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Implentaten

[Ontwkketing

New Devics for Infracranial Aneurysm Appreved in
Europe

[Wedscepe

18-feb

[Contour Neurovascular
System

0z Niet actiel implantaat |CE-markering 12 Marktioskting

[Cerus End hzs it Ewopean CE Mark
fapproval for its lead product, the Contour Neurovascular System, for the
treatment of i ansurysms. Contour System represernts a
Inew, and potentally disruptive, stendalone solution for the treatment of bifurcated
[saceular intracranial aneur nily avallable i

Klinsche
technolagie

[Risico

Pacitarel Contaversy Is Gausing CE Mark Deleys
lfor New Paciitaxel Devices

MDY

paciizvel gecoste balonnen

20 Overig [CE-markering 12 Markttoekting

[ Tension aver sients end balloons that ase efther coated with or are designed o
release pacitaxel has eased up i the United States. but across the pond may be
a different story. The mata-analysis published in late 2018 that showed an
lincreased risk of death for palients reated with pacitaxel devices seems to have
lgiven Eurapean regulaiors pause with regards to these devices, Eden Prarie, MM
lbased Surmodics subrmitted all the required modules for s SurlVell drug-coated
lballoon {DCH) ta the European nolified bady before the end of the company’s
[fiscal year 2018, but CEQ Gary Maharaj said the organizabion has tempararily
halted CE mark reviews for new paclitaxel devices pending more follcw-up date
ffrom studies on current paclitaxe| devices.

hiips:/Awww i i il VErSY=
causi -mark-delavs-new-paclitaxel-dev]

Systeem

[Ontwikiceting

con snieps up mesicel device CRO MedFass
Intemational

FierceBiotech

25-feb

[CRO

20 Overig overname CRO 11 Overig

icon s boosting ts medical device and diagnostic research offering wih 2 buycit
el for Parisian mediech CRO MedPass Infernational

hitps:f/www i o/icon-snaps-up-
medical device cro-medpass-intemational

|Fiiniscne

chogie

|

No Mortality Difference Observed in JEVT Uata-
Analysis of CLT| Patients Treated With Pacitaxel

[Endovascular Today

21-fab

paciitaxel gecoate ballonnen

20 Duerig mata-analyse pacitael |11 Oveig

|gecoate ballonnen

hittps:fevtoday g rialits

aplore the risks of pacitarer joes (PCDS) i

Ipatients with ¢hranic limb-threatening ischemia (CLTI) h

meta-analysis finding no difference n short-to midterm mortality wersis outcomes|
Jin pafients reated with uncoated devices. The study comes cn the heels of a
jsamilar meta-analysis published in the Jourmal of Interventional Radiology (JVIR)
by Katsanos et al in January 2020, abhough the studies drfer in ther nclusions,
Imethods, and resulls.

observed-in-jevi-met Ly sis-0l-Cli-
with-paclilaxel

Medische
hulpmiddelen

[Ortwikkeking

Fist Assist Device Approved and Launched in
Europe

Endovascular Today

21-feh

Fist Assist

€ Wearables, incl
sensoren op huid

CE-markening 12 Marktiosisting

[Fist Assist Dewices. LLC. announced CE Mark appecval for its wearable Fist
Assist intermitient dey i i di before fisiula

[placement and to assist in fistula vein dilation for hemodialysis for end-stage renal
Fi s evidence-based approach

Jto surgical vein enhancement for all types of arteriowenous fistulas and can be

lused to enhance vens before fistula creation as wel as aller surgery to improve

maturation. Fist Assist is 2 creative solution which for the frst time allows patients

Jlo be inveived and directly influence their fortab

and easy to use device.

Kiinische
technclogie

Meta-analysis Questions PCI vs CABG in Women
With Multivesse| Disease

[TCTMD

27-feb

PClvs CABG

20 Overig meta-analyse PCIvs CABG |11 Qverig
i viouwen

[ There are new data hinling that women with mullvesse| disease may do betrer
Jwith CABG than with PG, this time from a meta-analysis of 15 trials, although only|

hitps:rwww totmd, comynews/met-analysis-questions-
b, i di

& mincrity of these inchuded gender-saecic data

Klinische
technolagie

Ontwikkelng

Tl zichthaar i P

10-feb

fluorescentie, radioactiviteit n (11

nietiwe methode 02 Nieuwe:

de tracer di

bindt aan kwaadsardige cellen |s lechnieken

Beskivor

[De resultaten van dit eerste onderzoek werd in het v

Theranastics en zjn vesibslovend. De methore bleek te werken. Hiermes was
Riipkema s oncerzoeksgroep wereldwid de eerste de deze methade, waarin
fluarescentie, radicactitsitén de tacer die zich specifiek binct asn

cellen bi petiénten. Er
werd al op meer plaatsen gewerkt mel radiaactievs hacers &n ook wel met
lichtgevende stoffen, maar de combinatie met de specifieke iecer wes rog niet
lesrder wertoand

pe: v, radk nl/niguws/ 2020/
zicl i

ICT, eHealth &
Domofica

[Ontwikleling

|€75 miljoen voor digitsle uitwisseing medische
Degevens

ICTéhealth

11-feb

wetsvoorslel

05 EPDY paiientgegevens |extra subsidie voor 08 Economiseh nievis

[Minister Bruins zal dit jasr nog een wetswoorste! indienen om ziekenhuzen en
inizken te verpiichten ondering dighzal gegevens uit te wisselen. Om snel aan
cie wet fe kunnen veldoen wordt 75 milloen eure subsidie beschikbacr gesteld.
Uiteindalij wil Bruins dat ale : ine.in i

. hun e delen of

[xonpelen aan anps

liips:/fwww icthealth nlmicuws/e75-miljoen-voor-
digitale-uitwisseling-medische-gegevens/

hitps:/fwww nationa
lezorgeids.nl'zicken
huzen/meuws/5246
3-75-miljoen-voor-
digitale loegang-
patieni-in-cigen-
medisch.

dossier html

ICT, eHealth &
Domotica

[Weinig bewis voor betrouwbaarheid
huidkankerapps

medisch cantact

13-feb

huidkankerapp

04 App huidkanker app
onbetrounbaar

03 Waarschuwing/ncident

[De kwalited van het bewis voor id van die
[huicafwijlingen beoordeien, s slecht, Dit bifjkt uit 2en review van Karolne
[Freeman e.a. in The BAJ. De auteurs concluderen dan ook dat de huidige manier|
waarop deze apps 2en CE-markening hebben gekregen, niet voldoet, En dat men
(noa) op d e hui P te sporen

https:fwww medi i Qatste-
micuws/ni ikeliweinig-bewij
betronwt him

ICT, eHaalth &
Domotica

[Oniwikkeling

Brailletoeteeniard in race voor Global Student
Entrepreneur Award

technisch weekblad

1i-feb

brailletcetsebord

07 Gverig 107 bralestsenbord voor (01 Nisuw product

smarfphones

[TUre-startup Hable y ontuikkelt voor

hutps:www technischweekblad

hitps:/fwww cursor,

smertphones waar mee blinden via braile teksten kunnen tikken op hun

smertphone en kunnien swipen door webpagina's, Hable [s sen add-cn blustooth
jbraille toetserbord
leenvoudiger te bedienen

telt tekstin te il

bord-in-race-voor-global-studeni. =award

tue nl/mieuws/2020/

februarifweel

cntiepreneur-
award/.
hitps:/fawew dctheslt

honl/nicuws/award-
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ICT, eHeskth &
Domolica

[Ontwkketing

19

'Slimme software” vormen
slokdamkanker

21-feb

computsralgoritme

07 Overig IGT computeraigoriime 70 Nieuwe ontwikeling

[Siimme software ken fidens =en endoscople de vioege tekenen herkennzn van

met een ‘Barrett-slokdarm’. Dt bljkt ut
jonderzosk van Amsterdam UMC. de Technische Universitsit Eindhoven (TUle)
len het Catharina Eindhoven E] enlangs de
resultaten in de i en
(Gastrointestinal Endascopy. Het nicuwe :ompuhzn:\gemme geeftop cen
[bealdscherm een rode markering b een verdachte plek. De arts kan dan
Ihandelen door hat verdachie gebied nader le inspecteren en bijvoorbesid een
Ibiopt te nemen

Lilips:/ coondheidszors nlfsh i Tk

vroc, lokdarmkanker/

Systeem

Ontwikieking

G voor
medische laboratoria ter commentaar

21-feb

NEN-EN-ISO 15183

05 Standaaidisatie. wel-
regelgeningMoBo

1€ Wel enregeigeung  |hesziening norm

INEN-EN-ISC 15189 ‘Medische laboratoria — Bijzondere eisen voor kwalled en
g zitin het De norm s binnen

hitps:#/ czondheidszorg ni/herziening-
kwal oor-medische-laboratoria-

medische laboratoria een . D leden van de nor WL
hebben tot begin april om op de ha-zlemr-g. namens Nederland, te reageren.

5]

In-vifro diagnastca

Ontwikkeding

Griep in twiniig minulen op le sparen mel snedest

mt gezondhexiszorg

5-fey

sneltest

[NE PO test/zelliest snettest voor influenza grisp [01 Nisuw product

[Het Maastricht UMC+ heeft op de Spoedeisende Hulp (SEH) sinds kort de
bescmkkmg over een snekest voor griep. Door het afnemen ven een beete

in taintig minulen of iemand
Ihet griepuirus onder de leden heeft. Voordat de snellest beschikbear was, werden
Ipatisnten die verdacht werden van een griep-basmeting geisoleerd cpgenomen.

hrtps://fimige. nlfgriep-in-twintig-minut

op-le-sporen-met-sneltest/

|Medische
nulpmidielen

[Ontwikkeling

Qwiek i VOOr Mensen

met dementie

735an

muziekkussen

20 Overig muziekkUssen om in siaap |01 Nisuw product

|te vallen

[Zorginnovatiebedf Chwiek brengt ait Jaar een nistnw product op de markt woor
mensen met slsapgroblemen. de Cwek snoaze. De muziekusseninterventie &
inmiddets door Vilans
lerkend als “thecretisch goed cnderbeunde infrvents” |||du langdurige zurg

Littps. crondheidszorg nl/gwiclk-i
muriekkussen-voor-mensen-met-dementie/

"T“h\ﬁch!
technclagie

[Onbwikkeling

Nieuws medisch hulpriddel voor zeer conplexe
dolierbehandelngsn

[fmt gezondheidszorg

Telescope Guide Extension
Catheter

12 Operatie instrument e we catheter 01 Higuw product

[Het Catharina Hart- en Vaatcentrum is het eecste centrum in Nederland dat een
Inieww preduct in gebruik heeft genomen voor zesr complexe

Het gaat om de Telescope Guide Extension Catheter van
[Medirenic. Deze katheter stell gespecialisearde cardiologen in staat om op
Imoedjk te beresken plekken binnen het vaetstelsel t= komen.

hitps: S Tmig: dheidszore nl/mieuw: disch

-voor-zcer-complosc-doftcr

Implentaten

[Ontwikkeling

Doorslikb lian in de strijd b

oroct succes

Han

elipse maaghallon

0Z Miet echiel implantaat  |maagballon populai 11 Overig

[Docr een wraag wardl et war de Else

www [: nl/2020/01/03 ik

ken worden geplastst in 2020 uitgebrsid. D masgbalion is badosld voor
patienten met feiitdie nog niet in een

De i r, omdat ce ballon in twintig
minuten word: gepleztst. zonder medische ingreep. De nnovatieve
Ieict fies van 15 kilo.

mageballon-in-de-strijd b -succes/

ICT, eHeskh &
Domotica

Ontwikiekng

Medisch dossier cpsiean in enderhuidse 'taftoo’

ICT8health

20-jan

medisch dossier

€ Weerables, ncl dossier in de huid

sensoren op huid

10 Niguwe ontwkkeling

[Wetenschappers van MIT hebbzn een manier ontwikkeld om medische informate|
jover vaccinaties onder de huid, als een onzichibare tattoo, op te slaan. Dit
oebeust met behulp van een speciale. voor het cog crzichiere, Kewstaf. Deze
wordt met onder de huid

ook dienen om vaccinalies toe te dienen. De informatie van het 'medisch dossier
cie in 'tattoo’ opgesiagen is kan met een aangepaste smartphone uitgelezen
|warden, Tests met op menselijke huid foonden aan dat de quantum-dot-patronen
Ina maximaal vif jaar nog konden worden uitgelezen. Tidens de test werd viff jar
Ibloctstslling aan zenlicht gesimulesrd

hiips:/Awww.icthealth nl

s/medisch-dossier-opslian

in-onderhuidse-tatoo!

ICT, eHealth &
Domofica

[Risico

Weinig ziekenhuizen met Cinix-problemen

medisch contact

22-jan

citrix-problemen

07 Overig ICT

103 Waarschuwing/incident

De prwiemen mek veligheid van Cinx-servers heefi voor de meeste

in Nedertand beperkte pevolgen gehad. Dat
wncude:rlkenmswaﬂnrm ICT&Health na een rondje langs de websites van
longeveer negentiy ziekenhuizen en zorginstelingen

hiips:/fwww mm—sfla.lislc-
mieuws/ni kel 1l | LCitrix-
problemen- him

Systeem

Ontwikkeling

[Meldpizht mplantaten igebreid én mgeperk!

medisch contact

24-feb

Landelik mplantaten Register (15 Wel en regeigeving

[05 Standaardisate. wel-
regeigeungoBo

aanpassing LI

[Ce meldplichtuaor medische implantaten viord! ulgebreid, Het s de bedoelng

et vanaf eind mei alle zogeneamde hoogrisico-implantaten worden vermeld in

petientiossiers on het Landelsk Implantaten Register Op maal gemeskle
worden juist

hitps: /W,
nieuws/ni
en-ingeperkl him

nizuws/laatste -

itgebreid-

ICT, eHaskh &
Domofica

[Oriwikiating

28

(Wt gegevensuiwisseiing et eisen 2an ICT,
heveiliging

ICTahealth

[261eb

wist

|05 Standaardicatie et

05 EPD! pai aisen aan beveliging
regelgewingMoBo

[De nieuwe Wel elskfranische gegevansutwissaling in de zor zal bepalingen
lbevaiten die het mogeljk maken om eisen le stellen aan, onder meer

igheid en privacy. Ook o die
corticering van IGT-producten megelg maken. Dat stelt minister Bruins van
[Medische Zorg & Sport in reactie op Kamenragen naar aaneiding van de Citrix-
problematiek afgeionen januar. Finuins benack-ubt echter dat zorgasnbieders
Jprimair zell verantaoordelik blljven voor hun IST en informatieveligheid

hittps:fwwwicthealth. nl/niewws/wet-

ilwisseling-sicli-cisen-gan-ici-beveiliging/

|

ICT. eHealth &
Domotica

Rode Kruis sluit AED-database

[skipr

27-feb

AED'S

4 Avp [RED= oriate et meerin |03 Waarschuwng/ncider

[Het Fiode Kruls in Mederiand heeft donderdag i openbere dalebase gesioten
wearop plekiken van automatische externe defbrilltors (AED's) ofwe! hartstarters|
vermeld stonden. De datanase was te vinden n d2 Rode Kruis EHBC-app.

hitps:/www, skipr.nl/micuws/rode -kruis-sluit-aed-
daiahnse!

[Fiinische
technclogie

[Ortwikkaling

[Wini cyciotron veor

10-fah

1 @edste minic in 02 Nipuwe:
Beeldvormendabestraling |Ewcpa
s lechnieken

Het Martini Ziekenhuis in Groningen investaart in aen innovatieve

hitps:/fuww, lclhe.lllh /i j-cyclotron-voor-

lvacr de diagnostiek bil harlpatigrten. De zogencemde miri cychalron word de
waarin op kleine schea\ stoffen voor hartscans
. Het Martini Ziekenh cyclotron waarin op
[Kleine schaal radioactieve stoffen voor hartscans gemaaki worden D stof wordt
jdoor hied ziekenhuis gebruiktin een PET CT-scanner. Dit onderzosk kan
et in het hert
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[Fiske

TWcaeiik datale bs Gelderse agz-Hiinek na
ohishingmail

nationa ezoragids

datalek

05 EPD/ patiertaegevens

datalek

[03 Waarschuwing/ncident

[Hackers b tot medische

fckénten van een ggz-Kliniek in Gelerland. Dearin stasn voomamen,
[achiernamen, gebacrtedata en diagnases van mensen. Het ek onistond nadat
Imedewerkers in een phishingmad weren gelrapt. Er zijn geen aanwizingen dat de
juegevens zijn misbruikt laat de insteling Pro Fersona welen na een bericht van
IRTL Niewns

honderden

ik nlpe s nicuws/52425-

mogelijk-datalck-bij-peldersc-ppz. na-

In-vitro disanostica

[Ontwikkeling

Urinetest toont uitzaaing darmkanker in de lever'

skipr

7-an

unrinetest

0% Diagnostische
Iaboratorium festen

unrinetest

11 Overig

[Een eenvoudige urinstest kan mogelike uitzaiingen van darmkanker in de lever
lopsporen. De nieuwe test biedt ongeveer 90 procent zekerheid, evenveel als een
[CT-scan. Dat concludeert Nick van Huizen van de Erasmus Universitet in een

i nog niel aver de test. Da test moet
jeerst nog op een grotere grosp pafienten worden uitgeprobeerd, Van Huizen
ontdekte na jaren van onderzoek dat mensen mel een uitzaaiing van darmkanker
Jeen verhoogde hoeveelheid van bepaalde stukjes etwit in hun urine hebben,

de-lover!

