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THE EMIRATES DEPARTMENT OF HEALTH

Circular No.( 2022 / 222 ) ad; a—axs

Date: 07/10/2022
To:

All

Pharmaceutical Facilities
Healthcare Facilities
Healthcare Professionals

Subject: Safety Alert for Certain Philips
Respironics Masks for BiPAP, CPAP
Machines

Greetings,

We would like to extend you our greetings
wishing you all the best and success.

The Department of Health is alerting you all
on the safety alert regarding Certain Philips
Respironics Masks for BiPAP, CPAP
Machines (DreamWear Full Face, Amara
View Minimal Contact Full-Face Mask with
magnetic clips, DreamWisp Nasal Mask with
Over the Nose Cushion, Wisp and Wisp
Youth, and Therapy Mask 3100 NC/SP with
magnetic Clips).

This alert is due to the fact that the affected
masks contain  magnets which can
potentially affect the functioning and or/
induce the movement/dislocation of
medical implants or medical devices that
can be impacted by magnetic fields.

The affected masks are contraindicated for
patients if they or a person in close
proximity to them including household
members and caregivers who have
implanted devices inside their bodies which
may be affected by magnets, including but
not limited to:

e  Pacemakers
e Implantable cardioverter defibrillators (ICD)
. Neurostimulators
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Magnetic metallic implants/ electrodes/ valves
placed in upper limbs, torso, or higher (i.e. neck
and head)

CSF (cerebral spinal fluid) shunts (e.g., VP
(ventriculo peritoneal) shunt)

Aneurysm clips

Embolic coils

Intracranial aneurysm intravascular flow
disruption devices

Metallic cranial plates, screws, burr hole covers,
and bone substitute devices

Metallic splinters in the eye

Ocular implants (e.g., glaucoma implants, retinal
implants)

Certain contact lenses with metal

Implants to restore hearing or balance that have
an implanted magnet (such as cochlear implants,
implanted bone conduction hearing devices, and
auditory brainstem implants)

Magnetic denture attachments

Metallic gastrointestinal clips

Metallic stents (e.g., aneurysm, coronary,
tracheobronchial, biliary)

Implantable ports and pumps (e.g., insulin
pumps)

Hypoglossal Nerve Stimulators

Devices labeled as MR (magnetic resonance)
unsafe

Magnetic metallic implants not labeled for MR or
not evaluated for safety in a magnetic field

For

details of affected masks and mask

components that contain magnets, please
refer to appendix "A".

Please note that the above-mentioned
products have been distributed to certain
healthcare facilities in Abu Dhabi.

Based on the above, DOH requires that the
following immediate actions shall be taken:

1. Stop using the affected mask, if the

implant/medical device is
contraindicated against the mask
magnets.

Patients should consult their
physician immediately to determine
if another mask can be used for their
therapy. In the interim, switch to a
non-magnetic mask if available, for
continued therapy.

Household members and caregivers
with a metallic medical implant/
medical devices must ensure the
mask is kept at least 6 inches
(approx. 15.24 cm) away from the
medical implant(s)/device(s).
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notification system: https://www.doh.gov.ae/en/resources/Reporting
https://www.doh.gov.ae/en/resources/Reporting
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For further information in this regard,
please contact the pharmacovigilance
program via e-mail:

PVE@doh.gov.ae

Anbins 448 W oodlel 559 Loy a1 ezl (0 ctlel
We hope that all will adhere to the above, Jaall
for the best interest of work.
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Thanking you for your kind cooperation,,,
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Appendix A - Devices Impacted:

Amara View Minimal Contact Full-Face Mask

Wisp and Wisp Youth Masal Mask

Part Description Part # Description
1090602 | S Amara View Mask w/HGR 1024050 | WISP MASK, CLEAR FRAME, W/ HDGR, DOM
1020603 | M Amara View Mask w/HGR 1024051 | WISP MASK, FABRIC FRAME, W/MAG CLIPS DOM
1090604 | L Amara View Mask w/HGR 1024053 | WISP MASK, USA, FABRIC FRAME, W/ HDGR
1090622 | 5 Amara View Mask w/ HGR, DOM 1094060 | WISP MASK, CLEAR FRAME, W/ HDGR, INTL
1020623 | M Amara View Mask w/ HGR, DOM 1094061 | WISP MASK, FABRIC FRAME, W/ HDGR, INTL
1020624 | L Amara View Mask w/ HGR, DOM 1024062 | WISP MASK, CLEAR FRAME, W/ HDGR, INTL SE
1090641 | X5 Amara View Mask w/HGR, JFN 1094070 | WISP MASK, CLEAR FRAME, W/ HDGR, JPN SE
1090642 | 5 Amara View Mask w/HGR, JPN 1094071 | P, WISP MASK, FABRIC FRAME, W/ HDGR, JPN
1090643 | M Amara View Mask w/HGR, JPN 1024072 | 5/M, WISP MASK FABRIC FRAME, W/ HDGR JPN
1090644 | L Amara View Mask w/HGR, JPN 1094073 | L, WISP MASK, FABRIC FRAME, W/ HDGR, /PN
1020651 | XS Amara View Mask SE w/HGR, JPN 1109298 | WISP YOUTH MASK, FABRIC, W/MAG CLIPS DOM
1090652 | 5 Amara View Mask 5E w/HGR, JPN 1113954 | XL, Wisp Mask, Fabric Frame, w/ HDGR, JP
1090653 | M Amara View Mask SE w/HGR, JPM 1117119 | MW, Wisp Mask, Fabric Frame, wf HDGR, 1P
1020654 | L Amara View Mask SE w/HGR, JPN 1118060 | P, WISP MASK, CLEAR FRAME, W/ HDGR, DOM
1090662 | S Amara View Mask w/HGR, INTL 1118061 | 5/M, WISP MASK CLEAR FRAME, W/ HDGR DOM
1020663 | M Amara View Mask w/HGR, INTL 1118062 | L, WISP MASK, CLEAR FRAME, W/ HDGR, DOM
1090664 | L Amara View Mask w/HGR, INTL 1118063 | XL, WISP MASK, CLEAR FRAME, W/ HGR, DOM
1020670 | Amara View Mask w/HGR, FitPack 1118064 | P, WISP MASK, FABRIC FRAME, W/ HDGR,DOM
1020696 | RP — Amara View Headgear, L 1118065 | 5/M, WISP MASK FABRIC FRAME W,/ HDGR,DOM
1020697 | RP-Amara View Headgear, Standard 1118066 | L, WISP MASK, FABRIC FRAME, W/ HDGR,DOM
1135080 | S AMARAVIEW MASK SE W/ HGR 1118067 | XL, WISP MASK, FABRIC FRAME W/ HGR, DOM
1135081 | M AMARA VIEW MASK SE W/ HGR 1120434 | Wisp/DreamWisp Magnetic Headgear Clip, RP
1135082 | L AMARA VIEW MASK 5E W/ HGR 1137360 | Wisp Masal Lab Mask, Fabric Frame, DOM
1136626 | Amara View Magnet Clip 1137361 | Wisp MNasal Lab Mask, Clear Frame, DOM
1090670RTL | AMARA VIEW MASK W/HGR, FITPACK-RTL 1137366 | 5/M, Wisp Lab Mask, Fabric Frame, DOM
1136626RTL | Amara View Full Face Magnetic Clips 1137367 | L, Wisp Nasal Mask, Fabric Frame, DOM
1137368 | 5/M, Wisp Nasal Mask, Clear Frame, DOM
1137369 | L, Wisp Masal Mask, Clear Frame, DOM
DreamWear Full Face Mask 1137370 | COMBOPACK, WISP LAE MASK ,DOM
Part # Description 1138989 | P, WISP MASK,CLEAR FRAME, W/HDGR, 1118060
1133344 | 5, DreamWear UTN Nsl/Full, Combo Pack 1138991 | L, WISP MASK, CLEAR W/ HDGR, DOM 1118062
1133345 | M, DreamWear UTH Nsl/Full, Combo Pack 1138992 | XL, WISP MASK, CLEAR FRAME, W/ HGR, 1118063
1133370 | 5, DreamWear Full, Sm & Med Frm, INTL 1138393 | P, WISP MASK FABRIC FRAME W/HDGR,1118064
1133371 | M, DreamWear Full, 5m & Med Frm, INTL 1138994 | 5/M,WISP MASK FABRICFRAME W/HDGR, 1118065
1133372 | L, DreamWear Full, Sm & Med Frm, INTL 1138995 | L, WISP MASK, FABRIC FRAME, W/HDGR, 1118066
1133373 | MW, DreamnWear Full, Sm & Med Frm 1138996 | XL, WISP MASK, FABRIC FRAME W/HGR, 1118067
1133375 | S, DreamWear Full, Sm & Med Frm, GBL 1132009 | 5/M,WISPMASK CLEAR FRAME, W/ HDGR 1118061
1133376 | M, DreamWear Full, 5m & Med Frm, GBL 1094051RTL | WISP MASK, FABRICFRM, W/MAG CLIPS DOM-RTL
1133377 | L, DreamWear Full, Sm & Med Frm, GBL 1148366 | DreamWisp,/Wisp Magnetic Clips - RTL
1133378 | MW, DreamWear Full, 5. & M. Frm, GBL
1133380 | 5, DreamWear Full, M_ Frmn W/ HGR, GBL




