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finische
echnologie

Delays for New Pacitaxel Devices

Paciitaxel Controversy Is Causing CE Mark [MDDI

fpacitaxel gecoate:
pallonnen

20 Overig [eE-markering

[i2 Marktoelaing

fTension over stents and balloons that are either coated wih orare |ar

fesigned to release pacitaxel has eased up n the United States, but

cross the pond may be a difierent story. The meta-analysis pubished

n 1aw 2018 st hoeed an ncremed nik of eath for patiens treated
acitaxel devices seems to en European regulaiors
s e M-oased

T 4 o e i i F

cuabad balloon (DCB) to the European noified body et et
mpany’s fiscal year 2019, but CEO Gary Maharaj said the

SR e e e e

levices pending more.

fevices.

Bysteem

ontwikkeing

intemational

fcon snaps up medical device CRO MedPass [FierceBiotech

5Feb

krRo

20 Overig vemame CRO

T Overig

th  buyout deal for Parisian medtech CRO MedPass Intemational.

fon s boosting its medical device and diagnostic research offering [uiip

ice-cro-medpass-intemational

finische
echnalogie

[Risico

Meta-Analysis of CLTI Patients Treated With
Pacitaxel

[0 Niortallty Difference Observed in JEVI  [Endovascular Today,

Feb

e
allon

20 Overig meta-analyse pacitaxel
fgecoate ballonnen

T Overig

e o b

T

{PCDs) in patients with chron i (CLTI) have
bished ariowmata-anilysie ﬁndmg o difference in short-to
ficterm mortalty versus outcomes In patients treated with uncoated
fevices. The study comes on the heels of a similar meta-analysis

biished in the Joumal of Interventional Radiology (IVIR) by
[Katsanos et al in January 2020, although the studies diffr in their
inclusions, methods, and results

fedisch
ulpmiddelen

[Ontuikkeling

i Assist Device Approved and Launched in
Europe

ndovascular Today

Feb

st Assist

st LLC. announced CE Mark approval for its

jearables,incl |CE
ensoren op huid

|wezrable Fist Assist intermitent compression device to increase vein
ltiameter before fistula placement and o assist i fistla vein dilation
fior hemodialysis for end-stage renal disease patients. Fist Assist
rovides a patent-focused evidence-based approach to surgical vein
fnhancementforall types o artefovenous sas and can i
fenhance veins before fistula creation as well as after su

Kpi ain Pl oihl(s & nt sl ahie for e st
ime allows patents (0 be involved an v influence their clinical
iicomes wih a comforabi and easy 1 uss device

finsch
echnologie

[Risico

jomen With Mulivessel Disease

Vieta-analysis Questions PCIvs CABG I [TCTMD

7iFeb

pcivs caBe

20 Overig meta-analyse PCTvs
ABG in vrouwen

i1 Overg

v temid

[There are naw data hinting that women Wit may
1o better with CABG than with PCI, this time from a e analysis of

e, shicunh onlys ety of ender-specifc

fimschs
echnologie

ontwikkeing

Tamaren beter zich baar fjdens operatie,

Radboudume

0Feb

uorescentie,

il ievwe methiode

e zich specifiek bindl aan|
kwaadaardige cellen

05 technieken

2 Nieuwe erapietechtiex

2020,

[De resulaten van
akijdschrift Theranostics en ziin echeiovand ‘e methods bk e

werken. Hiemee was Rijpkema’s
leerste cie deze metode, waarin fucrescentie, raciosciitet én de
fracer die zich specifiek bindt aan kwaadaardige cellen gecombineerd
werd, succesvol toegepast bi patiénten. Er werd al op meer plaatsen

fmaar. pe tracer was teerd
ertoond.

CT, eHealth &
Domotica

ntwikkeling

75 mijoen voor digitale uitwisseling
nedische gegevens

[CTehealth

TFeb

fretsvoorstel

5 EPD/ idie voor
patienigegevens itwisseling
lpatientgegevens

6 Economisch nieuws

ditjaar nog een wetsvoorstel indienen om

by v icthealth

friekenhuizen en Kinieken te verplichten ondering digitaal

fte wisselen_ Om snel aan die wet te kunnen 75 mijoen
feuro subsidie heschlkbaargeslem Srerdalowd Sring gat ale

fziekenhuispatienten online, in een persoonijke gezondheidsomgeving,
S el et L e Goe Ao