[Fiiniscne
echnclogie

Ontuikketing

TULA System for Awake Ear Tube Placement FDA
Approved

[M=tgadget

Tjan

Tulatube delnery system

1% Operate nstument

cren met

12

locale verdoving

Tusker Medical. baszd in Silizon Valley, has won FOA approval for s Tula
[System to deliver local anesthesia directly loward the ear drum and place an ear
ftube without any pain. Indicated for patients six months of age and aldsr the Tula

0 ionized , called TYMEION, and
which is a combination of idocaine and epinephrine, into the ear. The electrically
[charged medicine is forced to move toward e ear thanks to an elecric curen:
lgenerated within an ear plug specificaly fited to the patient. The plugs make sure
he: numbing scluticn stays within the ear and doesn' drip out. Ittakes about ten
minutes to defver the local anesthetic, during which time the child s free to do
whatever hefshe wants.

hitps:/fvww

cony2000/01/tula-system-for-

e

he:Bil

i-fda-approved himl

ICT, eHealth &
Domofica

[Ontwikkeling

Tumor Tissue Imaging and Al Bypass Path Lab for
Brain Surgeriss

Marigadget

Al voor histopathologle

18 Artifiolal intelbgence

Al voor Infraoperatieve
hisiopathologie

10 Nieuws ontatkkeling

[in & majar inhow tumars are excised, al the University
lof Michigan that bl to sccurstely in tumor

Jwithin the operating room and assess its nature using artificial intelligence. The
Inew echnology comes in the form of the: NIO Imaging System from Invenic, a
jcampany aut of Santa Clera. Galfornia. It uses stimulated Raman histology,
ldevelopad at the University of Michigan, 1o quickly image tissues at the
micrascopic scale without any staining. completely bypassing the pathology lab.
I The technology is o fast that surgeons can take follow up actions thet may
[prevent the tumor from regroning without having to schedule another costly
[procadure

eries,itml

[Fiinische
technclogie

[Ontwikkeling

[Machine Keens Livers Alive for a Week, Revives
Injured Ones

[Medgadget

14-jan

Transplantatie-lever
preservator

20 Overig

verlengen levensduur
Jtransplantatie lever

for Niguw product

|4 Swiss collabaration of clinical researchers from Uiniversity Hospeal Zurich, ETH
2urich, Wyss Zurich, and the University of Zurich has created a machine that can
ksep human lvers alive for up to s week. For comparison, cument methods of
[perfusion can keep lvers going for about 24 hairs.

IMoreaver, the same device can be used to rehabikfate injured livers so that
they re healty enoughto be used for tansplants, The muttparameter device is
descrived in journal Nature Eiotechnology, where the researchers detail how the
device, a goal of the Liverdl ife project of Wyss Zurich. can manage a liver ouside|
2 human body by regulsfing its axygenation, glucose levels, hematoerit contral,
jand managenent of waste byproducts

hitps:/fww

liy 1

for-a-wock

o/ 2020/0 1 /maching -k
" d

[imische
technalagie

Ontwikkeling

Gamma [ des Help Prevent Recumence of Malgnant
Brain Tumars Afier Surgery

medgudgei

28-jan

(GammaTike, Interne bestraier

11
Beekivormendzibesiraling
s fechnieken

FDA approval

12 Markitoelzting

[GT Medical Technologies, a company based in Tempe, Arizena, won FOA
cleerance for its Gammaliles to be used to prevent malignant brain ftumors in
Inewly diagnosed palients. The devices, about the size of a postage stamp,
contain Cesium-131, a radioactive isotope with @ haf ife of sbout ten days.

material within are pleced
by the body and dossn't require a separste extraction procedura This surgically
inafew
Ihospitals for fatients with recument brain tumors, but the new indication makes
the devices, a rare new treatment, available for new cases.

hitps:/ W,

.

om/ 2020001 help
i brai tml

ICT. eHeaakh &
Domolica

[Ortwikkeling

Eko's Al-Powesed Stethoscopes Detect AFih, Heart
Murmurs

[M=dgadgst

[285an

Eko Al stethoscoop

18 Artificial inteligence

FDA approval

12 Markftositing

[Eko. & maker of high-end digital stethoscopes. has just received the first FOA
clearance for is devices o use Al sigorithms o automaticaly detect aira|
fcillation (AFR) and heast murnwrs. Using this capability, primery care
physicians, wh nearly ively frained al spatting heart issues, will
[be atle to ienfify potential cases of AFib, as well as vulular and structural heart
|diseases, wih an accuracy simiar to ssasoned cardclogists

hitps:/fvww.

i-powered:

com/2020/)1/ck

tethoscopes-detect-alib-heari-i bl

[¥iinische

[Ontwikkeling

Imricor's MRI-Compatble Ablation Catheters
Cleared in Europe for Cardiac Arrhythmia Treaiment|

[M=dgadget

29-an

Imicor ablatie cathethers

20 Overig

CE-markering

12 Markftoelsting

[Imricor Medical Systems, based outside of Minneapolis, Minnesot, has won the
[European GE Mark for its Vision-MR. Ablation Gatheter and Vision-MR Dispersive
Flectrode: These devices sllowfor cardisc ablation procedures to be performed
wilhin MRI-equipped operafing rooms, theraby utiizing the accuracy of
fintracperative MR to target scurces of arrhythmias

com/2020/01

theterscleared-in-curope-for-

cardiac-arrhythmia-treatment htm!

Pagina 4 van 23



Bijlage 2: exceloverzicht Peilstation MedTech 2020

632121

ICT, eHeskth &
Domolica

[Ontwkketing

Onera Bioimpedance Patch to Detect Sleep Apnea |Medgadget

10-feb

[Sensor voor apneu disgnose |06 Wearables, incl
outen slaapkiniek sersoren op huid

klinische studie

[0 Niuw product

[Onera Health, & company headauartered in Silicon Valley butwith R&D offices in
the , has developed patch the chest,
that can - Ithas trisded in 25 patients
[and the results show that it is about as aceurate a3 autometic scoring using a
fuadifional polysomnography respiration channel {sensilivity of 58 4%, specificity
of 76.2%, and an accuracy of 72.8%).

[Becauze the device is farly unablrusive, and is womn on the chest. it has the
[potential 1o allow for sleep apnea diagnosis autside of sleep clinics. This may
limprove the quality of diegnoses, as patients will be abla to parform teating under
[normal conclitions n their own bed

Biips:Hwww meduadeel. com2020/02/oner-
bioimpedance-patch-to-detect-sleep-apnea himl

ICT, eHealth &
Domofica

[Onbwikkeling

neuraQWERTY for Ciagnosing, Tracking madgadget
Parkinson's Wins FDA Breakihrough Device

Designation

134eb

Software om parkinsen te
detecteren via
smartphonelcomputer gebruik

07 Overig ICT

Fda-breakthrough device
designation

01 Nieuw product

[Now, the FDA has grented Breakthrough Device designation to nQ Medical, a firm|
jbased in Cambridge, MA, for its neurcQWERTY software thal monitors:
[psychomator performance and fine motor function while a persan uses their
fcomputer or smarphone. The software runs in the background and the persan
lbeing monitored doesnt have to do enything other than confinue using the device:
running the newrQWERTY softwars as they always have

htips:/fwww medgadget com/2020/02/neurogwerty -for-
diggn z-{racking. ins-fda-brea th-

device-de: jonliuml

[Fiinische

[Griwikkeling

[Worid's First Portable MRl Cisared by FDA [Medgadget

[porteble mri 11
Beelivormendebestraling
< lechnieken

|FDA-osiating

12 Marktioelsting

[Hyperfine’s Lucy paint-of-care MR| is intended for scanning Ihe head, neck. as
well 2s the extremities, in just about any clinical setting. This can be of partculer
Juse In emergency rooms, intensive care units. and in facilities thet currently don't
have access foa conventional clinical MR

bittps:/fwww, Q2020402 /worlds-fi

portable-mri-cleared-by-fda. himl

hitps:/fwww. fierceh

iolech. com/mediech

([da-clears-world-s-
first-poriable-
ide-nr

Klinische
technalogie

[Ontwikkeling

Nowalung FOA Cleared to Provide Long-Tesm Lung [Medgadget
Failure Treatment

24-feb

extracorpeale beadermer 20 Overig

FDA-tozlating

12 Marktoebting

[Taelp ad of he challenges of Uil
FOA has just cleared the Novalun System, a product of Fresenius Medi
Jthat L

ltips: fwww com/2020/02/novalung-fd

: |cleared-to-provide-l

m-lyng-Fail ni_himl

choose to gas mechanical
ventistion ing patients for icds of time.

[The Movalung System s an all-in-one device that performs everything from CO2
exchange to oxygenation of the bload, and it has been cleared 1o do so for over
i hours, an industry frst

In-vitro disgnostica

[Ortwikkeling

Co-Diagnostics nets European approval for it
|coranavirus PCR test

FierceBiotech

25-feb

|02 Diagnostische
aboratorium tesien

Logix Smert Coronauirus
COVID-19 Test

[CE-markering Coronatest

|7z Markttoe ating

T h.comymedicchic

|Pbouit four days after announcing the completion of s teshnical Co-
[Diagnostics said it has received European approva for ts in viro clagnestic test
for the novel coronavirus, known as SARS-Col'-2

[The Salt Lake Gity-ased developer's Logic Smart Coronevirus GOVID-19 Test is
now available to be exported from Utah fo countiies requiing the CE Mark
[according to the company.

hitps:fwww £
ncts-curopcan-approval-for-its-coronavirs-per-est

hitps/fwww. mddion
linc com/co-
diagnostics-grabs-ce-

ark-coronavims-
ivd

o2

[Fiiniscne
technclagie

Onwikkeing

Cybermet unvais antimicrobi for|F
hospital computers

14-feb

nt-microbiele touchscraens |20 Overig

Anti-microbiele
|touchscreens

07 Niuw product

[Cybernet ing, maker of medical grade computers, tablets and

monitors, hias unveled & new, large touchscreen designed fo resist ine growth of

infzction causing organisms and limit ther spread throughout a hospial.

|Along with mold-resistant properiies baked into the resin of the devices” hiousing

the: Irvine. California-hased company describes its i the world's

first fully antimicrobial computers

[Cyberned previously launched a 10.1-inch rugged medical tablet featuring an

lantimicrobial scraen and extericr in early 2016, The growth-resistant properties

jare chemically banded to the surface of the glass, which the company says will
degrac fime or wipe. o

hutps:Hwww fierceb: h.com i unveils

anti | for-hospital lors

[Kiinische
technclogie

[Griwikating

[liuminating cancer surgery with  dye that makes _|FlerceBiolech
tumars glow

10-fah

lucrescent dye 20 Overig

verf die
kankercellen zichtonar
maakt

02 Niguwe

dye that binds fo cancer calis and ing

bittps: o flercel h.com/mediechyill

¥
surgery, researchers believe they can help make sure every piace of a person’s
tumor has been removed

IFirst dissoversd at Purdue University and being developed by On Target
Laboretories, the molecular markers atach themselves to the surface of lung and
fowarian cancer cells and iluminate when viewsd through an endoscope equipped
wilh @ near-infrared camera.

[how researchers have launched phase 3 trials of th intravencus dye. dubbed

O TL39, in king and ovanan cancers with a bodst from previous FOA fast-rack
[and crphan designations

cancer-surpery-a-dy c-nmekes-lumors-low

Klinische
technolagie

[Ontwikkeling

FOA appraves hydragel imecton for stess urmary | FerceBiolech
incontinence

Bulkamic hycrogel 07 Niel actel mplantazt

ydrozel injecte tegen
incantinentie

101 Nieuw product

[ The FDA has aparoved the injecticn of scht hydrogel spacers cesicned o help
Jfirm up the walls of the urethra in women with stress urinary i i By

[supporting the urethre’s velume ard increasing its naturel closing pressure, the
[injections aim to prevent urinz leakage during dally activibes.
[Gontura estimates that siress urinary incontinence affects a large perventage of

wamen, though only & small number go on to receive treatment beyond
i fck

vdroseliniection-f e

aolentislly in part due i i
related to past surgical methods such as ransveginal mesh.
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47

FDA clears Oympus' duodencscope with additional
cleaning toois

FierceBiotech

3-feb

Olympus TJF-0190V
duadenoscope

13 Scoper & camera’s

Olympus TIF-Q190V
duodenoscoop met
verbetering mbt reinigng

12 Markftoelsting

[Following the FOA's successive clearances of new. reprocessng-conscious
[duodenoscape designs from Pentax Megical and Boston Scientifc late last yeer,
lcompetior Olympus Medical has now received a green kahi of its own

T ‘s TIF-Q190V festuring g clear
jdisposable endcap. Removing the single-use cap allaws for easier access and
[cieaning of the device's complex elevaty where c

Ibiomatier rave been known to urvive sterilization processes and pase infections
jon to the next patient

The clearance also covers a newy, praprietary flushing acapter used for further
jcleaning of the scope’s elevator mechanism—as well as water-resistant scope
Jeonnectars and sealed elevator wire channels that minimize the risk of bodily
ffluids reaching the innards of the device:

hitps: w1 b Dcomvmedicch/fda-clears-

olvmpu: d dditional<cleaning-tools

632121

[Fiinizons
{echnologie

[Griwikkaking

48

Profusa’s wireless, injectabl biosensor

nabs CE mark

[295en

Liimea Oxygan Flatiorm

20 Ouerig

[Thwee years after Profusa’s biosensor samad he CE merk (o measure tssue
Jaxygen levels. its followe-up hes followed suit The latest EU clearance s fara
wireless version of the dewice, which provides doctors a "broader data picture”
fand cfters pafients a more convenient way to check oxygen levels in their imbs.
| The Lumee Oxygen Platform is designad to menitor tissue at risk of [ow oxygen
levels in p bans ik tery disease (PAD) and ehronic
Jlintts scheria.

https:/fwww fil 1 h.comymediech/profusa-s-
wircless-inj VS i ib: rk

5]

[Fiinische
technclogie

Riska

FDA warns of gapsin GE F
oatient monitors.

25-jan

GE Healthcare clinical
informetion stetions.

07 Overig (GT

=

met bepaalde monitoren van|
GE.

|
b

he FDA to heallhcars p g them
about ithin certa i

https./www fiercebiotech convmediecyfy s

cni-monitor:

by GE Healtneare
These devices and telemelry serves are mainly used to monitor end display vital

o fent information. ir heart rele, &nd
temperature. According to the agency, exploits heve been uncovered that could
allow atiaciers to remotely take control of the dewice, giving hem the abiliy to
[sience alarms cr generale false ones.

hups:/www.mddion
line com/gze-
healthcare-devices-
vulnerble-
cvberattacks

Klinische
technclagie

[Onwikkeling

FDA appraves Wedironc's iy, wireless, minimally
nvasive pacemaker implant

FiarceBiotech

23-jan

Micra AV

01 Actel implaniaal

Nieuwe draedicze
pacamaker van Madironic

12 Markttoelating

| The FDA approved a new, tiny pacemaker fram Medironic raguire

the wiring of separate electrodes between the implant and the haart

[Less than one-tenth the size of raditional pacemakers and described s one of
Jthe workd's smallest, the Micra AV device is designed te be placed entirely within
the heart's right ventricle and attech ilsell to the muscle wall using smal tines.
|The system is based on the mediech giant's previously approved Micra
iranscathster pacing system for treating bradyarrhythmia, While identical in size
jend shape, the Micra AV is built for patients with atrioveniricular block, which
joccurs when elecirical signals from the hearts upper atia have froub e reaching
its lower, pumping ventricles

hitps-/fwww h comymediech/fda-approves-
medtronic-s-tim-wircl i cems

hirps:/fwww mddion
i m/medironic:

Lplant

Liny-pacemaker-
now -fda-approved-
av-block

5]

[Fiinische
technclogie

[Ontuikkeling

51

[Wicrobol Medical unvells disposable device for
remate catheter procedures

FierceBiotech

Tn

Ciherty robot

12 Operatie Inskument

050! om op afstand
ingrepe met catheters utle
[voeren

0T ieuw product

[SAN FRANCISCO—At the annual JF. Morgan Heallhcare Conference, Micrcbot

[Medical unveilec  new device that aims fo et physicians conduct a catheter-

bssed procedure from outside the operating room, sparing them from radistion

lexposure end physicel siress.