1133381 | M, DreamWear Full, Med Frm W/ HGR DreamWisp Nasal Mask with Over the Nose Cushion
1133382 | L, DreamWear Full, Med Frm W/ HGR Part # Description

1133383 | MW, DreamWear Full, Med Frmn W/ HGR 1137916 | Fitpk DreamWisp Nsl, MED Con W/HGR GBL
1133385 | 5, DreamWear Full, Sm Frmm W)/ HGR, GBL 1137918 | FitPk DreamWisp Nsl, MED Con W/ QO HGR GBL
1133386 | M, DreamWear Full, Sm Frm W/ HGR 1137921 | FitPk, DreamWisp Nsl, MED Con W/ HGR INT
1133387 | L, DreamWear Full, Sm Frm W/ HGR, GBL 1137922 | P, DreamWisp Nsl, Med Con W/ HGR GBL
1133388 | MW, DreamWear Full, 5m Frm W/ HGR, 1137923 | 5, DreamWisp Nsl, Med Con W/0 HGR GBL
1133390 | S, DreamWear Full, Lg Frm W/ HGR, GEBL 1137924 | M, DreamWisp Nsl, Med Conn W/0 HGR GBL
1133391 | M, DreamWear Full, Lg Frm W/ HGR, GBEL 1137925 | L, DreamWisp Msl, Med Con W/0 HGR GBL
1133392 | L, DreamWear Full, Lg Frmn W/ HGR, GBL 1137926 | XL, DreamWisp Nsl, Med Con W/0O HGR GBEL
1133393 | MW, DreamWear Full, Lg Frm W/ HGR 1137927 | P, DreamWisp NSL, SM CON, W/HGR, GBL
1133395 | DreamWear Full, Demo Pack 1137928 | 5, DreamWisp NSL, 5M CON, W/HGR, GBL
1133400 | FitPack, DreamWear Full, Med Frame 1137929 | M, DreamWisp NSL, Sh CON, W/HGR, GBL
1133401 | DreamWear Full, Med Frm W/0 HGR, GBEL 1137930 | L, DreamWisp MSL, SM CON, W/HGR, GEL
1133405 | 5, DreamWear Full, Med Frm W/0 HGR 1137931 | XL, DreamWisp NSL, SM CON, W/HGR, GBL
1133406 | M, DreamWear Full, Med Frm W/0 HGR 1137932 | P, DreamWisp Nsl, Med Con, W/HGR, GBL
1133407 | L, DreamWear Full, Med Frm W/ HGR 1137933 | 5, DreamWisp Nsl, Med Con, W/HGR, GBEL
1133408 | MW, DreamWear Full, Med Frm W/O 1137934 | M, DreamWisp Nsl, Med Con, W/HGR, GBL
1133410 | 5, DreamWear Full, 5m Frm W/0 HGR 1137935 | L, DreamWisp Msl, Med Con, W/HGR, GBL
1133411 | M, DreamWear Full, Sm Frm W/ 0 HGR 1137936 | XL, DreamWisp Nsl, Med Con, W/HGR, GBL
1133412 | L, DreamWear Full, 5m Frm 'W,/0 HGR 1137937 | P, DreamWisp N5L, SM CON, W/HGR, INT
1133413 | MW, DreamWear Full, Sm Frm W/0 HGR 1137938 | S, DreamWisp NSL, 5M CON, W/HGR, INT
1133415 | 5, DreamWear Full, L Frm W/O HGR, GBL 1137939 | M, DreamWisp NSL, SM CON, W/HGR, INT