CT eHealth &

isico

inig bewis
huidkankerapps

edisch contact

37Feh

4 App. fuidkanker app
onbetrouwbaar

i s voor
[die huidafwikingen becordelen, is slecht. Dit bkt uit sen review van
[Karoline Freeman e.a. in De auteurs conoluderen dan ook

ekregen, niet voldoet.En dat men (n0g) et kan verirouwen op deze
faps om alle huickan kergevalien op te sporen

fuidkankerapps- b

CT, eHeallh &
Domotica

ntwikkeling

railetoetsenbord n race Voor Global
[Btudent Entrepreneur Award

technisch weekblad

aFeb

etsebord

7 Overig ICT
martphones

TU7e-startup Habi

d

20/feb

martphones waarmee blinden via braile ieks(en kunnen ticken op hun|
Ismartphone en kunnen swipen door webpagina's. Hable is een add-on
Juetooth braile oetsenbord die binden 1 staat et tekst i & vosren
fen de smartphone eenvouciger te bedienen

CT, eFeallh &
Domotica

[ontuikkeling

110 Nieuwe ontwikkelng

lokdamkanker

Feb

7 Overig ICT

[Slimme software kan Gjdens een endoscopie de vroege fekenen
\erkennen van siokdarmkanker bij patiénten met een zogenoemde
Barrett-siokdam’. Dit bijkt uit onderzoek van Amsterdam UMC, de
iekenh

het Cath
it Eindhoven. Zi publiceerden onlangs de resultaten in de
foon aangevende medische tjdschriften Gastroenterology en

feen beeldschem een rode markering bij een verdachte plek. De arts
Jkan dan handelen door het verdachie gebied nader te inspecteren en
jvoorbeeld een biopt fe nemen.

brailletoetsenbord:
‘c-voor-global-

http
nlnieuws/award-

lsmartphone-brai
ftoetseabord/
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Bysteem

[ontwikkeling

T
nedische laboratoria ter commentaar

iFeb

EN-EN-ISO 15189

[16 Wet en regelgeving

erziening norm

5 Standaardisatie, wet-
regelgevingNoBo

NEN-EN-ISO 15180 ‘Medische i voor

lkwaliteit en competentie’zit i

rm is binnen medische [aboratoria een bekend begrp. De leden van
fde nemcommissie ‘IVD' hebben tot begin april om op de herziening,
amens Nederiand, te reageren.

ommentaar

nvito
iagnostica

[ontwikkeing

fGriep in it op fe sporen met
neltest

neftest

8 POC testizelfiest

riep.

[de beschikking over een sneltest voor riep. Door het afnemen van
feen beefe keelsiim (via een wattenstaafie) kan in twintig minuten

rden bepaald of iemand het griepvirus onder de leden heeft
Moordat de sneltest beschikbaar was, werden patienten die verdacht
werden van een griep-besmetiing gefsoleerd opgenomen

fe-sporen-mel-sueltest

ulpmiddelen

ntwkeling

Tim Voo
ensen ntie

3an

20 Overig

omin
laap te valen

engt dit jaar
Kt voor mensen met slaapproblemen: de Quiek snooze. De
muziekkusseninte ventie is inmiddels door Vilans (de landelijke
lkennisorganisatie voor langdurende zorg) erkend als ‘theoretisch goed|
fonderbouwde interventie® in de langdurige zorg.

puziekkussen-voor

Tinsch
echnologie

ntwKeling

Fulpmiddel voor zeer
Eomplexe dotierbehandelingen

Tian

P
Extension Catheter

12 Operatie s

euwe catheter

it Cabarina Rark & Vasintur < et costs centum
INederland dat e cer

2
omplexe dmterbehandehngen Het gial m de Telescope Guide

[Extension Catheter van Medironic. Deze katheter st

o spaciaiseere caiclogan i taal om OF mnelluk F—
lplekken binnen het vaatstelsel te komen.

mplantaten

Ontatkkeing

Doorsikbare maagballon in de st tegen
bhesitas groot succes

edicaitacts

Tian

aagballon

2 Niet actiel
mplantaat

maagballon poputair

1T Overig

[Door sen toenemende vraa

Tocaties waar de Elpse-
Imaagballon kan worden geplaatstin i

fitips. v medicalfacts 1202001 /03/doorshkbare-

lpedoeld voor patienten met overgewicht die nog niet in aanmerking
maagverkleining. De behandeimethode is
Fevolutionair, omdat de ballon in twintig minuten wordt geplaatst.

jemiddeld tot een gewichtsverlies van 15 kio.