[The Liberty rabot siraps to a patients thigh and allows surgeons to sdvance and
vessels via a

randheld remote not unlike: a video game controller
|additionally, the sterile robot’s smell size—and disposabilty, with a “one-and-
jdone” design thet can be malled back to the manufacturer for recycling following
[each endovascular procedurs—aims lo cut back on hospitals’ capitsl investments

d

ok le-device-fi te-cathet

procedures

Klinische
technolagie

[Risko

Medironic warns spine surgeans its Mazar X robat
could come (oose end fall

FlercaBiotesh

8-jan

Mazor X rohot

12 Operatie instrument

[Mezor Xrobot voor
rugcperaties kan loskomen
[van positie

03 Waarsohuwing/incident

IMedironio alerted customers of its Mazor X rabotie surgery system of its potental
to coms loose and dstach itslf from &n table fal

hittps:/fwww | 3k h.con! ronic-

during & spine procedure.
[The manufacturer has tracked the issue fo the system' preumatic positoning
[herduzare, ‘which s, mounts and locks he device 1o the OF bed frame. Qver
time. ai leakage from certain madels can 's grip, according to
Medianic

wims-sp it ry-robor-conld-

-l ng-fall

Klinische
technclogie

[Ontwikheling

53

FDA clears PhotoniCere's handhekd OCT scanner
for checking ear infactions

FierceBiotech

TOMi scope

[
Beetdvormendabestraling
s lechniehen

FOA dlears PhatoniCare's  [12 Markitoelating
handheld OCT scanner for
checking ear infections

PhiotoniCare reczived FDA 510{K) ol for its hand ield
imaging scope Ihat allows physicians to chect: for fuids deep behind the
eerdrum—one of tie main signs of childhood ear nfections.
The TOM: fagnosiic d plical coherence or GCT,
o scan the middle ear with near-infrered ight and provide @ cross-secticn image
simiar to an ultrascund. It can then determine whether fluid is present and

type and censity. with heay wax buildup.

litips: w fiercehioiech convmediech/da-clears-

infectio

Pz

[Fiiniscne

[Risico

|Abbott's Caronary Dilstion Catheters Face Class |
Recall

| CE]

20-feb

|NG Trek R Garonary
Dilatation Catheter

17 Operate Instrument

Recall van NC Trek RX. 03 Waarschuwing/incident
Coronary Dilatation Catheter

[Abbatt Laberatories s facing a Glass | Recall of s coronary dilation catheters.
[The Abbett Park IL-based company said that “certain lofs” of the NG Trek RX
(Coronary Dilatation Catheter would bs impacted by the recall

[The “URGENT MEDICAL DEVIGE RECALL® Notificetion informed customers that
speciic lots of its Coronary Dilatation Gatheters with diameters of 4 mm, 4.5 mm,
fand 5 mm may exhiit diffcutty o mability to deflate the balioon due to weaker
[material proximal to the balloon bond resulting from excess heat exposure during
[manufacturing, and the potential risks with Ihe use of the affacted products
finclude air enbolism, thrombosis, myacardial infarction, and additional
interventicn,

coronary dilation-catheters-face-class-i-recall
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|

Dural Sealant Patch Made of Bioresorhable
Polymers Earns CE Mark.

28-4an

Ligoseal patch

20 Overig CE-markering voor
atdichtingspatch vaor de
dura mater

[0 Niuw product

iqoseal. a dural ade of b . has received the
[CE mark and is now commercially available in Eurcpe. Developed by Palyganics,
the: paich could help reduce cerebrospinal fuid (CSF) leakage after elective
cranial surgery

CSF leakage Is “a widely i i of newr

that can resuttin increased maroidity, prolenged hospital stays, pessble surgical
revisions, and enhanced costs " Rudy Mareel, Palyganics s CEO, fold MDDl
|'Incidence rates vary depending on age indication, facaticn of surgery and
Jundertying pathalogy. but in total CSF leakage oocurs in 4-32% of surgical
jcases.”

Lidps:/fwww

bioresorbable-poly mers-cams-ce-mark

Systeem

[Ontwiklieling

IMew guidance publshes for Medical Davice and VD)
Cyhersecurty under MDR and VDR in Euraps

Emergo

16 Wel e Ty [05 e wel-

regelgening/Noso

[ The Medical Device Coordinabon Group (MDGE) published new guidancz an Jan|
6. 2020 to heln manufacturers fulfil all the relevant cybersecurity i i

hiips:/fwww.emergobyul /blog/2020/01 mew-

[Annex | of the Medical Devices Regulation (MOR) and In-viro Diagnestic Medical
[Devices Reguiation (IVDR)

puidance-published-medical device-and-ivd-
o T e e P

Systeem

Ontwikkeling

European Commission issuss new guidance on
Eudamed medical device database nomenclatue:

[Emerge

P

[Gardance on Eudamed
medical device database
nomenclature

[Guicance on Eudamed 6 Standaardisate, wet-
medical device daisbase  [/regelgewing/MoBo
nomenclature

17 Wel en regeigevng

[The European Commission hes clarifed faining
i 1o enfer ther into the

b blog/ 2020001

htps: /W
2 g d amed sneding)

[forthcoming Eudamed database.
[Tathis end, the EC has issued two recent guidance documents:
[One docurnent covering the Eurcpean Medical Device Nomenclaturs (EMDH), to
lbe used by manufacturers once Eudamed goes fully anline
| Another guidance fon an italy's C
\ezionale dei Disposilivi Medici (CND) : ed o the

[basis for the EMDN

device-database-nomenclature

Sysleem

[Ontwikheling

Siate of pley. European Gommission provides kalest
figures an Notified Body MDR. IVDR designations

Emergo

28-jan

Updelz on nolfied bodies

18 Welenregelgesing  |Updlate on noliled bodies |7 Standaardisate, wet-

regeigenngMoBo

|According fo an update from the European Gommission, 44 epplicaticns from
Notified Bodies for MOR designation have heen submitied &5 of January 2020,
four 1 s May 2020 appl In addition, 11
IVDR desi tted so far, twoy it rom
that Reguiation's May 2022 compliane deadline,
| Although most Notiied Bodies now designated to issus CE Marking under the
[European Medical Devices Directives have begun the work of abtaining
[designation under the MDR, the number of Notified Bodies actually designated to
the Regulation and whose designation data has been entered into the Eurcpean
[NANDC database has only recently cimbed into the double digits: 12 official
ldesignaticns, plus nine NANDD entries as of January 21, 2020, (Three additions!
Notiied Bodies' designation information is awa ting publication in NAMDO,
according fothe EC report ]

hitps:/fwww emergobyul comblog/2020/01 istate-play

jon-provides- il fied-

v=mdr-i

Systeemn

[Fisio

'Ernst problemen failliete ziekenhuizen te Isat
erkend

madisch contact

tailliete ziekenhuizen

1 Wel enregeigeang _|te late erkenning |08 Eccnomisoh nisuws

[Het bankraet in 2015 van het MC Slotervaart in Amsterdam en de MC

in een siluatie’
jopgeleverd die in do toekomst voorkomen moet warden. “Partijen ijn te laat
jgeweest met het onderkennen van de emst van de stuatie en z(jn te lang blifven
hangen in hun eigen visie ing', de Dok
extern, bi] de gezondheldsinspectia. de Nedariandse Zorgauloritell (H7Za) &n het
ministerie ven VWS, is fe leat erkend del hel eoht misging. zo s vesigesteld.

hittps:/ v, 1,

=

[Wedische
hulpriddelen

60

donderdag 5 maart aleen nog
i AGTA door fekort mondneusmaskers

4-mrt

tekort mandneusmaskers

20 Cueng (ekor |

[Cocr een fande ik terort EACTA Errm
A hear pats vanaf danderdag §

maert aan fe passen Deze maatregel houdt in dat ACTA vanaf deze datum

alle<n g spozdgevallen behandek en lopende behandelingen han affanden

hiips:/fwww medicalfacts.nl/2020/03 04 vanaf-
5. 1 b

door-ckort

ICT eHaslth &
Domofica

Datalek van van 4325 patienigagevens bl
Fleveziekenhuis, patienten geinformeerd

madical facts

13-t

datalek

05 EPDY patienigegevens |datalek 03 Waarschusing/incident

[Het Fleuoziskenhuis heeft patienten geinformaard over een datalek dat heatt
Een 7

hups:/www medicalfacts nl/2020/03/03/datalek-van-vand
ot : —

hitpswww skipr ol

{ener van het
sen USB-stick gezet. Deze USB-stick is verloren op een
parkeerterrein nabi het Fleveziekenhuis, De USE-stick i door een gebruiker van
Jhet parkeerterrein op & okiober gevanden. De vinder heeft thiis de USB-stick
Jevven gecpend en beslcen deze terug te brengen naar het Flevaziekenhuis,

432 5-pat It kenluis-p

eeinformesrd/

5=

| paticnien-via-usb-
stick/

|Medische
hulpriddelen

[Winistere: snel plan voor voonaad medische
seschermingsmiddelen

kipr

&t

medische
beschermingsmiddelen

20 Overig ftekort door lo

et ministeri Vi 20 5nel nvageljk met een pian komen om
te

littps: {iwww skipr.nl i i ic-snel-pl;

medische

PR i

[Op het ministerie wordt wosnsdag averlegd met onder meer evsraNCiers van

i e GGD an Er werd op
het miinisterie van VWS ook over medische hulmiddelen in bredere zin
lgesproken, zoals wondgas en chiurgische maskers, Veel van die spullen
[worden gemaakl in China, waardoor tekorten dreigen.

e

[Kinvscne
technolagie

[Ontwikkeling

Elekirontsche neus spoart barrettslokdasm op

medisch contact

elekironische neus

20 Overig elekironzche neus dmmser!ﬁ Miguw product
basett slohdarm

[Het is mogelijk met behulp van een draagbare slekiranische neus (een ‘e-nose’)

hitps:/fwww.

Jeen harrettsiokdarm op te sporen. Dat blijkt uit een proof-of principle-onderzoek

I/ nicuws/laatste-
JLIET G i it

door Yonne Peters & & (Radooudumc) gepublicesrd in Gut Volgens

. him

jonderzoeksleider en mdi-arts Peter Slerserna zijn sensitivitelt en specificftelt
v=rgelijkbar met die bij borstkanker- en darmkankesscresning. Z§n verwschtng
is daarom dat op termyn deze goedkope en nist-invasieve techniek ngang el
vinden in de huisarsenpraki

Systeem

[Ontwikkeling

Tenzinger na owernames grootete ecd-leverancier in|
care

skipr

06 Economisch nieuws

05 EPD/ pati overname bedrjf

flot-bedrif Tenzinger nesmt De Heer Sofware everancier van ECD Plancare, en

hitips:Awww skipr.nlnien -NA-OVEMANIES-

e hieraan gelieerde e-healthleverancier Ssrviant over. Hiemes Is het becrif
er cigen zeggen de groviste eod i fer)in
e markd voor gehancicapten-, auderan- en thuiszor

g -leverancier-in-care/
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[Medische
hulpiddelen

[Fiske

LV &n VPH: Tekcrt azn beschemingsmiddelen
huisartsen nijpend’

medisch contact

16-mrt

medische
beschermingsmiddelen

20 Overig

[tekort door coronawirus.

[03 Waarschuwing/ncident

[De bodem van de o i i wan huisartsen

Littps:/fwww /e s/laats|

tegen het SARS-Col/-2-virus, is n echt bereikt, wearschuwt de Landeljke
Huisartsen Versniging {LHV). De huisartsenvereniging sist hekiarheid vani het
Iministerie van VWS over de wrasg waerom de materieken de huisartsen niet
bereiken. Een uiterst scenaria wordt dat hujsarisen tidelik geen zorg verlensn en
[moeten doorverwiizen naar andere prakijjien en/of de GGD omdat een sitvate
zonder becchermingsmiddelen niet voort kan duren, steft de LHV

vph-ickori-aan-

bescher iddelen-t il htm

2

ICT, eHealth &
Domotica

[Ontwikkeling

NZa versoepell egels wegens extra coranakosten

medisch contact

18-mrt

digiale consuen

18 Wet

[tidelife

7

wet-

jAlle face-to- direct digitaal

[De Nederlandss Zargautoritedt (NZz) versoepslt de regelyeving hienvoor el
vanwee de coronacrisis, zodat de kans op besmeting wardt werk eind en artssn
jdeze digitale consulten vergoed krijgen De regelgeving dicteert normaal dat er,
Jvaor het openen van een dbe aan het begin van een ziekenhuistraject, face-to-
facecontzct moet zijn tussen een patient en een zorgveriener diz een dbe mag
fonenen. De NZa lsat weten die regelgeving dus voorlopi te verruimen, zodat alle
mogen orden,

hrtps:/fwww, nicuws/laatste-

nienvs/ni ikel/nzi-ve i 1

coronekosten him

In-vitro diagnostica

[Risico

(\Waarschuuing over zelitesten voor coronavirus

16-mrt

corona zeffiest

08 POC test/zelftest

Zzelftest

Testen die thuis gebr UL kuNnen worden om Na te gaan of f2 het coronaviTUs bj
lie draagt zin verboden als ze niet sarst beoordesld zin docr sen

hitps:ffwww ig] 2020/03/1

instante. . moet door instartie { 1
[beooraeeld worden, De test most een CE-markering dragen.

Iftesten-voor-coronavinis

Medische
hulpmiddelen

[Risico

=
zickenhuizen zin onvellig

nunl

mondkapies

20 Querig

&

die pas zin
[ziokenhuizen, zijn ondeugdel§k en kunnen niet wordan gebruikt Het ministerl
van Viclksgezondhedd Is een lerugroepactie gestart Het gaat om 600 000
jzogeheten FFP2-maskers (mondkapjes met een filtertie) die niet aan de
voldoen, by gt de Volgens
ie TN de fitertjes in de L d, of
[skiten de mandkapjes niet genosq aan op hel gezicht. akius de NOS

hitps:ffwww nunl/coronavims/60:4 104 5/temgroepactie-

oiveilig himl

[Fiinische
clagie

[Griwikkaling

30-printars bisden hup in coronac:isis

[technischwaakblad

18-mrt

onderdelen princen voor
beademingsapparetus

[14°3D printeriproduct

[onderrielen printan voor
Ibeademingsapparatuu

|02 Nisuws tharapiefiscnniex

[Vanwege de (dreigende) tekorten op het gebied van onder andare
Wi door o

3d-printers-

hittps: v technis thlad,

dische bedrijven
Jover op da productie van sssentisle onderdelen. 30-printers spelen hisrin sen
Ibelangrijke rol, 30-printen is duurder dan massaproductie en n het geval dan
Imedische onderdelen is het belangrijk dat de producten aan alle medische eisen
voldoen, Mazr in geval van nood kunnen 30-printers uitkomst bieden docr snel
Jen precies spacialistische onderdelen te produseren;

bicden-hull

|3

In-vitro diagnostica

Tesicapaciteit coronavirUs In gewaar door tekort an
|eboratoriummatzriaal

nos nl

tekort aan

oz

|

laboratorium testen

tekort.

[Alleclei mater alen die essenties) zij1 om te kunnen vasistelien of emand bsmst
is met het coranavirus zijn schaers. Er dreigen tekrlen die de voortgang van de

diagnstiek in gevaar brengen. In Nederland worden nu al rslatief weinig mensen
getest o hel vius.

hitps://nos alanikel’2327 7461 2 QIONavins-

in-pevaar-door-ickort-aan-lat 1aal himl

ICT, eHealth &
Domofica

[Ontwikkefing

CZ rolt app voor online huisartsenzorg versneld ut

icthealth

25-mit

app online huisartenzorg

04 App

app online hulsartenzorg

11 Overig

ICZ heeft de afgalopen weken de ontwikkeling van de Medicoo app versneld. De.
|app, die vanaf deze week (24 Is, Is een

Jvaor het huisartsentekert Klanten van de zorgverzekeraar die gesn eigen
hwisarts hebten kunnan vie de Medicon app ssn ankne huisarts rasdplegen

itps:fwwwictheal th nl/nieuws/cz-roll-app-voor-onling-

I nzpre-yersnelt-uif

[Medische
hulpmiddelen

Ortwikkeling

[Merdkagjes herbruikbaar door steriisate

technisch weekblad

27-mrt

mondkapjes herbrii kbaar

20 Overig

mondkapes zn te
steriiseren

[i0 izuwe ontwiksling

[TUDefen Van Straten Medical hebben een proces ontwikkeld en getestom
mondkapes zeker vjf keer te kunnen gebruken. Het proces is direct en overal
inzethasr

hitps./fvww technischweeld la uws/mondkapjes

ber

hutps /wvew delia tu

herbruikbaar-door-

ICT, eHealth &
Domotica

Ontwikkeing

Eerste patiént behandsld met i van Al

26-mrt

bestralingsplan gemask dmy
ige inteligentie

18 Ariicial inteligence

10 Nieuwe ontwikeling

[Op 17 maart werd aan Amsterdam UM de eerste patiént met

hitps:vww techni 1 te-patient-

dekd op basis van

De bestraling vindk aan Amsteram
JUMG onder and ie. Hierbij wordi de p
Jinwendig besiraald, door een radioactieve bron te laten stralen in woorsf
Jingebrachie katheters.

