20648520 20648564 20648959 20649061
20648446 20648490 20648522 20648569 20648964 20649063
20648447 20648493 20648523 20648571 20648981 20649066
20648448 20648496 20648524 20648572 20648983 20649067
20648449 20648497 20648525 20648576 20648987 20649068
20648451 20648498 20648531 20648578 20648989 20649070
20648452 20648499 20648532 20648579 20648990 20649073
20648454 20648500 20648533 20648582 20648991 20649075
20648456 20648501 20648534 20648596 20648997 20649081
20648458 20648504 20648536 20648598 20649003 20649083
20648460 20648505 20648537 20648599 20649009 20649084
20648461 20648506 20648538 20648600 20649015 20649085
20648463 20648507 20648540 20648620 20649018 20649086
20648470 20648508 20648541 20648634 20649023 20649087
20648471 20648509 20648542 20648641 20649024 20649089
20648473 20648510 20648544 20648648 20649030 20649091
20648477 20648511 20648546 20648657 20649039 20649092
20648478 20648512 20648549 20648672 20649041 20649095
20648480 20648513 20648551 20648689 20649048 21145720
20648482 20648514 20648552 20648734 20649049 21145764
20648483 20648515 20648554 20648742 20649051 21145774
20648485 20648516 20648555 20648763 20649053 21145830
20648486 20648517 20648557 20648872 20649055 21145893
20648487 20648518 20648558 20648873 20649058 21145959