1133416 | M, DreamWear Full, Lg Frm W/0 HGR 1137940 | L, DreamWisp NSL, SM CON, W/HGR, INT
1133417 | L, DreamWear Full, Lg Frm W/O HGR, GBL 1137941 | XL, DreamWisp N5L, SM CON, W/HGR, INT
1133418 | MW, DreamWear Full, Lg Frm W,/0 HGR 1137942 | P, DreamWisp Nsl, Med Con, W/HGR INT
1133423 | 5/M, DreamWear Full, 5m Frm w/ HGR 1137943 | 5, DreamWisp Nsl, Med Con, W/HGR INT
1133424 | 5/M, DreamWear Full, Med Frm w/ HGR 1137944 | M, DreamWisp Nsl, Med Con, W/HGR INT
1133425 | S/M, DreamWear Full, Lg Frm w/ HGR 1137945 | L, DreamWisp Msl, Med Con, W/HGR INT
1133427 | W, DreamWear Full, Med Frm W/ HGR 1137946 | XL, DreamWisp Nsl, Med Con, W/HGR INT
1133430 | 5, DreamWear Full Cushion, RP 1137947 | P, DreamWisp Nsl, 5-M-L Con, W/HGR, JPN
1133431 | M, DreamWear Full Cushion, RP 1137948 | 5, DreamWisp Nsl, 5-M-L Con, W/HGR, IPN
1133432 | L, DreamWear Full Cushion, RP 1137949 | M, DreamWisp Nsl, 5-M-L Con, W/HGR, IPN
1133433 | MW, DreamWear Full Cushion, RP 1137950 | L, DreamWisp Msl, S-M-L Con, W/HGR, JPN
1133434 | W, DreamWear Full Cushion, RP 1137951 | XL, DreamWisp Nsl, 5-M-L Con, W/HGR, JPN
1133435 | 5, DreamWear Full Cushion, RP, JPN 1137953 | LABPK DreamWisp ALL CON 5/M/L CUSH W/HGR
1133436 | M, DreamWear Full Cushion, RP, JPN 1137954 | P/¥L LABPK DreamWisp LAB PACK, 5/L con
1133438 | W, DreamWear Full Cushion, RP, JPN 1137955 | Combo LabPK DreamWisp

1133450 | DreamWear Full Headgear, RP 1137964 | DreamWisp HEADGEAR, RP

1133454 | Headgear Magnet Clip, RP 1137965 | Dream'Wisp LARGE HEADGEAR, RP

1135275 | 5, DreamWear Full, Sm and Med Frm 1137966 | DreamWisp RS HEADGEAR, RFP

1135276 | M, DreamWear Full, Sm and Med Frm 1139332 | P, DreamWisp Msl, 5-M Con, W/HGR KR
1135277 | 5W, DreamWear Full 5m and Med Frm 1139333 | 5, DreamWisp Nsl, 5-M Con, W/HGR KR
1135278 | MW, DreamWear Full,.5m and Med Frm 1139334 | M, DreamWisp Nsl, 5-M Con, W/HGR KR
1135327 | 5, DreamWear Full, 5m & Med Frm, KR 1139335 | L, DreamWisp Msl, 5-M Con, W/HGR KR
1135388 | M, DreamWear Full, Sm & Med Frm, KR 1139336 | XL, DreamWisp Nsl, 5-M Con, W/HGR KR