ICT, eHealth &
Domotica

[Risioo

Kritische noten aver onderzoek naar kunstmatige
intaligentie

medisch contact

kunstmatige intelbgertie

18 Artificial intefligence

103 Waarschuwing/incident

[Het gebrulk van kunstmatige inteligentie (ertifivial intelligence, Al) voor medische

idps:Fww. 1 /ey s/laatsie-

wordt door velsn bej 2ge de
[ Toch ziin er oak kanttekeningen fe plaatsen omdat de estgties

nienw h wver-ondeizogk-

van Al nogal eens worden overdreven in wetenschappelilke publicaties. D bijkt
uit de resultaten van een systemalic review door Myura Nagendran . die s
gepubliceerd in The BMJ

- ige-intelligentic- htm

ICT, eHealth &
Domolica

Ontwirkeing

Conhop geert binmen vif minuten een caronavs
indicatie

icthesith

27-mrt

Covipp

04 App

T Overg

[Ginds 2 maartis de CovApp In nederiand actel is. Mensen beantwoorden via de
lenp cof de website van het ziekenhuis 26 eenvoudige vragen over zaken als
reisactuitat. leeftid, berosp, symptomen of klaohten etc. Alle informatie wordt

en er wior of privacy lige
laegevens gedeekd met het ziekenhuis. Het invullen duurt 20 5 minuten en
verucigens geeft CovApp direct de uitstag. Dat kunnen ook aanbevelingen zijn
[voor mogekjke wervalgacties. Denk aan het advies om cortact cp te nemen met
jeen erts of om 14 dagen in thusquarantaine te gasn De utslag bevat ook een
[GR-code die, indien nodig. naar een arts of ziekenhuis gestuurd kan worden
jzodat d F de patiént

ICT eHealth &
[Domofica

Onwikkeling

[Mekapunt voor zorgmedewerkers om tevort aan
beschermende midde len

nos ni

meidpunt

07 Duerig IGT

11 Overig

[Er is een mekdpunt geapend voor zargmedewerkers om het tekort aan
Jbeschermende middelen in kaart te brengen. Het intiatief komt van NU'91, de

oot . Venuit het hele land
Ikamen signslen binnsn bij MUS1 dst er bijvacrbesld onuoldosnde mondmaskers
24 ter bescherming tegen het coronavins.

hitps.//nos. nlarikel 232879 1

zorgmedewerkers-om.

middelen himl
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&3

[Medische
hulpiddelen

TMicndkanies redden van

in stijd tegen
Coronatekorten

mondkapies

20 Overig

Jtekortzn

[03 Waarschuwing/ncident

[in samenwerking met de TU Delft, Franciscus Gasthuis, Reinier de Graaf

littps: /| E idsron

na overleg met enD
Strels bedsc e Hupmiddelen is oo methcce gmmm gebrukts mondkapies
o slerfiseren via iepi

van nieuws

de-af p-in-strii

ICT, eHeakh &
Domaofica

Ontwikieking

Nederlandse bedrgven bieden COVIO-19 Al-
software geatis aan

it gezondhexszorg

Z-apr

Al gratis

18 Artificial inteligence

gratis i coronaerisis

11 Overig

[Firons on Dot imaging lanceren CADAGOVID. Deze neiwe oo voor
's an is bedoeld om
20rgspecialisten te helpen bi het beheren van COVID-19-gevallen. D bedrijven
Irebnen de ool gratis ter beschikking gesteld ter andersteuning van te crisis

https:/ ndheidszorg nl 1l ~bedrijven-
bieden-covid-19-ai-software-gratis-aan

(T eHealh &
Domofica

Orwikkeing

79

Google en Appls bouwen corona-racking in op
smartphones

nos nl

To-apr

racking app

04 App

corona iracking apn

1 Overig

Google en Apple gasn sen samenasrking 5an om averheden te helpen bij
jeorona-onderzoek. Dat moet een einde maken aan tachnische problemen bij de
fonturkkeling van de ‘corone-apps’ die overneden wilen gaan inzetten

hitps: inos nartikel/2330078-google-en-apple-bouwen-
{rack wiphones. hml

ICT, eHeakh &
Domotica

[Ontwikkesing

Lancering kandefjk online portaal voor het digitaal
utwisselen ven relevante COVID-19
o tussen

16-apr

digitaal utwisselen covid-19

07 Overig ICT

digitaal uitwisselen covid-18

11 Overig

'_mlps gkt in nauwe Volksgezondhed,
Wotzin en Sport en het Erasimus Medisch Cerrum het oriine GOVIO-19 portzal

e ved elkaar
lkunnen dalen als patisnten verplatst worden naar een ander ziskenhuis wegens

hiips: /7 il hei
porlaal-voor-hei-di

landelijk-gnling-

levanie-covid{

19-pai ¢ BE /

COVID-19. Via het portaal kunnen radi Iden, versiagen,

(bijv. de ctslagbrief) en andere relevante informatie cver een patiént
lbeschikbaar gemakt worden voor het orivangende ziekenfuis. Hiermee ken de
spreiding van COVID-19 patie Mederland worde

fa®

ICT. eHealth &
Domotica

Onbwikkeling

81

Kabinet gaal werken ean nieuwe corona-app.

icthealth

Tapr

carona-app

01 App

corana-app

for Niguw product

o ora: T
Jkaart te brengen. Dat geeft minister Hugo de Jange van VNS san de Tweede
[Kamer san. De zeven G-apps die Bfgelopen inde tijds

Jappathon waren geselecteerd, wallen af. Over vier weken moet meer duldedljk 2ijn
jover of en zo &, hos apps ingezet kunnen worden

hitps:vwww icthealth. l/ niewws/kabinet-komt-uiterlijk-

9-mei-mel-nicuws -app;

hitps://nos.nlfartikel
/2343 1304-numister-
de-jonge-sicli-teant-
samen-oni-zelf-ipp-
te-bouwen himl

Medische
hulpmiddslen

[Onbwiklieling

Scholier helpt ziekenhuis met stimmigheidje voor
mendkapjes

It nieuws.

16-apr

hulpstuk voor mondkap

14 3D printeniproduct

hulpstuk woor mondkap

01 Niguw product

jscholier maakt middels 3d-printer een hulpstuk voor mandkapjes zodat deze
beter en passender ziten

[Fiinscha
technclogie

[Griwikkaling

83

(Gpen source beademngsapparaal na test snel
inzel:aer

ictheatth

17-8pr

Gpen saurce
beaemingsapparat

20 Overig

Gpen source
berdemingsapper aal na lest
snel inzethaar

(10 Nisuws ontwikeling

[Enkele weken geladan iewwS over
jsource beademingsapperael, de VenilalorPAL De rian!

Zdopen I

2w icthealth b nieuw; -SOUICE-

T13-(CS1 - by

jdaarvan, de VentiatorPAL Pro, is inmiddels met succes getest docr specialisten
van de Universiteil Twente, Rs:lar:udumc sn da fabrikant, FreeBreathing. Dit

ekent korte.
termijn ingezet kan wordan

Implentaten

Ontwikieling

Abbolt's FlexNev Cleared in EU to Deliver Portico.
Transcatheter Aortic Valve

medgadget

[Applicater vaor Trenscatheter
aortzklep vervanging

12 Operate instrument

[Abbett announced thatiit received the EU GE Mark for the new F
eyetom for e compeny's Porco ranscathets- sortc valva: Tha Flasay delvery

hitps:/fwww «con/2020/03/abbott-reccives-ce-
mark-for-flexnav-delivery -system-for-t atheter-

Jsystem gives physicizns
during the TAVI pracedure. Vihile valvs fechnology improvemerts have hejped
reduce adverse svents and lead ic better patient oulcomes, advancements fa
delivery systeme are critical to improving the placemant and positioning of the
valve, according to the announcement

aortic-valve-implantation. htmi

for-flexniv-delivery.
sy st/

3

|Medische
hulpmiddelen

[Ontukkeling

Tivic Wins EU Clearance for ClearUP Sinus Redief
Desice

[M=dgadget

Ticic ClzarUP Sinus Relef
Device

20 Overig

e merkering device om met
|zenuwsstimulatie klachten
\van verstopte sinussen te
Hverichten

12 Markitoekting

[San Francisco-based Tivic Health announced that the company hes recemen CE
[Mark approual in Europe for ClearllP Sinus Pain Refef, a L]

hitps:/fwww medgadget com/2020/03 tivic-wins<u-

| for-cl G Yef-device html

that can temporerity relisvs allergy-related sinus pain, pressure, nd congestion,
(GlearUP s & small handheld device that delivers a proprietary microcument
weveform fhat stimulates sinus nerve fibers under the skin to reliewe pain related
to alergies. It is designed 1o treat symptoms in five minutes and can be used up tol
four times per day. ClearUP amploys = light and vibration system to guide the:
user along the mast optims reatment points along the cheek, nassl bane, and
[brow bone. There is a one-button control with three lewels of wavelorm infensity,
[and symptomatic relief lests up o six hours.

implentaten

[Ontwikketing

|V-Weve Shurt for Reliel of Heart Failure Sympioms.
Cleared in EU

Medgadget

V-Wave Veniura

0Z Miet actiel implantast

interatyium shunt kiep

[Hearl failure patients often suffer from high pressure within the left side of their

hitps:foww, om/2020/03 v-wave -shunt-for-

hearts, which can lead to difficulies breathing and cther debilitating conditions.

V- | peliel-of-l

Dl

[Wave, an Israeli frm, wan the Eurcpean CE Mark of approval for its Ventura
finteratrial shunt that aims to regulate (eft atrial pressure by creating a passage for
iblood to flow from the left i the fight alrium across the interatrial septum.

The device Is implanted duing a minimelly invasive ¥anscatheter procedure and
lonce there, it allows some blood to flow from the leftto the right side of the heart
thereoy loviering ths pressure and impact of fuig buidup within the ings.

B

ICT, eHazlh &
Domolica

[Ontwikkeking

Symmetry VNS Wins EU GE Wark for Diffcult-to-
Treat Depression

[M=dgacget

10-mrt

nenuUsvEgUs Stimulator
Livanove Symmetry

01 Actief implantaat

voor
neurostimulator om
depressie te behandelen

[Livatlova announced todsy that Symmetry.  devics for vagus nerve shmulstion
(NS} therapy, has received OE Merk approval for dificuit-to-treet depression.

Lups:/www 202003 /8 Mmely Vs
7 ark-for-difficuli-to-real himl

[Symmetry is a small device that stimulates the vagus nerve to improve symploms
ol depression and quality of life. Afler surgical implantation, the device regularty
Isends mild eleciric pulses fo the vagus nerve, which is connecisd to areas of the
Jbrain that contrel mood. While previaus dewices for VNS therapy have received
JCE Mark for the freatment of depression, Symmetry is the newest and i
speciically designed for this indication
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ICT, eHeskth &
Domolica

[Ontwkketing

EchoNous Receives EU Approvai for Kosmes Al
Ultrasound Platform

[W=dgadget

23-mrt

Echonous Kosmos Al

12 Attlcial inteligence | GE-markering echosysteem |12 Markttoskating

met Al hulp

Lidps:/fwww

[Echohous announced thal ft has receved the Ewepsan GE Mark
its . &N ulrasound and Al system that helps
[physicians obtsin diagnastic imaging and make clinical decisions at the bedside.
The K e sts of an eigh  the ki
[Torso, which alsa has ECG and digital ausculiation functions. Itis connected to
the Kosmos Eridge tablet, which runs Al-based scftware that anaiyzes the

i o and lung function and accirately.

pproval-for-ko

[lnische
technclagie

[On iwikkeling

IMIT Engineers Working to Submil Emergency
Vantilater for FDA Review

[Medgadget

24-rmit

Beademingsapparaal

20 Qverig Ditwikkeling
beademingseyetear voor
COVID-18 patienten

101 Niguw product

I The ongoing GOVID- g The enfire globe s meking
Imedical ventilatcrs into a hot commedity. During normal fimes, kusy intensive.
Jcare unils can expect to use a dozen cr so venlilators at the same lime. As &

Jrespiratory virus, COVID-19 can make breathing on one's own impossible, so
ventilatcrs are expected ta be in dirs shortags akmost everyuhere.

2 group of MIT engineers ere working to submi a variant of the MIT E-Vent
[desian to the FDA, under Emergency Use Authorzation (EUA), a ventilator made
out of a bag valve mask {ska Ambu-Eags) and readily available electranics,
acluators. and molars. Bag vaive masks are themselves found near every

it bed in gency i v, 50 they should be in
sufficient supply akready.

hips: /W

Qmy/ 2020403 /mij -

cntil b

d-lo1-fd icw hitml

Medische
hulpmiddslen

[Ontwikkesing

ProtectvAir 3terlizes Inhaled Air Using UV Light

[Medgadget

27-mit

FrotectavAir lucht sterlisator

20 Overig UV sterilasator van
ingeademende lucht ter
voorkoming besmetting

101 Nieuw product

[Medimmune, a UK fierm, ProtectivAir, a b ] that
luses Lvc light to sterilize inhaled air and protect wearers against aiborne

be used by healthcare staff and ofh Xp!
Ipathiogens.

[Frofectivar consists of a nose and mauth mask thet connects, via a flexible hose,
to & smail radistion chamber worn on & beltor herness. The imadiation chamber
uses LV photons o disinfect inhaled air. UVe damages & pathogen's DNA or
[RHA, which prevents it from replicating and infecting the body.

[pathogens, patentially noluding SARS-GaV-2 (COVID-19). The device is meant tof

es-inhaled-a

02003 /profer
~light html

Ir-Sing-

=

|Medische
ulpriddelen

[Ortuikketing

New Dewice to Disinfect 500 N85 Masks Per Hour

|M=tgacget

Prescien: Terminaior n95
sterilisator

20 Overig UV-Steriisator voor grote |01 Nisuw product
aantalien n95 maskers

[Prescientc, an Oniario. Canada firm, has just siarled for a device

hups:/hwww

com/2020/03/new-device-10-

thot can rapidly disiect N95 masks using utraviolet (UV) light. By bathing the
Imasks with icht in the UV-C range, the Terminator Gl device can precess up 1
500 masks per hour. This is quite spectacular, given tha current shortage of
Imasks, and should be enough to keep most clinical facities fom running out of
Imasks curing cur current pandemic.

disinficl

S00-n9 3 -easks-per-l Il

[Medische
hulpmiddalen

Onbwikkeling

STERRAD Steriizers Triple Lifetime of NG5 Masks

lergadget

| Steriiisator N33 maskers

20 Overig Sterllisator steltin staztom |11 Overig
N95 maskers tof 2 keer
hextngebruiken

[STERRAD steriizers, made by Advanced Slerlzation Produets (ASP). an rving,
[Clfornia frm, a8  comimon sight in hospitats araund the world. They'rs used to
reprocess surgical ools and other equipment, but now the same devices can be:

utiized to turn single-use N35 masks i devices, ASP has
just qualified a new repracessing protocel that can add two exta uses o commen
[NES masks, tripling their useful Hefime. Already installed STERRAD systems can
lbe exsily implemented o process the masks, and ASP cleims that a single
[STERRAD setup can reprocess 480 masks per day.

hitps:ffwww

il d-sterilizers-

triple-lifetime of-n9 isks itml

[¥iinische

techniogie

[Ontwikkeling

CardioQuip's Cooler-Heaters EU Cleared to Help
With Respiratory Distress

medgadget

1-apr

Regulatcr
lichaamstemperatuur

20 Overig Ce-markering device om
lichaamstemperatuur te
reguleren tijdens ECMO

12 Markttoelating

[CardioCuip, a firm based in C tion, Texas, won Eur

hidps:/fwww

o/ 2020/04/cordioguips-cooler:

japproval (GE Mark] for its MGH-1000 cooler-heaters thal are used fo confrol
[patient body tamperature, typically during lung or heart procedures. This could be
Jparliularty uselul during the current GOVID-19 pandemic, since the MGH-1000

poreal mefib fion (ECMO} fo.
acdress acule respratory distress

'L anding the CE Mark is a remendous milestone for CardioCuip,” said Doug
[Platt. CEC of the company. “The soproval allows us to offer our technology to
Imajor hospitais all aver the Eurcpean Union (EU) at 3 time when itis prestly
Ineedzd, We ere excited fc be in the final stages of agreements with European
aistribution partners to aice our commercialization efiors and gat the MCH-1000
o the EU es quickly as possible.”

et isdrei

t0-hel ik ~distress. himl

Klinische

Onwikkeling

Next-Gen TherD:

Oxygen Delivery
System FDA Approved

1-apr

| Supergesatureerde zuurstof
toediener

20 Cverig Fia-goedheuring 12 Markttosiating

[ZOLL Medical, now a part of Asani Kasel Group, won DA approval for the latest
version of its TherCix System. The product i i defiver

hitps:/fvww

om/2020/04/next-gen-therox-

[Oygen (S502) therapy to limit heart muscle loss following “widowmaker™ heart
jaltacks, aka left anterior descending ST-elevation myocardial infarction (LAD
[STEMI chrenic total obstruction.

The system is used right after blood flow is restorad during angioplasly and stent
limplantetion to pump hyperbaric levels of oxygen sireight into injured cardiac
tissue. It's important that this happens within six haurs of the onset of symptoms.

approved himl

gen-delivery-svstem-fd

[Klinische:
technolagie

[Ontwikieling

AnapnoGuard Helps Prevent Vertilator
Complications

medgadget

-apr

Device om afshitng van
endofracheale cuff te
waarborgen tijdens
beademing

20 Overig CE en FOA goedkeuring. |12 Markttoeiating

[Vienfiators are important ko maintain patients with severe respratory distress due:
Jto COVID-19, but the machines carry their own risks. An over-inflatec

https:/Awww,
prevent-ventilatos

htil

tube cuff could while der-inflated cuff

jeould resiit (n aspiration and preumonia

AnapnaGuard, develcped by Hospitesh Respration, an Isreeli firm, is an
lendatracheal tuke plus control unit meant o be used with vent ators fo prevent
camplicatons of both over- and under-infiation. The company has announced thatl
it will provide ts AnspioBuard device fo Israeli hespitals fiee of charge.
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In-vitro diagnostica

[Oriwikkeling

103

Sensitive 10 Minuie Antibody Test for SARSCOV-2
Developed

medgadget

Antilichaam testCOVID-19 |08 POC test/zelftest

Nieuwe techniek am COVID-JO Nisuwe therapiefechiie
19 te dragnosticeren met
[zettest

[ team of researchers at the Southem Medical University, Guangzho, China,
and collaborators report development of a rapid diagnoste assay for detection of

html

[SARS-Calv-2 antibodies in human biood. They report accurate detection with
patient samples. wilh only 10 minutes 1o get a readodt per blood sample

I The new method & a lalteral flow assay, much like a heme pregnancy test, Human
serum is obtained from a test patient and acided onts one side of the device.
where it flows thrcugh the paper due to capillary action. The researchers
[impragnated COVID-1€ proteins in a thin line on this paper ta bind the antibodies.
[if the anti-COVID-19 antibadies are: present, they will bind along this line, else,
Jthere wil be no binding activity, To improve resolution, the researshers also use
[s=condary binding of rekhit anti-human [5G antbodies, linked with a flucrescent
reporter. aliowing for greater accuracy than an unassisted visual readout.