CT, erlealth &
Dormotica

[Ontwikkefing

Medisch dossier opsiaan in onderhuidse
attoo

[CThealth

0fian

redisch dossier

6 Wearables, incl
ensoren op hui

iossier n de huid

10 Nieuwe ontwikkeing

[Wetenschappers van MIT hebben een manier

icthcalth 4 I

informatie over vaccinaties onder de huid, als een onzichtbare fattoo,
p e sian. Dit ebetrt metbehulp van s specil,voor et o
nzichtbare, Kieurstof. Dez met een micronaalpleister onder
e i sengebracnten kan tegeikertid ook denen om vaccinaties
e dienen. De informatie van het medisch dossier die in tat

pgeslagen is kan met een aangepaste smartphone vitgelezen

rden. Tests met op menselike huid toonden aan dat de quantum-
fotpatronen namaximaal vif jaar nog konden worden uitgelezen.
[Tidens de test werd vif jaar blootstelling aan zonlicht gesimueerd

londerhuidse-tartoo/

CT, eHealth &
Dornatica

[Risico

Weinig ziekenhuizen met Citrx-problemen

medisch contact

2ilan

Fitix-problemen

7 Overig ICT

3 Viaarschuwingincident

IDe problemen met velligheid van Cit heeft voor de meeste
friekenhuizen en in Nederiand

sehad. Dat concludeert kennisplatfomn ICT&Health na een rondje
fangs de websites van ongeveer negentig ziekenhuizen en

roblemen- him

ysteem

CT, eHealth &
Domatica

ntwikkeling

ntwikkeling

Utgebreid én
ngeperkt

IWet gegevensuitwisseling stelt eisen aan
CT, bevelliging

medisch contact

CTshealth

aiFeb

6/Fed

[Candelik Implantaten
Register

Jwet gegevensuitwisseling

116 Wet en regelgeving

5 EPD/
patientgegevens

anpassing LR

feisen aan beveiliging

5 et

[De meldpiicht voor m implantaten Hetis de

b

05 Standaardisatie, wet-
regelgevingNoBo

o ind mei i
rden vermeld in patientdossiers en het Landelik Implantaten
IRegister. rden

[van deze meldpiicht.

fngeperkthtn

ieuwe de zorg

lbepalingen bevatten die het mogeljk maken om eisen te stellen aan,

nder meer, informatieveiligheid en privacy. Ock worden bepalingen
enomen die certiicering van ICT-produsten mogelj maken. Dat

Iselt minister Bruins van Medische Zorg & Sport in reactie op

IKamervragen naar aanleiding van e Cilrix-problematiek ehueiopar

januari. Bruins benadrukt echter dat zorgaanbieders primair zelf

blijven voor hun ICT

CT, eriealln &
Domotica

linsch
echnologie

IRisico

ontwikkeling

Rode Kruis suit AED-da@base

JMini oyciotron voor betere diagnose bij
artpatiénten

kior

otghealth

TiFed

0fFeb

FEDS

yelotron

% App

11

RED's Toctate niet meer

feerste minicyclotron in

g5 technieken

3 Waarschuwing/ncident

2 Nieuwe therapieftechniex

et Rode Kruis in Nederiand

pesloten waarop plekken van automatische extere defbriliators
[AED's) ofwel hartstarters vermeld stonden. De database was te
inden in de Rode Kruis EHBO-app.

it arin Zekenhuis n Groingen

ntwikkeling vo

P e Smode
Fadioactieve stoffen voor hartscans gemaak w
e
Bles el e
n PET CT-scanner.

CT, eHealln &
Domotica

[Risico.

iogelijk
hishingmall

TFeb

atalek

5 EPD/
patienigegevens

atalek.

hebben mogelk
onderden clignen van een ggz-Kiniek in Gelderiand, Daarin staan
EEE e
werkers in een phishingmail waren

s e e
S inetsling S Persona waten o een Basent var AL Neuwe

T 5242
hnogelijk-daralek-bij-gelderse-gez-Klnick-na-
hishingmail htm!

n-itro
iagnostica

[ontwikkeing

inde

kipr

7ilan

ninetest

5
jaboratorium testen

inetest

i1 Overig

en ke wiEzesingan van damankar
in de lever opsporen. De nieuwe fest 90 p

o et b £ e 1 ol e
1uizen van de Erasmus Universiteit n een promotieonderzoek
uisartsen beschikken nog et over de fest De test moet eerst nog op)
fen otre groep paténien worden igeprabeerd.Van Huizen
ajaren van onderzoek dat mensen met een uitzaaiing va
B e R
un urine hebben
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finische
echnologie

[ontwikkeling

[TULA System for Awake Ear Tube Placement|
FDA Approved

Medgadget

idan

fTula tube defivery system [12 Operatie instrument [plaatsen buisjes oren
metlocale verdoving

12 Marktioslating

[Tusker Medical, based n Silicon Valley, has won FDA approval for ts

[Tula System to deliver local anesthesia directly toward the ear drum

nd place an ear tube without any pain. Indicated for patients six
months of age and older, the Tula lontophoresis System delivers an
fonized anesthetc agent called TY!
flidocaine and epinephrine, into the ear. The electrically charged
medicine is forced to move foward the ear thanks to an electric current
lgenerated within an ear plug specifcally fited to the patient. The plugs.
iake sure the numbing Solution stays within the ear and doesn't drip
ut. It takes about ten minutes to deliver the local anesthetic, during
uhich time the child s free to do whatever he/she wants.