1135389 | 5W, DreamWear Full, 5m & Med Frm, KR 1144344 | DreamWisp RS HEADGEAR-Lab, RP

1135390 | MW, DreamWear Full, 5m & Med Frm 1144345 | DreamWisp LARGE HEADGEAR-Lab, RP

1137430 | Fitpack, DreamWear Full Lab,Med Frm 1144346 | DreamWisp HEADGEAR - Lab, RP

1137431 | Ext Sizepack,DreamWear Full Lab Msk 1144502 | FitPack, DreamWisp, USA

1137437 | 5, DreamWear Full Lab Msk,Med Frame 1148409 | DreamWisp Headgear (R3)- RTL

1137438 | 5, DreamWear Full Lab Mask,5m Frame 1148410 | DreamWisp HEADGEAR, RP- RTL

1137439 | M, DreamWear Full Lab Msk,Med Frame 1148411 | DreamWisp LARGE HEADGEAR, RP- RTL

1137440 | COMBOPACE, DREAMWEAR FULL LAB 1148913 | P, DreamWisp Nsl, 5-M Con, W/HGR CN

1140235 | 5, DreamWear Full, Med Frm W/ HGR 1148914 | 5, DreamWisp Msl, 5-M Con, W/HGR CN

1143130 | FitPack, DreamWear Full, Med Frame 1148915 | M, DreamWisp Nsl, 5-M Con, W/HGR CN

1144347 | DreamWear Full Headgear - Lab, RP 1148916 | L, DreamWisp Nsl, 5-M Con, W/HGR CN

1146593 | 5, DreamWear Full Cushion, RP - RTL 1148917 | XL, DreamWisp Msl, 5-M Con, W/HGR CN

11456594 | M, DreamWear Full Cushion, RP - RTL 1137942AP | P, DREAMWISP NSL, MED CON, W/HGR, AP

1146595 | L, DreamWear Full Cushion, RP - RTL 1137942CE | P, DREAMWISP NSL, MED CON, W/HGR, CE

1145526 | MW, DreamWear Full Cushion, RP - RTL 1137942RC | P, DREAMWISP NSL, MED CON, W/HGR, RC

1145597 | DreamWear Full Headgear, RP - RTL 1137943AP | 5, DREAMWISP NSL, MED CON, W/HGR, AP

1148363 | DreamWear Full Face Magnet Clip - RTL 1137943CE | 5, DREAMWISP NSL, MED CON, W/HGR, CE
1133375RTL | DreamWear Full Face Mask Kit, Small 1137943RC | 5, DREAMWISP N5L, MED CON, W/HGR, RC
1133376RTL | DreamWear Full Face Mask Kit, Medium 1137944AP | M, DREAMWISP N5SL, MED COM, W/HGR, AP
1133377RTL | DreamWear Full Face Mask Kit, Large 1137944CE | M, DREAMWISP NSL, MED COM, W/HGR, CE
113337BRTL | DreamWear Face Mask Kit, M. Cushion 1137944RC | M, DREAMWISP NSL, MED CON, W/HGR, RC
1133430RTL | 5, DREAMWEAR FULL CUSHION, RP-RTL 1137945AP | L, DREAMWISP NSL, MED CON, W/HGR, AP
1133431RTL | M, DREAMWEAR FULL CUSHION, RP-RTL 1137945CE | L, DREAMWISP NSL, MED CON, W/HGR, CE
1133432RTL | DreamWear Full Face Cushion, Large 1137945RC | L, DREAMWISP NSL, MED CON, W/HGR, RC
1133433RTL | DreamWear Full Face Cushion, Medium 1137946AP | XL, DREAMWISP NSL, MED COM, W/HGR, AP