[Systeem

[Onbwikkefing

104

COVID-19: European Commission looking to
nostpone new MOR by one year

[Cardiac Rhythm News

27-mit

Medical Dievice Regulati 18 Wet

05 Standaaidieatic, wet-

Verodering

Medische Hulpmicdelen  [regeigenng/MoBo

[Curing @ QA section of a European Commission (EC) college meeting on 25
[March, EC fan de k ma stated that the i

htips: i thmnews.com/covid-19-european-

hittps: Awwaw,eimer gobyul

Inoking-to-posipone-new-mr-b year/

Jwere looking lo delay the “entry into force” of the new European medical device
(MDR) becauss of Fus pandemic

ean-commission-

|proposes-one-ysar-

deley-medical-devices-
saurce=

Bz

Systeem

[Oriwikkeking

105

(COVID-19: Ewpean Commission agrees ta
ostpone new MDR. because of pandemic

[Cardiac Rhythm News

B-apr

05 Standaardsatie wet

Medical gulati 1€ Wet

Verodering

Medische Hulpmicdeten  Jregeigeving/NaBo

[The Europsan Commission (EC) has adopted a propasal 1o postpone by one year
the dae of application of the new Medical Devices Reguistion (MOR), which was

hitps: fcardiacrhythmnews. comdcovid-19-curopean-

0. g
HLrCCS-10-POSLDO; weindr-because-ol-

hitps Aawneaw emmer goby Ll

ldue to come inta ferce on 25 May this year. The posipanement, a press release
reparts, is fo allow Member States, health instituians and econcaic operators ta
[prioritise “the fight against the coronawirus pandemic”. As prewiausly reported, the
[announcement fodlows ihe EC callege (video) meeting an 25 Merch in which EC

Stefan d stated that the were locking
Jlo deley the “entry Inta force” of the new MDR because of the global coronavirus
jrandemic

pandemic/

an-commission-
ofiicialy-proposes-ane-
year-mdr-
delay7ulm_source=RAD
AR&utm_medium=Emall
sutm_campaign=Emei-
RADAR

hiips Alevtocay.cominew

Systeem

[Ontwikketing

106

COVID-1 in Europe: Postponed and remate
Notified Body audis for medical device
manufacturers

Emerge

1d-apr

notfied body Budts [1E Wel en regekeving

quidance for postponed or |05 Standaardsatic, wet-
remote ncifed body audis [Iregeigenng/oBo

[Newi guidance fom the European Commission's Medical Device Goardination
[Group (MOCG) temporarily makes allowances for pestpored or remote audts of

curope: d-and-remote-notificd-body-audits-

ecessary for of CE Marking and
related requirements

medical-device-mamifacturers

Systeem

[Ontwikieting

107

European Parlament officially supparts posipening
VDR date of application

Emerge

22-a0

Iedical Device Reguiation |18 Wet en regelgeving

05 Standaardisate, wet-
regelgevingMoBo

opscherten Verodering
Medische Hulpmicdelen

in & videly anticipated move, the European Parlament has adopted the n

hitps:/fwww emergobyul 220/04¢ =

IC proposal o postpone the Medical Devi fion's date of

eoplication by one year as healihcare reguistors,

s ifficially-support di-date-

lorappie with the COVID-19 emergency.

[linische
technciagie

108

& Iaparascopisch opereren veilig ten tjde van de
COVID-19 pandeme?

[Wrintegraal

20-apr

laparascopie 13 Scopen & camera's

[ veilheis lanaroscopisch
opereren

11 Overig

|5ince ae uitbraak van de COVID-18 pandemie is veel d

iips://mti l/artikelen/V78/is-laps

over e wijze wazrop het veus zich verspreidt Dit heeft reeds

opereren-veilig-ten-tijde-van-d id-19:

Joeha voor de wize wearop de dageljkse zorg wordtingericht Diesondanks komt]
jdagelijks L i en ffde snel

Jievwe vragen, Een van de vragen 6 of laparoscoplsch epereren mamenteel
veilig is.

In-witro diagnostica

[Ontwikkeiing

109

Smartphone-hased multiplex 30-minute nuckzic acid
Itest of live virus from nasal swab extract

Lab on a chip

25501

|Smartphone-based VD 0% POC testizslitest

Smarphone-based WD |10 Nisuwe ontwikeling

J2020/LC/D

[Rapid, sensitive and speciic deteciion and reparting of infectious fathogens is
fimoortant for patient d illance. d
ipoint.of care system integrated wi fom
nasal swab media, using a pane| cf eguine respratory infectious diseases asa
Imodel systam for comespanding human diseases such as COVID-19. Specific
nucheic acid sequen pathoge emplified by loop-meciated
fisothermal amplification on a misrofluidic chip and detected at the end of reactions|
by the smartphone. Pathogen-soiked horse nasal swab samples were comectly
jdiagnosad using our system, with a limit of detection comparable to that of the
Jiracitional [ab-hased test. polymerase chain reaction. with results achieved in
30 minutes.

oz

implentaten

Risico

110

Could Your E-Cig Disrupt Your Pacemaker?

[Medicinetiet

16-mrt

[pacemahers en delibrilatoren |01 Actef implantaat

nterferanbe actief hart
implantaat en e-sigaret

1 Overig

[The magnets in vaping devices might be abls to wreak havoe on heart

hitps:/fwww cfij asplarticle

[pacemakers and defibrilators, a new case report suggests

key=228884

Medischie
hulpriddslen

Risico

M

FDA warns of premature EpiPen auto-inestar
activations

FierceBiotech

EpiPen 20 Overig

Voorlidige aciivabe aulo |03 Waarsehuwinglncidern
njector

The FDA waned patients, pareits and provilers el various EpiPen madels
ouid malfunction and spring their needles early

hitips: w fiereehiolech convmediech/(da-warns-
i - NECIO-ACtivations

[This could happen spontaneously if Gertain pressures are applied while removing
the blus safety release on the rear of the epinephrine auto-njector. For exampl,
the device could ectivate if ihe release is forced sideneys—such as if 8 person is
Irolding the EpiPen with one hand and uses their thumb to push off the safety cap.
|Additionally, the FOA described a limited number of EpiPens that may have been
[shipped with a slightly raised or locsened blue safety release, which may siso
llow the injector to activate prematurely. The agency recommended that users
jactivate the device by pulling the cap straight up wihile holding the EpiPen in the
jother hand,

Pagina 12 van 23
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[Medische
nuipriddelen

[Ontwkketing

112

French startup Dianosic nets CE mark for noseblesd{FierceBiotech

stopping balloon

16-mrt

[CAVI-T device

20 Overig

Ballon voor stoppen
bloedneus

[0 Niuw product

[ French stariup has received a CE mark for a small, inflatable device desk
to 2oply gentle pressure and hak noszbleeds.

Litps:/fwww. [

dianosic-nefs-ce-mark-f ppi

cdicely

-halloon

[ The Strasbourg based Dianasic plans to eventually make its blcodstapping
lbelioon avaiiable i hospitals throughaut Europe, the U.S., Japan end China
|After being inserted info the nostil, the company’s CAVI-T device expands to
[canform ta the shape of the cavity and provide light amounts of compression fo
Irelp stop the bleeding, inclucing at the front or back of the ainvay

it can be used for bleeds or left in place far up to three days in me
jsrious cases, including after operations such as sinus surgeries cr rhinaplasties

&3

[Fiinische
iechnclogie

113

DA designates BD's wide-ranging Alaris infusion
oump recall as Class |

FisrceBiotech

[Alaris inlLision pump

20 Overig

Recall

monitors.

[ED = recaning its Alar and vital sign
Imonitors due to multiple system faults, including software- and user-related

Lutps:/fvww fi
[y

1. comy/med!
Gl

issues.

|According fo tha FDA. the errcrs can lear to delays or interuptions in drug
infusions ar under- ar over-dosing of medication at The agency
categorized the recall as Class | its most setious, following 55 reported injuries
and one death

The recall affects about 774,000 devices in the U.S., distributed from as early as
Liuly 2004 This Includes system PCs. pump modules and patient-contralled
Jdevices for managing pain.

ICT, eHealth &
Domofica

Risico

114

DA Wi of oyberseou iy Heks i Blustooth Low
Enerey-squiped medical devises

IF lerceBiotech

4l

[Blustoth connectiaty

07 Overig ICT

& risk Bluetooth

lhe FDA has taken steps te nobfy healthcare providers and manufacturers abouta

huips:fwww fiercebiotech com/mediech/da-warns-
e T i

=ries of cybersectrity gaps related to Bluetonth Low Energy that
o dvi i i

=

d

uch d

wellas i hosptal ulrasound

machines.

[Dubbed SweynTooth, the collection of 12 publicly available exploits could be used|
to wirelessly crash a device and stop & from functioning or acoess cenral user
features The agency sald itis not sware of any adverse svants related to these
vulnerabiliies.

|'Medical devices are beceming increasingly connected, and conneced devices
[have inherent nsks. which make ihem vulneratle to security breaches,” said
[Suzanne Schywartz, deputy dirsclor of the FDA device center’s Office of Strategic
IParinerships and Technology Inncvation, in an agency statement. These
jbreaches patentially imoact the safety and effectiveness of the device and, if not
remedied!, may lzad ko patient harm

medical-devices

|Medische
nulpmiddelen

[Ontwkkeling

Drug-Delivery Patch Shows Promise for an
Overlooked Disease

| (]

27-8pr

oral adhesive drug-delfivery
patch

20 Overig

oral adhesive drug-delvery
patch

01 Niuw product

JAFYX Therapeutics reported positive clinical trial results for a bi |

wdmg-delivery

ahesive drug-delivery palch o treat oval izhen pianus (OLP), an

Lidps:/fwww

condition character zed by lesions and Ucers inside the moulh

[Rivelin is 2 muco-adhesive two kayered patch designed to deliver &
Jpharmaceutical product (such as dobetascl) directly to wet tissue surfaces, It is
Jdesigned to adhere to mucosal surfaces for extended periods, acilitating uni-
jdirectional delivery of agent. site of acti ting

pro rlook

while limiting delivery to ares.
i mage coutesy of AFYX Therapeutics

| biodegradable drug-elivery patch met the primary and multiple secondsry
lendpoints in & phase 20 study in patients with oral fchen planus (OLP), & chronie
inflammatory condition chasacterized by lesions and uicers insice the mouth

3

Mn\scne
technologie

Ontwikkeking

16

FDA Grants Breakthrough Designation for Heart
Failure Device

|EE]

P

VisOne:

07 Actel mplarraat

implantable system
delivering synchronized

|G Niguw product

[Porfland, OR-based VisCardi 15 developing VisOne, an implantable system that

hitps: /W

ComTdaor

cardiac function
VisCardia has been grented Device Designation for lantabl
technology to treat heart failure (HF).

IMore specifically. the Portiand, OR-besed company's VisOne & & device hat
reatz moderate o severs HF with reduced ejection fraction and preserved
veniricular synchrony. The system delivers synchronized diaphragmetic
stimutation (SDS) thesapy.

Gregg Haris, VP of Ghinical and Reguiatory Afiars spoke ‘wilh MD+DI about
[VisOne and hew the device hes the potential to make a difference in the lives of
[HF pabents

[We implant two bi-polar leads on the underside of the diaphragm using a.
laparascepe. Its minimally invasive and i takes tvio small half-nch incisions that
jellow us to plant the leads onto the disphragm. We place a small generator
Isuicutaneously n the abdomen, which detects the cardiac actiity. I ther sends
o small shock disphr This just sti Il p ol the
diaphragm. it doesnt affect breathing at all

lation (SDS) therapy for improwing
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nvitro dizanastca [Risko

128

Serologische snellesten anbetrouwbasr, maar de
merkt s vrif

medisch contact

14-mei

snedtest covid

08 POC testizeltest

b b id van de

|G

[zogeheten POCT-testen
(paintaf-cars testan) enarm
variaert

[Sneftesten naar de zamwezigheid van antilichamen tegen SARS-Coll-2 vokdoen
Iniet aan de eisen voor ndiiduele paténtendiagnostiek. Dat bigkt uit sen
validatieonderzoek door de Taskforce Serclogie van da Landslike Codrdinatis
Testcapacieil, dat s gepubliceerd door het RIVM. De Tasiorce ragdt het gabruik

af omdat ze niet Zijiven er eente grole
lroevecineid foutposiiieve en fouinzgatieve uitsiagen zijn.

Iulu.\*mwu scheoniact nl/ni; Liat

—de-markt-is-vrij- htm

ICT. eHeakh &
Comoica

[Risico

128

|Wedicatisfauten door gebruksonriendelike
systemen

ictheaith

2]

computsraystesm

05 EPDY

verqroat kas op fauten

= Var hel Rifins@uct voor

itps:/ v icthealth nl/ni door-

) bkt dat iendeli voor hel
biirouden van i tot fouten bi van medicinen
kunnen leider

bruikson riendelijke-svsiemen/

ICT, eHealkh &
Domofica

Fisico

130

RIVM-websi Infectisradr tjdeli offine na datalsk

skipr

B-

datalek

U5 EPOI patientgegevens

datalex

U3 Waarschuwing/ncident

e ager st IV

unnen wiizen op corona, k tvan een
datalek. Dazrdoor waren persaonlke gegevens in te zien, zo bevesligt zen
wocrdvoerder na berichtgeving van de NOS.

(T, eHaalth &
Domotica

[Griwikkeling

131

[Phiips biosansar menitort COVID-18 patiénten oo
afstand

ictheatth

29-mei

D BX100,

€ Wearables, incl
sensoren op huid

een nieuwe draacloze en

07 Nieww product

[Oe BX100, een nieuwe draadioze en draaghare biosensor, ook wel een slimme
plm gememd wan Philips heeft onlangs de FDA goedkeurng en een CE-
Daarmee mag de bi ingezet worden ais hulpmiddel
il het manmlzﬂ van COVID-18 patignten in ziekenhuizen, Daarmee kunnen
jzorguerieners op afstand op de hoogte bliven en gewaarschiwd worden
jwanneer de gezondheidstoestand van een patiént (plolseling) verslechterd

monitori-covid-19-patienten-op-afstand/

ICT, eHeslth &
Domofica

[Ontwikketing

132

Eerste varsie van coron-app gepublicesrd

[skior

27-mei

corona aop

04 App

Eerste versie van corona-
PP

11 Overig

Een eerste versiz van de corona-app die de overheid wil laten mal(en is klaar.

Litps:/fwww skipr nl/ni ETSie-VAN-COTUT-

[0 makers van de app heaben de code pde

[Github en Figma gezet. Ze vragen de buitenwereld cm reaclies en suggesties en
lbenadsudcen dat de app nog niet klaar isMinister Huga de Jonge
(Volkspezandha ) hoopt dat de app in juni getest kan worden. Volgends maand
moet dan ack duidelk worden wanneer de 2pp beschikiar ko voor het
Jpubliek, zel de na over het (ANPy

Medische
hulpmiddelen

133

Nederland kaopl miljoenen codeugdelijke
mendkapjes

skipr

27-mei

mondkapjes

20 Overig

o defon mondkaes ie el Landeli Gomsortum cH)
, i afgekeurd. D oz niet aan de
en viorden riet versp Tet nutoe heet
et LCH namens het ministerie van Volksgezondheid 47.2 mijoen medische
monckapjes near Nederiand gehaskd. Esn weardvosrder van VINS bevestids
oerichtgeving daaraver ven het AD.

s Fvww Skipr, koo

ondengdelifke-mondkapics!

|Medische
hulpmiddelen

[Ontwikkeking

134

sanvallen

ictheaith

videoacamera

20 Gverig

eplepsie-alarmsystesm

|20 Gverig

[derzoekers van het Leids Universicair Medisch Cenlrum (LUMG) en het
vaor epik

esilepsie-alermsystesm ontwikkeld: e=n videocamera die automatisch alarm siaat

oo het moment cat iemand een epleptiscne aanval hee

Luttps.fwww icthealth alnieuwsivideocamera-alarmeert-

h-bii-epil | tlen/

Medische
huipmiddelen

[Ontwikkesing

135

Wearable zweetsensor am sepsis te herkennen in
de mask

ictheatth

Zwoetsensor

05 Wearables. incl
sensoren op huid

|zweetsensor om sepsis te
herkennen

01 Nieuw product

Jen team van onderzoekers, onder leiding van de TU Eindheven, warkt aan de

Jontuikkeling van een weereble zweelsensor Die mae, in combinatie me! dafa-

Janalyse, de semi-confinue sepsis-monitoring van patienten in het ziekenhuis

Imopeli maken Op die man\a Kan de sepsis Hjdig herkerd worden en het aantal
fenljk verminderd werden,

htips: fhyww icthealth nJImcm\slwmrahlcdi\lc\.Iscnsor-

implantaten

[Ontwikkeling

136

DePuy Launches New Interbody (mplant For
Deggenerativs Dis: Disease

MDCI

[CONCORDE LIFT
Expendable Interbody device

02 Miet aclief implantaat

Nieuw implantaat als
vervaning
[tussenwenvelschijl

[0z Mieuwe therapiefiechniek

[DePuy Synthes, an orthapedic and neurosurgery company owned by Jahnson &
ohnsan. recently nncunced the launch of their new flagship technology. the
[CONCCRDE LIFT Interbody Implant. The new implanieble device was designed
o help trest patients suffering from degenerative disc disease, a condiion that
2n cause exreme pain from a dameged disc in the spine

as part of & new pr solution that
fcan simpéfy minimelly invasive spine surgery procedures used to heip restore
isc. height in the spinal column This Is typically done thraugh the process of
Ispinal fusion, a surgical procedure thal places bone or bane- ike matersal within
the: space between two spinal vertebrae: |n an effort to simplfy the procedure
[DePuy created the CONGORDE LIFT implant o erovide patents wilta desice
Jthat can specifically fit anatomy due ta a
[mechanism.

hittps:/fwww puy-launches-
itlerhad d

Tt ek

Implantaten

[Ontwikkefing

137

Edwards Makes Gains In Tricusnid Regurgitation
Repair with CE Mark

| EEE

18-mei

Pascal repair system

07 Niet actiel implantaat

Tricuspid Regurgitation
Repair

101 Nieuw product

[TheTruine, CAbased company said its Pascal Systenm has not yet

W

inthe Us

The Irvine, CA-based company said the Paseal repar system demonstrated high
procedural success and s gnificant clinical improvements in patients with
jchallenging iricuspid anatomy and severe TR. Sustaned TR reduction was
observed st:30 cays, with 85% of patients seeing a reduction to TR 2+ an a five-
jorade scele

"Edwerds is the first company 1o inroduce multole ransiemoral ticuspid repair
therapies in Europe, providing physicians with both leaflet repair and annular
reduction therapies to help mesl their patients’ nseds ™

Lricuspid-repain’
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Eudamed update: Phased implementafion planned
lfor European medical device, IVD datebase

Emergc

12-mei

Eudamed

16 Wet

63 el

regeigevngoso

[he implementation o the European Dalsbass for Medical Devices, Eudamed,
Ihas been delayed by two years and the implementation of the Medical Devices.
[Regulation (MDR) has been delayed by cone yaar. The European Commission
Ihes informed Emerga that parts of Eudamed will be made avadsble o users
Jbefore the official Eudarmed date of application in May 2022.

update-phased:

planncd-curopean-

medical device-ivd-database

Systeem

[Ontwikketing

145

TOV 50D becomes fourth Notfied Bedy cesignated
lto Eurcpean IVOR

Emergc

18un

Noffied body

20 Overig

IvDs.

63 wel-

regeigevngNoBo

[German Notfied Body TUW SUD has obtained desianation to issue CE Mark
certiicates under the Eurcpean In-viro D) Devices Regulation

(IVDR). There are now four Notified Eodies designated to the IVDR ahead of the:
[Reguiation's May 2022 dete of applieation, sccarding to the NANDO database.

pean-ivdr

Klinische
technolagie

Risico

146

VIVA's Faclitaxe! Analysis Finds Increased Mortality
Risk, But No Dose Association: Lead Author
Encourages Close Read

Endovasculer Today

27-mei

paclitexel gecoste ballonnen
n paciiayel agfevende sterts

20 Overig

veiigheid

11 Overig

[Earler this month, VIVA Phy 2d the pub s of
mortality cated devices by K ingh, MD, etal, which

hitips:/ievioday com/news/viva's-paclitaxcl-analysie-finds{ hitps:/fwww tetmd ¢

Jis available enline ahead of print in Creulston. The data were also presented by
[Gary Anse| MD, during a Charing Cross virtual session on May 25. The
investigators performed an individual patientzvel deta (IPD) analysis of the
[safety of paciitaxel ices (PTXD). further exploring the ¥
Imortsliy signal first identified by Konstaniinos Katsanos, MD, el &l in their
IDecember 2013 Joural of the American Heart Association publicztian. The VIVA
lemnalysis, which included 2,165 patients across eight studies with & median folow-
Jup of 4 years, also identified an Increased mortality risk associated with PTXD
use. However, it found a weaker merlalily signal, and no crug-dose relationship

b in lings of Katsanos et al's study-level

anaysis

-monality-risk-but-no-dose- ition-lead-

om/news/recovered-

author-encouri ges-close-

Implantaten

Risko

147

Allergan receives FDA warming over recallect breast
(mplant safsty studies

IFiarceBiotech

15-mel

Nawele gelfilled breast
implants

07 Niet actief implaniaat

FDA warning letter

03 Waarschuwing/incident

[The FDA issiied two warning [efters to breast impl this week,

hitps: ffwww

it I fe

lincluding Allergen for feiling !
[the: risks of two implant modets the compary took off the worldwide market last
year

studics

Implzntaten

Riskco

148

FOA Updates Informatian on Allergan's Acions to
Reach Patients about BIOCEL L Breast Implant
Recall

FDA

1-jun

Natrele BIOCELL textured
breast implants and tissue
expanders

02 Niel actiel implanaat

BIA-ALCL

11 Qverig

[Based an the currently available nformalion, including the newly submitied data,
[FDA's analysis demonsirates that tha risk of BLA-ALCL with Allergan BIOCELL
Jlextured implants s approximetely 8 imes the risk of BIA-ALCL with textured
[implante from cther manufacturers marketing in the U.S. and confinued
jdistribution of Al s BIOCELL implants would likefy cause
jserious, adverse health consequences and patentially death from BIA-ALCL.

hitps:/Awww fida povimedical-devices/safety-

ily-recall-

natrells-biocell-4es T

Implentaten

[Risico

149

Case Series Hints at Excess Stent Thrombosis
During COVID-18

Nedscepe

9-un

cardiovescular stents and
[COVID-19

02 Net achef implantaat

stent thrombose

11 Overig

[A group cf interventional cardiclogists from Spain have published details on 8
series of for cases of stent theambosis (ST) in patients with COVID-18 seen at
[their haspital. The authors suggest that these cases are related to vrus-refated
[y percoagulability riggering thrombotic complicaticns.

5910_3923& sro=WNL_indplsnews 200612 mscpedit ¢

ard&uac=610SYSR&spon=2&impl =24 1724 1&

ICT. eHaalth &
Domoiica

[Ortuikkeking
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A Wearsble That Has the Potential to Detect COVID-[MDEI

M

sensoren op huid

0 Wearables, incl

SnWiEREIIng wearaba Voo
COVID-19

170 isiwe ontwitkeling

[Empatica and BARDA's Division of Research, Innavaticn, and Ventures (DRIVe)
Ibegan la develop = digial biomarker that prediets respiretory infections.
[Prafiminary findings have been promising, shewing 2 strong correlation between
vral shedding and changes in & person's physiology. Now Empatica wil be
lsponsored to run & valdation Irial specific to early datection of COVID-A8

htips. /Awww mddi
potential-deigci-covid-
197ADTRE Az rk
—4451694

comvcovid-19/wearable-has-

&elg mid=13544&¢lq cid

[¥iiniscne
iechnclagie

[Risico
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[MHRA: Warning to be added to pacitaxel device
FUs in Eurcpe:

Vascular News

164un

paciitaxel gecoate balonnen
en pacliaxel afevende sterts

20 Overig

|Fieid safety notca - Update
FU

1 Overig

in 2 new field safety norice. the UK Medicines and Healthcare products
[Fegulatory Agency (MHRA) states that s warning and clinical summary section
will be added to the instructions for use (IFU) of 12 pacitaxel coated ballocne and
pecitaxekelufing stents used in the realment of pevipheral arterial disease (PAD)
jof the lower limbs,

oI/ warmi be-added-to-

paclitaxel-coaled-device-ifus-in<curope’

In-vitro diagnostica

Ontwikkelng

152

Dana-Farber researchers detent early kidney cancer|
with DNA methylation-screening blood test

FlerceBiotech

22-un

Mogelijke test woor vioege
detactie nierkanker

0% Diagnostische

|laboratorium testen

Mogelike test voor vroege
detectie nierkanker

02 Nieuwe therapiefiechniek

[Using a DNA-sequencing blood test, researchers at Dana-Farber Cancer

T T

found they were able to spot some of the sarlies! sians of kidney cancer, a

cOww fi bi |
-

ipotentially fatal cisease that currently kacks a brosd screening exam.

[in eary studies, the test was nesrly 100% accurale at identifying paople with
Jkiciney cancer based an thex blood samples, Using & combination of high-
throughp ut sequencing and analyses of DNA methylation—the chemical process
that tags certain sequences of genetic code wiih additicnal molecules that aker
their function.

its a diferant method than other DNA-based liquid biopsy tests, which may read
Jthrough the ode itself o search for specific mutations linked to different cancers.
[instead, the test hunts for DNA released by cancer ceffs into the bloodstream
marked with sbnormal melhylation patierns compared to DNA from healthy cells
which can be used as clearer evidence of the diseass,

Iv=kid ancer-methy ation-

ning-hlood-|

ICT, eHealth &
Domotica

[Onwkiieling

153

DA clears fs frst prescription videa game
[reatment for ADHD.

FierceBiotech

15jun

Endeavorfx

07 Qverig ICT

Spel ais onderdeel
behandeling ADHD

12 Markitoelsting

[The FDA has clcared fa fi-st videa game for children with atention defcit
Inyperactivity disorder (ADHL), allowing Akili Ineractve's EndeavorRx to be
prescribed as a digtal therapeutic.

[Played on a louchscreen, the software provides chalenges and stmuli that target
Jthe brain's neural systems linked to focus, cognitive function and multitasking, It is|
[designed to be used e part of a wider therapy regimen, which may aisa include
Imedicaton or educational programs, to hek improve attention in children 8to 12
lyars okl

Pagina 17 van 23
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Supersaturated Orygen Therapy Cleared in EU fo
Treat Widowmaker Heart Altacks

medgadget

[Supergesatureerds zuurstol
toediensr

20 Overig CE-markering 12 Marktioskting

[ZOLL Wedical, & pert of e Asai Kasei Group, won EU clearance for &
[SuperSaturated Uxygen (S502) Therepy System to be used to minmize the
[damage that heart atiacks cause within heart muscle.

5502 is the anly aption beyand percutanecus coronary inferventian (stenfing)
that can help skicken patients recover with improved outcomes

[ These days, heart aftacks are usualy reated by placing stents at the sites of
Irarrowing coronary arteries. This has become a standard of care and
interventional cardiologists can accurately place stents within minutez, Although
Iblood fiow 1 restored, affected parts of the heart continie to be starved of
Joxygen. QOxygen allows inter iats to push
[hyperbaric levels of oxygen straight to oxygen-deprived myocardium right after
Iplacing a stent. This helps demaged tissue to recover., leading to reducad

Lidps:/fwww

oxy gen-therapy-cl

attacks html

632121

ICT. eHealth &
Domoica
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LifeSignals Receives GE Mark for ECG Remote
Mcnitaring Fatch

metgadget

ECG wearable

08 Wearables. incl
scrsoren op uid

CE-markering 12 Markitoskting

itsSignals, based in Fremont, Galifornia, announced thal i receive the GE Merk
ffor its LifeSignals EC ing Palch. The patch. intege

remote monitaring platform, i & continuous i

|(ECG) and heart rate monitor.

[The ECG Remole Monitoring Patch is disposable and capfures data for up to
three days. The devica is lightweight and spiash-proof, Each patch features the
lcompany's patented LG1100 Life Signal Prozessor. which cperates on a coin-cell
[battery and detects, stores, and securely transmits patient data to a cloud-based
[platiorm that is ccessible by healthcars professionals

hrips:/www, on2020/03/ifesignals-

[ECEINES-C! - fc i tchhiml

ICT. eHealth &
Domolica
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\itaPaich Wins FOA Emergency Use Adorzaton
|for Cardiac Monitoring in COVID Patients

medgadget

ECG wearable

0% Wearables., incl FOA emergency use
sensaren op huid ltoetating

12 Marktioesting

|\iitalConnect announced that it has received FDA Emergency Ut

https:fvww con/2020/05 vitalpatch-wins-

. I

status for use of ts VitalPatch to detect changes in the QT interval of
[patients undergaing drug freatment for COVID-13
[Hydraxychicroguine and chioroquine, used o treat some COVID-19 patients, ere
Jassocialed with risk of prolonged QT interval that can lead to fife-threatening

y and
Jpatients at risk of QT prolongation due to COV(D-19 treatment.

-for-cardiac-

in-covid-patients him|

]

[Finische
echnolagie
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[AiRTouch Poriable X-Ray Receves FDA Clearancs,
o Be Used for COVID Dingnosis

medgadget

11-mei

Draagbare x4ay

m DA tosiating
Bockvormendetestraling
s fechnieken

12 Markitoeizting

[Aspenstare announced thal i has received FA clearance for the AR louch, a
[lightweight portable X-ray system that could be parficularly useful for quickly
lobtaining chest X-rays of COVID-13 patients
[The handheid device weighs in at 5.5 pounds (2.5 Kg) and resembles a large

i wiha | AIRTouch acqui pushofa
lbution and can urrelessly ansmit them to PAGS (clnical image storage system).
withoist the nee for & computer. lts battery charges withi two hours and can
canture up to 300 exposres per charge, Its portailfy has alreedy made it uselul
in i fh i ¥ Korea, the company

hps:/fwww medeadget com/2020/03/airtouch-portable-

x-rav-receives-fda-clearance homl

Klinische
technclogie

[Ontwikkesing

158

a3cope 4 Cysto Disposable Cystoscope Released
by Ambu

medgadget

13-mei

13 Scopen & camera’s Nieuw product 101 Hieuw product

JAmbu, a Danish company. i ipe. Used for

hiips/fwww om/2020/03/asc0pe-4-cysi0-

visuslization within the biadder during diagnostic and interventianal procedures,
e Ambu aScope 4 Gyslo comes ready lo goin its ster e packeging and is
dispossd of ance a procedure is complete

There is no involved, the tneed to be repaired, and e
nical practice simply needs to keep stock of the scopes to provide reievant
szruices. The chanoe of ransferring an infection betwsen patients drops o
essentielly zero.

-released -by-ambu, htm]

ICT eHazkh &
Domotica
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Butterfly TeleGuidance for Remote Ulrasound
Exams Duwing COVID Pendemic

medgadget

18-mei

Echo op arstand

1 Software om op afstand
Beeldvor fe laten maken
s fechnieken en bexijken

01 Nieuw product

[Fiitisrfly Network, & maker of portable utrasound wands thal can fum a
[smeriphona into  compiele ultrasound system. has unveiled ils Butterfly
TeleGuidance that ets just about amyone do & scan, The sysiem relies cna
[physician, or anatner certiiied clinician, to guide the user remotely using
[Butterfly's soltware. [t links the Butterfly ultrasound and the smartphone it's
fconnected to with a clnician’s compuler, who may be very far away. The cinician
foan position. move, and rolate augmented reality signs thet describe how o
talking I
[exam and seeing what they are seeing.

AV m/202045; rfly-
fi lc. -exams-dunng-covid-

pandemic litml

In-vilro disgnoslica

Ontwikketing
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Paper Device Rapidly Meesures Lithium Levels
Blood

medgadget

22-mei

Snel lest Lithum gehalte

02 POC test/zelftest Li bloedtest

02 Nieuwe therapiefiecnek

[Researchers at Hokkaida Universily in Japan have developed a paper-besed
Jpoint-al-care device which can measwe (ithium levels n a drop of blood, The
device could help patients with bipalar discrder to keep track of their blood fithium
levels.

[Lithium carbonate is used to reat bipolar disarder, but must be administered
jcarefully as the concenlration range in which the drug is therapeutually active is
ciose to s toxic range. This mesns that patients rquire reguiar blood tests to
Imake sure that they ere not receiving too high a dose of the drug.

|7t present, these blocd tests need large blood samples and expensive equipment
to run, and nat all testing labs can perform them. To addrsss this, the Japanese
resesrchers have developad an insxpansive paper-based device to detect ithium
in the blood, which could be used in 2 doctor's ofice. or even at home by a
patient

S W X m/2020/03/p
rapidly-measures-lithium-levels-in-blood. himl
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utornated Robot Takes Swabs for Safe Covie-18
Testing

medgadget

2:un

Robat om swab tby GOVID
diagnostiek af te nemen

10 Robotica

hankodiging nieuw product

[0 Niuw product

[Testing people for COVID-18 typically Ivolves performing s throat sweb o collect| Liips- sy

o semple for processing. Clinicians performing this task have to weer a complete
Ipackage of personal protective squipment (PPE), something that can be very
Juncomiortable over long periads of fime. Moreover, since samphing is now widely
jperfurmed outside of a clinical facilty and the weather is hitfing summer
temperatures in the nerthem hemisphere, the ciscomfort for clinical staff can be
Irarrowing. how, a team of rohofics engineers at the University of Southern
[Denmark have d ped & device that can perform

withoust a human olinkcian being in the vicinity.

| The robot reaches into the throat and moves a swab egainst the selected tissue:
within, Once the sample s coliected, | deposits the swab Into a glass jar and
scres s top closed

020/0) J-robol-

takes-swabs-for-safe-c 19-testing html

ICT, eHaakh &
Domolica

[Oriwikkaking

182

Dotirx 8K 3D Eye Surgery Imaging System
Unueiled

madgadget

9Jun

AR bri

realy

iging mauw product

01 Niauw product

[Oeutre. an augmented really (AR) stat-up based in Irvine, Caifornia, is releasing
2 oghihalmology visualzation system designed o make it easier for swgeons to

Right now, remain in consirained
[positions for long periads of fime as they work with 2 microscope, but the OR-Bat
firom Ocutr helps to alleviate some of the limilations of eye surgery by alloaing
ihe camera In be separate from Ihe stendard opical micrascope, thereby giving a
joreat deal of freedem in terms of how the surgical field can be visualzed and
jworked an.

hittps:/ fwww, om/2020/06/0cutrx-8k-3d-gve-

surgery -imaging-sysiem-unveiled himl

In-vilra disgnosiica
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Breathalyzer io Detect COVID-19 in Seconds

medgadget

104un

|Adem snellest COVID-19

08 POC test/zelffest

[Techniel: voor GOVID-19
sheltest

02 Niguwe therapefec niek

[Eeing abla fo tell, in  malter of secands, whether someone s infected wilh the
virus that causes COVID-19 would certalnly help put @ halt fo the ongoing
lpandemic. Existing tests typically invalve 2 deep nasal swab to obtain encugh
[fluid sample, which has to be ransferred to a laboratory machine for processing,
with the resulls usually avadable many hours or even days after, There arefive
Iminule tests on the market. but those stil require an expensive machme at each
testing site

[Now, researchers at Ohio State University have developed and are testing a

that can detect o 8 COVID-19 [nfection wihin
leen seconcs. The lechnology may allow for mess screenings of travelers et
imorts and those aftending |arge public events, 25 well a5 any facility thel wants
(o belp prevent infecions.