1137946CE | XL, DREAMWISP NSL, MED CON, W/HGR, CE
1137946RC | XL, DREAMWISP NSL, MED CON, W/HGR, RC
Therapy Mask 3100 NC/SP 1137916RTL | FITPK DREAMWISP NSL, MED COM W/HGR -RTL

1144608 | Therapy Msk 3100 NC, fitpack, w/HGR

1144610 | Therapy Msk 3100 5P, fitpack, w/HGR

1145038 | Therapy Msk 3100 NC, fitpack, w/HGR

1145039 | Therapy Mask 3100 NC, fitpack, w/HGR

1145040 | Therapy Mask 3100 NC, fitpack, w/HGE

1145041 | Therapy Mask 3100 NC, fitpack, w/HGR

1145044 | X5, Therapy Mask 3100 NC, w/oHGR, GBL

1145045 | S, Therapy Mask 3100 NC, w/oHGR, GBL

1145046 | M, Therapy Mask 3100 NC, w/oHGR, GBL

1145047 | L, Therapy Mask 3100 NC, w/oHGR, GBL

1145048 | MW, Therapy Mask 3100 NC, w/oHGR

1145049 | Therapy Msk 3100 5P, fitpack, w/HGR,

1145050 | Therapy Mask 3100 5P, fitpack, w/HGR

1145051 | Therapy Mask 3100 5P, fitpack, w/HGR

1145052 | Therapy Mask 3100 5P, fitpack, w/HGR

1145055 | X5, Therapy Mask 3100 SP, w/oHGR, GBL

1145056 | 5, Therapy Mask 3100 5P, w/oHGR, GBL

1145057 | M, Therapy Mask 3100 5P, w/oHGR, GBL




1145058 | L, Therapy Mask 3100 5P, w/oHGR, GBL
1145059 | MW, Therapy Mask 3100 5P, w/oHGR
1145060 | Therapy Mask 3100 NC-5P, demopack
1145061 | Therapy Msk 3100 NC, lab fitpack, single
1145062 | Therapy Msk 3100 5P, lab fitpack, single
1145063 | Therapy Mask 3100 NC-5P, lab combo
1145064 | X5, Therapy Mask 3100 NC, cushion, RP
1145065 | 5, Therapy Mask 3100 NC, cushion, RP
1145066 | M, Therapy Mask 3100 MC, cushion, RP
1145067 | L, Therapy Mask 3100 NC, cushion, RP
1145068 | MW, Therapy Mask 3100 NC, cushion, RP
1145069 | X5, Therapy Mask 3100 5P, cushion, RP
1145070 | 5, Therapy Mask 3100 5P, cushion, RP
1145071 | M, Therapy Mask 3100 5P, cushion, RP
1145072 | L, Therapy Mask 3100 5P, cushion, RP
1145073 | MW, Therapy Mask 3100 5P, cushion, RP
1145074 | Therapy Mask 3100 NC-5P, frame, RP
11454592 | XS, Therapy Mask 3100 NC, w/HGR, GBL
1145460 | 5, Therapy Mask 3100 NC, w/HGR, GBL
1145461 | M, Therapy Mask 3100 NC, w/HGR, GBL
1145462 | MW, Therapy Mask 3100 NC, w/HGR, GBL
1145463 | L, Therapy Mask 3100 NC, w/HGR, GBL
1145464 | XS, Therapy Mask 3100 5P, w/HGR, GBL
1145465 | 5, Therapy Mask 3100 SP, w/HGR, GBL
1145466 | M, Therapy Mask 3100 5P, w/HGR, GBL
1145467 | MW, Therapy Mask 3100 5P, w/HGR, GBL
1145478 | L, Therapy Mask 3100 5P, w/HGR, GBL
1145916 | Therapy Mask 3100 NC, lab fitpack, GBL
1145917 | Therapy Mask 3100 5P, lab fitpack, GBL

Images of the affected masks are shown below.
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Figure 1: Figure 2: Figure 3: Figure 4: Figure 5:
Amara View DreamWisp DreamWear Wisp and Therapy
Full Face Nasal Mask Full Face Wisp Youth Mask 3100
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