hitps: fww, om/2020/06/% hailvzer-1o-

e Vi 1-seconds,

[Fiinische

[Ontwikkeking
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[Medironc's Minied 780G with Arificial Pancress
Capabilities Clesred in EU

metgadgst

Teun

Kunstmatige pancress

20 Gverig

CE-marering

12 Markitosting

Litps:/fwww 0m/20204C ics-

[Medtronic won the EU CE Mark for i Minibled 780G closed loop i

hat onic's awn and MD-Logic, an
slgerithm devsioped by DreaMed Disbetes. a small Israell firm. The system,
indicated to be used by patients with type 1 diabeles behween ages 7 and 80,
automatically defvers both basal insulin and correcting boluses svery five
minutes. i necessary.

minimed-780g-with-artificial-pancreas-capabi £

[Fiinizone
iechnciagie

[Ortwikkating
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PrimeLr in ziskanhuis Noordwest Alkmaar. shmme
oril heipt bj hart- en vaaloperaties

it gezondhexiszorg

Tl

‘chirurgischa slimme bril

& Wearables, incl
sensoren op huid

‘chirurgische slimme bril

[10 Misuws ontwikeling

[De bril s uitgerust met san microfoon en twee camesa’s, waaronder et

Joplische zoomiens. De exert op efstand kan deze camera bed

ldesgewienst in close up de woortgang van de cpesatie volgen. De arts kan de bril
lbedienen met spraakcemmando's. Het is wereldasjd voor net eerst dat deze
Jinnovatie word! thegepast. Noordwest werkt envoor samen met Medtronic, één
van 's werelds il p het geblerd

[Tidens de ingreep kon cen technisch expert wan Medtronie de arfs ondersteunen
Jtiicens het plastsen van een vaatprothese via de liezen.

org.nl/pri

limme-bril-helpt-bij-hari-¢n-

Klinische
technclogie

[Ontuikieling
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Eerste keijgen nizuw
drazdioze minipacemaker

22-ul

micra AV

1¢ Overig

nieunsste type
minpacemaker

11 Overig

[Oe Micra-pacemaker 1s een draadiczz minipacemaker die voor het eerst in 2015
werd geimplanteerd in Nederiand. Waar een kiassieke pacemaker ander de huid

st wordt enmettaee s

(leads) wordt et hart, wordt de Mira-p in

Ihet hart gelmplanteerd, In drie grote ziekenhuizen in Mederland kregen onlengs

de eerste i ieuwste typ

minipacemaker. In hel St Antonius Ziekenhuis n Nieuwegein werd fidens de
lantafie uan de Heine pacemaler van een simme bril Via

e bril stond Prof, dr. Lucas Boersma, in conact met een productexper van
[Medtrenic.

liips /Hinigecondheidssorg nl/cersic-nederlandse-
harty i Ty pe-d

minipacemaker/

Medische
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Oriwikkeling
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Pinstilende 'bif zorgt voor verlichiing bij
dialysepatignten

madicalfacts

4aug

instilende by

20 Qverig

plaatselijke verdoving
middets trilling en kou

11 Overig

[Het apparaat in de varm van eem bj zorgt door een combinatie van lriling en kou
voor pilnstilling bj het prikken. Door een minuutiang op de prikplek het appraaje
te houden, traecit er plaatselje verdoving ap

hitps:www medicalfacts nl/2020/0804/pijnstillznde-bij -

rorgl-voor- ing-hi
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Algoritme kan screening borstkanker verbeteren

medisch contact

9-jul

algoritme:

18 Artificial intefigence

algoritme bij screening
borstkanker

oz Nieuwe

ieuw aigort borstkanker b . kan
Ibeuolkingsonderzoek op cen duur sffectiever an eficignter maken, Dat betogen

hiips:/fwww 1

nienws/niew recning-

[Inge Lakemnan ea. (0.8, LUMC, Erasmus MC, NKT) in Zj
jevaluserden het rekenmodel onder ruim 8500 wrouwen.

borstkanl :rbeterenhim

In-itro diagnostica

[Risico
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Lateral flow-tests feilbaar b bepalen immuniteit
covid-18

medisch contact

201

later-flow test

U2 Diagnostische
Iaboratorium testen

Iater-flow test ongeschikt
vocr epidenidlogische of
medische besluitvorming

tests i nadig om e bepalen ho het stat el de
immunieit tegen covid-13 in de populatie Maar z0als bekend z(n lang nist 2l die
tests even betrouwbaar. De Ltkamst van een studie door Meyara Lisboa Bastcs
... gepubliceerd in The BULJ, onderstreept dat nag eens. Met name de lateral
flontests, die nlernatonaal veel gebruikt worden als porit of care tests, masten
Ihet ontgakden

hittps:fwww iznws/laatste-

nieuws/ni flow-tests-feilbag

alen-immuniteit-covid-19.htm

Medische
hulpmiddelen

[Ontwikkeking

Uitzondering CE-markering biift voor
beschermingsmateriaal

madisch contact

12-ug

medische hulpmiddelan

20 Overig

CE-markening

12 Markftoelsting

[Vanaf 1 september moeten alle medische i behaive

woor weer een GE-|

hittps:“www medischcontact.

Imarkesing hesben, Sinds hall maart was hetin geval van nood toegestaan om
[medische hulpmicdelen zonder die markering te gebruiken en te |everen, maar
jclat ' bi weorbij, zo mekdt i enJeugd in een
bericht op de eigen website. De medische hulpmiddelen zonder markering die

al In huis hebben, mogen na 1 september cok riet meer worden
gebruikt Wel mogen de voorraden worden bewaard voor als er weer tekorten
jontstaan bij een nicuwe goff van covid-19. Zorgaaniieders kunnen wel een
jontheffing g specifiek

LU k d lid it

voor: hermingsmateriaal him
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Thesmo Fisher bukds $40M coronavirus testtibe:
menutacturing faciity n 6 weeks

FierceBiotech

3i-aug

Toebehoren Ci

tfesten e en

[Ta help meet the relentless demand for COVID-19 diaanostics, Thema Fisher
[Scientiic has stoed up & new, 40 million manufachiing facilty in s weeks.

[ The 120,000-square-fot plant at its Lenexa, Kansas site will be dedicated to
lproducing vial fransport medis, the combinabon of buffering solution and plastic
Jlubes that keep swab samples viable until they can be testec in the lab for the
Inovel coronavirus

hitps:iwwwe [
builds-4()m-
6-weeks

3

Implentaten

Onwikkeing

172

Boston Sa1s Lux-Dx Smart Implantable Arhythmia
Detector FDA Cleared

[M=dgadget

ul

Implantearbare
hartritmestoornis defector

07 Niel acel impianast_|FDA-losiaing 12 Markitoskting

[Easton Scrnlific has announced winning FDA clearance for its LUX-Dx Inserible]
Cerdiac Monitor {IGM), an implent tht can delect hard-to-spot car diae

such as atrial fibrillaion, and help ir origin.
[ The device's detection sigorithm has tun separate components, ane of wich
detects  suspect arhythmia and the other verfiss the finding. Once an
errhythmia is confirmed, the wireless device sends & signal o the patient's
Jcardiologist via an app instalied on the patient's phone. Having a double-checking
e

prevent false positve alarms.

[Ta help cardialogists get the most aut of the monitor, and as a side benefit during
the angoing COVID-19 pandemic, the LUX-Dx can be re-programmed by the
Iphysician remolely to adjust its arthythmia detection seftings. Other similer
jdevices invalve patients visiting the¥ doctors far a change in programming to
hepoen

Ltps:/fvww om2020/07/boston-scis-Tux-dxy
ari-i arrhy (himia-detector-fda-cleared html

Medische
hulpmiddelen

Griwikkeking

Reusable NG5 Face Mask is Easily Sterized

Teedgadget

[

Herbruikbaar n&S masker

20 Guerlg Oniwikkeling herbruikbzar |01 Nieuw product
95 masker van silicone:

[Researchers ot MIT and Erigham and Women's Hospital have developed an N35
fface mask made from silicone rubber, which is reusable and is easily steriizad.
The res=archiers hope thal the mask could help with the response fo the COVIC-
|19 pandenmic, as masks are in high demand and supplies ae low,

[ This group of £ M5 mask

sterlized using & variety of methods, and safely reused. In doing so. they made
sure that the masks could be produced at scale, usirg injection mekding as the

“One of the hey things we recagnized eary on was thetin
jorder to heip mest the demand, we needed fo really restrict ourselves to methods
jthat could scale,* says Giovanni Traverso, e researches nvoived in the study.
|'We also wanted to mavimize the rausability of the system, and we wantsd
systerms that could b stexized in meny different ways.

hitps: fww, om/2020/07, ble-n95-face-

sk ily-sterilized il

Implentaten

Ontwikieling

174

Edwards’ KONECT RESILIA Acrtic alved Conduit
Wins FOA Aproval For Bio-Bentalls

Medgadget

1540l

Combinatiz van acrteklep en
aortagratt in 1 impiantaat

02 Niet actief implantast  |FDA-toelating |12 Merkiioelsting

[Eduerds Lfesciences won FDA appraval for its KONECT RESILIA aoriic valved
lcandut, a device designed specifically for io-Bentall proceciure
Typically, hese complex surgeries require physicians to remove the acrtiz root,
Jthe aortc valve, and at least a part of the ascending aoda, and replace them with
Jan arificial vahie and an aortic graft that are sewn together, The KONECT
JRESILIA Is essentially a prosthetic valve and an aotic graft in a single device,
Imaking it easier and faster to complete bio-Bental procedures

hitps:/fwww. com/2020/07/edwards-konect
o @ ;

14 ins-fd I-for-bio-

beamtall himl

Klinische
technclagie

Ontwikieling

\iagus Nerve Stimulztor Gets FDA Emergency OK
for Asthmatics with COVID

Medgadget

27-jul

Iransculane nervus vagus
stimulator

20 Overig FDA-emergency toeling |12 Markltoeksting

[People stricken with COVID-19 exhibil @ wide range of symploms. Some ere.

Ibarety affected whils others sufler dire consequences. People with asthma are in

[particuler danger. as SARS-CoV-2 & a respiratory vrus that can make breathing

leen more dificu. Now, the FOA has issued an Emergency Use Authorization for
SE it

P g stimuiator (1WNS) to hep|
acluft asthnatics with COVID-18 {or those suspected of being infected) overcoma
dificulies ng ugs are not epprop ifficient.

| The gammaCore stimulator has been approved as a reatment option for
Imigreines and cluster headaches (ses flashbacks below), but it was infially
Jresearohed as a way for treating reactive alnway clseases such as asthma. The
Inew Emergency Use Authorization, in a way, validetes thet research, “Resuls
[from prior pilot studies that evaluated gammaCore for the acute treatment of
lssthma support our belief that nYINS may provide much needed relief to patisnts
who are experiencing asthme-related breathing difficulty, which can be
Iparticularty debiltatng n patients with COVID-19, sald Peter Stazis, MD, Chiet
IMedical Officer of electroGore. Potentially this may lead tothe vagus nerve
stimulator being used more widely for asthma and other reactive sinway dssases

hitps:ffwww com/ 2024007 vagus-nerve-

fda-emergency-ok-for-asthmatics-with-

[Klinische
technolagie

[Onwikieling

176

TIGERTRIEVER XL Cleared in EU to Remeve Large|
Strove Clots.

Medgadget

Device om grote
bioadproppen te verujderen

12 Operetie instument  |CE-loslating 12 Markttoekting

Israel’s Rapid Medical has wan European requlatory clearance fo infraduce its
ITIGERTRIEVER XL devica for removing large ischemic strake-causing clots from
[intracranial vesseis. The company calis its line of dewices “stentrievers ” as these.
Jlook and operate similar ta stents but can rekrieve clots out f the body.

[Clot remeved fram the brain of the first stoke patient teated with Tigertriever XL
jat Bochum Universty Hospital

|The TIGERTRIEVER XL can be used toremove clots s big as 8 mm in diameter
fand 53 mm in length, all derd (.02 internal diameter mi The
company's GE marked TIGERTRIEVER 13 can go into arteries as namow as 1
fmm aind there are steniri id Wt Il vessel si

lbetwsen the TIGERTRIEVER XL and TISERTRIEVER 13.

i Ticy
cleared-in-cu-to-remove large-stroke-clots html
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177

NexStride Helps Qvercome Freeze of Gait in
Parkinson's

[W=dgadget

Projector om Treezes fijdens |0G Wearables, incl

het lopen van parkinson
patienten te vocrkomen

sensoren op huid

Nieuw product

[0 Niuw product

[Pecple with Parkinson's disease and some other neurclogical disorders ofen
suffer from @ condrion known as freezing of gait. For pocrly Lnderstood reasans,
initiating a siep is oiten a challenge. Patents report a fesling of disasscciation
lbetueen one’s will lo moue and ihe legs not respending accordingly. This is bath
[frustrating and can lead fo falls in many cases

[ With many neurological conditians, fosling the brain, by diverting aiention and
Jusing other tricks, chien works to aleviate symptoms. A new device is now
javailable thet uliizes ntuitive visual and sudio cues ta help people vith
Farkinson’s and similar conditions welk confidently with every step.

[ The MexStride attaches to canes, walkers, and walking poles. A graen laser
jgenerates a line ahead of the user’s fzet while a metroname clicks at a steady
rate. The tuo together i o move the legs
deliberately and without hesitation. The green Ine gives users a target onta which
jio step. which i &l there and hy vl th s8ems to
lbehave like a gentle nudge to gef going

Lidps:/fwww 020/08%mexstride-helps-

overcome-freere-ol-pait-in- s litml

[Medische
hulpmiddslen

Ontwikkeling

178

LIONESS Device lo Help Prevent Praterm Birth

[Device om cervicvan
zwangere wouwen f te
sluien om vroeggeboarie te
vootkotmen

20 Overig

Nieww product

02 Nieuwe therapiefiec niek

[Premature birth remains & huge clinical challenge, oiten resulting m belong

for beth chil mothers, Eveni nations, preterm
irth is the most commen cause of mortality for children under frve years of age.
[In many cases, spontaneous onset of labor oceurs and i is challenging to prevent|
Jthis using current methods such as medications, surgery, or harmones
A company called F tof Misga, lsrael has i
limplantable device that reduces the load on the cervix, keeps the cervix
[elongated despite i del ical cascade:
jand prevents the breakup of the coliagen network that leads to sportansous birth.
[The LIONESS, as il's called. is currently being tested in & clinicel safety trial in
fwomen who are abaut fo undergo hysterectamiss. Next year the company plans
o have its devi dal King's Cal 1. London, in pregnant women
it high risk of preterm birth

hitps:/ www, om/ 202040810 mplant-to-|

Lelp-preveni-prelcrm-birth hitml

Implentaten

[Ontwikkeling

Endologix Ako Abdominal Stent Graft for AR
Cleared in Europe

Medgadget

Abdominale aarte gralt

02 Nl actief implantaat

CE-oslatng

12 Markttoekting

[Endalogix, based in Inme. California, won the Eurcpean Union for its|

com/2020/08/% i

[ALTO Abdominal Stent Grat System, The implant is intended o open up
lendovasculer eortic repair to a wider range of abdominal aortic aneurysm (AAR)
patients, particularly those with short and chalenging aortic necks.

idealy. the ecriic neck where the stent graft s regular and smoath.
in many cases. this is simply not 0 and & conventional mechanical seal dossn't
Jwar sufficiently. The ALTO features a novel polymer seal that sesls tightly even
[ivequiarly shaped lumens, and which has been shown to keep a stable neck
iameter five years post implantation, according ta the company.

hitps:/fwww

I fi-fi 1 g

gpe. html

Klinische
technclogie

(Ontwikkeling

Neurostimulafion Device Reduces Withdrawal
Syrmiptoms of Kids Born Addisted to Cpioids

Medgadget

Ti-aug

Neurastimulator om bebies
met opioden versleving te
ontwennen

20 Qverig

02 Niguwe:

[Children barn to mothers addicted to opicids suffer through withdrawel in their first|
lfew weeks of life. Morphing is commenty used in Neonztal Intensive Care Units
|(HICU) to alleviate symptoms while the kids are weaned from drug depandency,

| This typically tekes two lo four weeks, all the while the children are kept n the
NICU.

|A new elecirical device. called Roo from Spark Biomedical, is now undergaing
testing, thet may help shorten the weaning time to ten days or less by stmulating
the cranéal nerve branches on and near the ear. The therapy it sdministers, calied
Transcutsneaus Auricular Neursstimulation (tAN). reportedly motuates the brain
to release endorphins that bind ta opinid receplors, and theraby reduce the
Jorain's hunger for apioids, This fechnalogy wes already successfully festedina
lcinical trial on adult patients suffering fram opicid withdrawal, so the same gente-
fto-administer therapy was attempted with neonates as well

[ This newrostimulation i giving the brain a Ifte bil of & boost of its awn
endogenous oploids 1o perhaps reduce the need for exogencus mofphine, which
Ihias all these dangerous side effects when deliversd for prolonged pericds of tme
Jin this critical newrodevelopmental window,” sad Bashar Badran, Ph.D.. an
fassistant professor at Medical University of South Carciina (MUSC).

https:/fwww medeadget. con/2020/08 neurostimuly
device-reduces-withd f-kids-borm-

addicted-to-opioids. himl

3
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Smartwatch Tracks Levels of Medication in the Body
for Personalized Dosing

medgudgu

12-aug

Smartwatch om
medicjnconcent-aties te
monitoren mby zweet

02 Wearables, incl
sensoren op huid

[Nieww product

|G Nieuw product

[The watch warks by simulating sweat giands in the underlyirg skin through an
jelectric current. The dewice can then analyze the sweat and can identify the
slectrochemical signaturs of specific drugs Using A voltam mefric sensing
nterface. Th I of dng levels.

| This technology is 2 game-changer and a significant step forwerd for raalzing
persanalized medicine,” said Ronald W. Davis, another researcher involved in the
stucy. “Emerging pharmacogenomic solutions. which allow us to select drugs
lbased on the genetc makeup of individuals. have aeady shown to be usefulin
limproving the efiicacy of reatments So, in combination with our wearable
Isclution, which helps us to optimize the drug dosages for each individual, we can
Irow ruty e our o f

hitps. /AW, om/2020/08/smartwatch-tracks-|

levels-of-imedi the-body-F

dosing hin
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FDA flags accuracy issuss wih Theimo Fisher's
COVID-19 test kit and software

FierceBiotech

18-aug

[Tanpath kit Tog isch Coronatest

T

laboratorium testen

[The FDA has flagued bwo issuss with Thema Fisher Scientific s molecular
diagnostic for COVID-19 that coldd lead t inaccurte resilts

[ The company's TaqPath kit was one of the first commercial coronavirus tests
loranled an ¥ the agency, in mid-March. Since ihen. ine
Jlest has served s the basis for several SOVID-19 diagnostics—including at-
lhome sample collection kits developed by Rulgers University and P23 Labs,
[among other assays—and has been used with val

[in an alert to clinical laboratory staff and healthcare providers, the agency pointed
Jto Insufficlent mixing of samples linked to Inadequate vortexing and eenirifugation
Jof the test's RT-PCR reaction plates, which cen cauze false pesitve results.

[ Therma Fisher has updated the kit's instructions to reduce the risk, affecting the
test et and any sssociated versions

| second issue was traced to the assay's infernal positive controls and the
saftware used fo nlerpret resulfs an the company's Appiied Biosystems
finstuments—atich ere also widely employed by alher FDA-authorized
jcaronavirus test kits.

[ The agency recommentded that lsb staff promptly update the device's software to
ja newver wersion and complete a digital tutorial on s use as well as review the.
lampHication curves for &ll positive resuls in determine whether a plate should be
retested. The FDA also uged routine plate level checks fo ensure accuracy,

Liips: Awww fiereebiolech convmediech/(da-Migs-

accuracy. ik fish d=19-1=st-kiteand

software

=

Implantaten

(Ontwikkeling

183

[Wedironic: Implant
nets FDA eppreval for bladder and bowel control

InlerStim Micro 01 Acief implaniaat jeuw oplaadbare sacrale

neurostimulater

61 Hieaw product

[After recenving an FOA approval earler this week: for fs newly miniaturzed and
rechergeable sacral nerve stimulator, Medironic reported thet s first petient hes

hitps:/fwww fiercebiotech con/medtech/medtronic-s-

I £

s Amws ddionine ¢

received the impiant through the Cleveland Clinic, 1o help treat overactive bladder
jand fecal incontinence

The InterStim Micre comes to the U.S. market months aftsr ts main competiter
aifered by Axonics Modulaten Technologies, the r-SNM implant—which received
= frst FDA approval last Seplember—but s designed to be abaut hall &s small
with & volume of 2.3 cubic centimeters compared to Axonies' 5.5 cc.

for-bladder-and-bowcel

ic-ups-its-game-sacral-
neuromedulation-bowel-
and-bladder-contrel

in-vitro diagnostice

[Onbwikkeling

FDA authorizes first tests for measuring GOVID-19
antbody amaunts

FierceBiotech

Faug

bepelingvan (08
[COVID-19 antiichamen laboratorium testen

bepaling van
COVID-18 antilichamen

01 Niguw produst

[The FDA authorized its first serology fests designed to estimate the numbers of
caronavirus antinodiss in a persan's bloodstream, instead of smply providing &
lpositive o negative result on whether they are present.

While # s still ot kncwn hew long COVID-19 antibodies linger following an
infection—or whiat leves may be necessary lo provide protective immusity, and in
what way—thesa tests can b use to identily people with a strong immune
Isystem response o the vius.

litips: fwww fiercebiotech convmediech/fda-anthonzes-
fi i id-19-antibody-amounts

3
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FDA clears iWateh's IV safety monitering sensor
patch

FiarceBiotech

10ul

[SmartTouch Sensor di
Iekkage tiens toediening
van [V-vioeistoffen

20 Overig

02 Nieuwe

[The FDA cleared a minieturized and disposable sensor patch designed to detect
rly from IV drug infusi harmful leaks of
medication into the surrounding tissue, such as kom a misplaced needls,
|Available for all apes, WWaich's SmartTauch device tapes over the infusion ste to|
i monitor for eseaping IV fluids under the skin, and is designed to alert
caregivers hours before they can be detected by sight or touch
[Using an optical sensor, the patch is capable of detecting fluid infitrations of
[about 2 milliters o less. ivWatch previously developed a larger, FDA-cleared
[peripheral (W monitor that meas.sres a person's fissue fluid volume changes, and
attaches to a patient s IV pole

htips:/Awww fiercebiolech com/mediech/fda-clears-
iv h-s-iv-safefy-monitori ich

3

ysteem

186

image by Tiemey - Adohe Stock
COVID-19 Mexicl Dsvics Shortsges and What the
ndustry Is Daing About 1

[T

720

DA fjst met tekorten
producten door COVID-19

20 Cveria FOA ljst met fekorten

producten door COVID-19

T Overg

[FGR mainiains a publcly-avallaole, up-to-date 16 of the medical device

-www mddionline comreovid-19/covid-19-medicald

tied to the pandemic. This list is part of FOA's obligation under the CARES Act.
jwhich wes signed into law on Merch 27
Of the 20 products that DA [sted on Friday, eight are categorized es festing
Isunplies and equipment, nine are considered personal protective squipment, and
hree are ventidabon-relsted products.
[ The lisfing related shortages include: Clinical sample concentrator: Transport

| Sterile swal pcal specimen callection and iransport
 realtime nus el acid
for in vitro diagnestic teets; anc

jdevices; fion for slinical multiplex
stom; general purp: g
jmicrabial nucleic acki il

dev ot d-what-industrv-doing-abaut-it

3

Implzntatzn

187

T icusph “owriEk
for complications

News

18-aug

ranskatheter ticuspedaaikiep |0z Niet actiel implantast | minder complicaties

11 Overig

[Transcatheter ticuspid valve repiacement in the ssting of frans-ticuspia
lpacemaker leads wihout extraction or salely

hittps:eardiova ¥ tricuspid-

ith a low risk of complications, & study published in JACC: Cardiovasculsr
Intenventions has found. The study, authered by Jason H Anderson (Mayo Clinic,
[Rochester, USA] and calleagues. concludes that transcatheter vahve replacement|
for vzi lue ar valve-in-ring fiers a tosurgical
valve replacament in the sefting of pacamaker leads

valv low-risk-for-complications’

Systeemn

[Ontwikkeling

188

European MDCG sets deployment date for
Eudamed aclor registration module

Emerge

26-aug

Eudamed 18 Wet

o5 wel-

operators

regelgevingMoBo

[The Eurcpean Medical Device C:

Hwww gmergobvul blog/2020/08/

{MCCG) has set 2

jdate for an f the Eudamed datab ]

& adh & ltiied ad

economic aperalors:

module

35

Implantaten

[Fisve

feg

[Rish of Loss of Coordination In Parkinsons Palients
with Deep Brain Stimulatars

FDA

30-ul

Deep brain stimulator

01 Actief implartaat Coardis bi diepe

hersenstmulator

[The U S Food and Drug Admint ke and health

jcare provicers aboul a potential safety risk assaciated with the use of deep brain
istimulation (DBS) devices for the treatment of Parkinson's Disease. Specifically,

hitps.www fda.gov/imedical i1 =

Tisk-10s5-C dyring-watcr-

related-activili -patients-deep-brain-

patients with DBS devices may
related activities such as swimming.

Ing urater-

stimulators

Implzntaten

[Risico

190

FDA In Bricf FOA Posts Interim Resuls from
Redquired Essure Postmarket Surveillance Sty

FDA

8-jul

Essure 0Z Miet achef implantaat  |Interim results of PMS study

11 Qverig

[The U.S. Food 2nd Drug Administration (FDA) posted an update with the interim
results from the Fssure Postmarket Surveillance (5227 Study. Although Essure
s no langer being manufactured or disinbuted, the FDA continues to monitor the
safety profile of the device thraugh an FDA-required postmarket survaillance.
study.

hit www, fda. ov/ncws- nts/fda-brcl/fda-bric-fda-

posts-int it d market-

surveillance-study
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5 [¥iinische [Ontwikkeling 181 [Enrolment initiated in world's first RGT with siralimus{imerventonal News 27-aug Magic Touch PTA Sirolimus- 20 Overig RCT drug-caated balloan |11 Overig [Concent Medical has announced the envolment of the fist patient in the FUTURE [lilips #inlenve ilinled-in-
technclagie coated balloon for below-the-knee PAD treatment coated Balloon catheter trial of first standard | furure btk-trial/
of belowthe-knee artery diseass) trial The
index patient was successfully enralled on 28 August 2020 in Singapare
53 Implantaten [Ontwikkeling 182 Endologix Initiates Chapter 11 and is Setto Go [MoET 6-jul Nellix Ebdovascidar Aneurysm (D2 Niet acliel implantaat  |Fallisserment 06 Economisch nieuws [By going upicy, the Irvine, CA| is expected la hitps://www mddionline com/covid-19/cndologix-
Private Sealing System leliminate about $120 millicn of debt from fs balance sheet. Far the past few it hapter-1]-and-set-go-priva
lyears. Endologix hes skuggled with regulatory issues lied to the Nelix
[EndoVascular Aneurysm Seaing System. Endologi has intiated Chapter 11
[bankruptcy and has entered into an agreement with Dearfield Partners. is largest
creditor, to be taken private.
35 Implentaten [Ontwikkeling 193 |mplantaat tegen tinnitus lijkt te werken, zonder het  |Nederiends Dagblad 20-2ug auditory brainstem implert 01 Actiefimplantaat implantast tegen tinntus |01 Mieuw product [Hetimplantaat, dat door middel van een operatie ingebracht moet worden in de
[pehonr aan te tasten Iherssnstam. wardt sen auditory i Uit vooriopige
resuliaten blikt het tinnitus te verminderen zonder het gehoor aan e tasten
35 ICT eHealh &  [Onbwikkeling 194 App voor hu dkanker vecrkomt duzenden skipr 8-sep huldkarker eop 04 App huidkanker app 11 Qverig [CZ is tewredsn over de app Skinvision en biedt deze dienstook kamend jaar | hips.fvrww.skipr,nl/ po-voor-huidkank
Domofica huisartshezoeken joratis aan voor de eigen verzekerden, Uit nieuwe cijlers blijkt dat de app Juizend cken,
lduizenden folo's van verdachts plekjes op de huid heeft becordesld, In de
heid van de g bezoek aan de huisarts niet
rodi
|3 [Medische [Ontwikkeing 185 7 <kipr 420 20 Overig hesgebruik dsposables |11 Overig Renen en GreanCycl staren volgende maand een hittps/Avww skipr.ol/i
hulpmiddelen hergebruiken in een antsl Nederandse: paan-operaticafval-heraebruiken/
[ziekenhuizen beter te circuleren. Dat kan de kosten voor instrumentarium foes
verminderen
35 ICT, eHealth & [Ontwikkeling 186 |Antonius lenceert botbreu-app om polbezoek te [skipr 28-2ug botbreuk epp 04 App botbreukk eop 11 Overig [Een niewwe apo voorkomt dat patiénten met botbreuken woor conlrole terug itps:fwww skipr nl/menws/antonius-lanceern-hothrenk-
Domotica voorkomen Imosten naar de poli van het 5t Antonius Ziskenhuis. Met de Virtuz! Fracture Carelann-ome-noliherock-ie-vaorkomen/
[app kunnen patienten thuis aan hun herstel werken.
I3 [Riinische [Ontwikkeiing 187 Ulrechise bioprnier print Zog & icT -sep 3D-printer 14 30 printeriproduct 30-prover | van de Universiteit Utrechl en het UMG Utrecht (UMG] AT WW ZOTE-CIricLIl i 6330
technclogie leen 3d-printer die binnen enkele minuten een deel van het menselik lichaam kan
Inamken inclusief lsvende: cellen. Daarmes wardt het mogalijk incividusie
[modellen van delen van sen patiént te maken, bivocrbeeld om buiten het lchaam)
loenzesmiddelen te testen
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Legenda Peilstation MedTech

ICT, eHealth & Domotica

Cybersecurity, zorgportalen, elekironische patiénten dossiers (EPD's), wearables (smart watch, google
glasses), exoskeletons, apps en software als medisch hulpmiddel

Implantaten

Niet-actieve: orthopedische implantaten (heup, knie), reconstructieve en cosmetische implantaten
(borstimplantaten, rimpelvullers, bekkenbodemmatjes), vasculaire implantaten (stents), implantaten voor,
maag/darm/leverfalvleesklier/urinewegen. Actieve implantaten (0.a. pacemaker, neurostimulatoren,
bionisch oog)

In-vitro diagnostica

Genetische testen, laboratorium testen, zelftest (zwangerschapstest), (continue) bloedglucosemeter,
POCT (Point-Of-Care test, gebruikt door zorgverleners), producten waar gebruikt wordt gemaakt van
een [VD in combinatie met een App (mobiele telefoon) thv diagnose of monitoring, analyse apparatuur
voor diagnostiek .

Klinische technologie

Apparatuur in ziekenhuis zoals beademingsapparatuur, nierdialyseapparatuur (kunstnier),
infuusapparaten, operatierobot, MRI, réntgenapparatuur, endoscopen, bronchaoscopen (beeldvormende
technieken). (elektromedische apparatuur voor behandeling of diagnose, straling), maar ook bijv. de
kunstmatige alvleesklier (is buiten lichaam voor monitoring en toedienen van medicatie), nieuwe
operatie methodes/behandelmethodes, 3D printeR (dus niet het geprinte implantaat -> implantaten)

Pleisters, naalden, gehoortoestel, ziekenhuisbed, operatie instrumenten (mes, pincet) (her)sterilisatie en

Medische hulpmiddelen reiniging, dentale producten, oogheelkundige producten, zelfzorgmiddelen, thuis- en verpleegzorg
technologie, klasse 1 medische hulpmiddelen, prothese
Systeem Wet en regelgeving medische hulpmiddelen, normen, nieuwe richtlijnen.

Ontwikkeling

Risico

Product

Onderwerp

naam van preduct (bijv. Laser of als bekend de merknaam + naam fabrikant)

Wat is de belangrijkste boodschap van het bericht benoemen: in enkele kernwoarden

voorbeeld: ultrasoonproductapparaat
voorbeeld: ehealth applicatie
voorbeeld: digitale zorg

versnellen wondheling
effecten op zorg, kosten, efc.
meer innovatie in zorg door digitale zorg

01 Actief implantaat

bv. pacemaker, neurostimulator

02 Niet actief implantaat

bv. Heup, borst, knie

03 Prothese/exoskeleton

bv. buiten lichaam zoals kunstheen

04 App voor mobiel, tablet

05 EPD/ patiéntgegevens medische data

06 Wearables, incl sensaren op huid Smart watch, bloeddrukmeter etc

07 Overig ICT Softwarefhardware, efc

08 POC test/zelitest POC test = voor zorgverleners

09 Diagnostische laboratorium testen Testen uit te voeren in ziekenhuis labs

10 Rabotica Alle type robotten (chirurgisch, bloedafname, revalidatie etc)

11 Beeldvormenderbestralings technieken

MRI, CT, PET, echo, bestraling van kankerpatienten

12 Operatie instrument

Messen, tangen etc

13 Scopen & camera's

Bv endoscopen

14 3D printer/product

15 Qogheelkundig hulpmiddel

Contactlenzen, bionisch oog, lenzen viosistof, oogmeetapparatuur

16 Wet en regelgeving

17 Augmentedivirtual reality

Live beeld van de werkelijkheid waaraan elementen worden toegevoegd door een computer. Bv
anatomische structuren in de patient op de operatietafel die met een VR bril zichtbaar worden voor de
chirurg.

18 Artificial intelligence

Computersysteem dat grote hosveelheden gegevens kan verwerken en analyseren om daarmee tot een
diagnose te komen

19 Dentaallorthodontie

20 Qverig
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01 Nieuw product

Legenda Peilstation MedTech

02 Nieuwe therapie/techniek

03 Waarschuwing/incident

04 Recall

Product van de markt gehaald

05 Standaardisatie, wet-regelgeving/NoBo

NoBo = Notified Bodies

06 Economisch nieuws

Overname, investering, rechtszaak, dingen voor goedkopere zorg

07 Counterfeit/illegaal

Vervalste medische hulpmiddelen, medische hulpmiddelen zonder CE markering op de markt

08 Cybersecurity/hacken

09 Training/skills lab/opleiding

10 Nieuwe ontwikkeling

Nieuwe ontwikkeling die niet is in te delen in de eerste 9 categorieén hierboven

11 Overig

Bijv. Algoritme om ziekte te voorspellen, combiproduct mhm en geneesmiddel, ethisch aspect.

12 Markttoelating

Impact (intensitiet en omvang)

Markttoelating van een medisch hulpmiddel, bijv. door FDA 510K clearance of CE mark

van invioed voar veel mensen {patienten)

van invloed voor weinig mensen (patienten)

Beleids- en maatschappelijk relevant ja
nee

Binnen 10 jaar actueel ja
nee

Realiteitsgehalte en nieuwswaarde bericht van onafhankelijke bron
actueel

acuut/terugkerend risico

ernstig probleem

Pagina 2 van 2

632121