by v medgadet com 2020/01
e T

CT, eHeallh &
Domotica

ntwikkeling

[Tumor Tissue Imaging and Al Bypass Pah
Lab for Brain Surgeries

Medgadget

Han

] 118 Artiicial inteligence Al voor intraoperatieve
istopathologie

110 Nieuwe ontwikkelng

v a major development in how tumors are excised, the
[University of Michigan have shown that s possible to accurately
fanalyze brain tumor tissue within the operating room and assess its
ature using artifcial ntelligence. The new technology comes in the
form of the NIG Imaging System from Invenio, a company out of Santa
(Clara, Callfomia, It uses stmulated Raman histology, developed at the.
lUniversity of Michigan, to quickly image tssues at the microscopic

cale without any staining, completely bypassing the patholagy lzb.

e technology s so fast that surgeans can take follow up actions that
frmay prevent the tumr from regrowing without having to schedule
fanother costly procedure.

fimsche
echnologie

[Ontuikkeing

fachine Keeps Livers Alve fora Week,
Revives Injured Ones

Medgadget

aflan

B0 Overg erlengen levensauur
reservator fransplantatie lever

R Swiss colaboration of ciical hers from University Hospital

e e
chine that can keep human livers alive for up to
P el methods of persian oan keep vers goma o
bout 24 hour

IMoreover, the same device can be used to rehabiltate injured fivers so|

[t they'e healthy enough to be used for iransplants. The muti-
rameter device is described in joumal Nature Biotechnology, where
e researchers detal nw T e

f Wyss Zurich, can manage a liver outside a human body by

Feguiaing i orygenation, ucose evel, hemaioer control, and

management of waste byproducts

fimsche
echnologie

[ontwikkeing

{ammaTiles Help Prevent Recurrence of
talignant Brain Tumors After Surgery

ledgadget

87lan

{GammaTie, Interne ] DA approval
bestraler i

05 technieken

T Medical Technologies, a company based in Tempe, Arizona, won
IFDA clearance for ts GammaTiles to be used o prevent malignant

tumors in newly diagnosed patients. The devioes, about the size
Fa postage stamp, contain Cesium-131, a radioactive isotope with
alf ife of about ten days.

[The collagen material within which the radioactve seeds are placed is
fesorbable by the body and doesn't require  separate extraction
lprocedure. This surgically targeted radiation therapy procedure was
fecently made available in a few hospitals for patients with recurrent

3 indication makes the devioes, a rare new.
freatment, available for new cases.

T = w*om' leshel

CT, eFealih &
Domotica

[Ontwikkeing

Fo's Al-Powered CUAFTD,
Heart Mumurs

ledgadget

ilan

Ko Al stethoscoop 78 Artiicial inteligence [FDA approval

Ko, a maker of high-end digial steih ias just receved t
rst FDA clearance for is devices to use Al algorith utomatically

dgadget.con/2020/01/ek: el
] i himi

e aral orlaton (Fi)and heat mumurs Using i capabiy,

primarcare physicians, whoare ot neay s extenivey aned
able o identy

cura wih an y

fo seasoned cardiologists

finische
echnologie

[ontuikkeling

miicor’s MRI-Compatble Ablation Cathelers
leared in Europe for Cardiac Amhythmia
Treatment

ledgadget

Silan

[micor ablatie cathethers 20 Overig E

imricor Medical Sys T Minneapolis, Minnesota
the Eumpean G Wark for s Vision MR Ablation Catneler
nd Vison-R Dispersive Electiode. These detices allow fo cardac

latips: v medgadget com ‘mricors
Dlc-abl » T

biation procedures to be d operating
fooms ety uizng B Securay ol aoperaure MRl s
ources of arhy

CT, eHeallh &
Domotica

ntwikkeling

[Onera Bioimpedance Patch to Detect Sieep
pipnea

Medgadget

OFeb

[Sensor vaor apneu 6 Wearables, incl _imische studie
fagnose buiten ensoren op huid
laapkliniek

1 Nieww product

[Onera Health, a company in Siicon

ips: /W medgad 0
h-to- detect:sl bl

IR&D offices in the s developed a o
{5 o 16 st o o e ok i e o e
uccesshulytialed i 25 patisns and te reulsshow hatit s about

traditional
resp\rznen cham\el Goenplitly o153 o specitony o1 76 3% andt an
faceuracy of 72.8%

[Because the device is faily unobirusive, and is worn on the chest, it
s the potential to allow for sleep apnea diagnosis outside of sieep
linics. This may mprove the quality of diagnoses, as patients will be
ble to perform testing under nomal condifions in their own bed.

CT, eHealth &
Domotica

ntwikkeling

eurnG acking
Parkmsun . £ i FOA Breson; gh Device
Pesigna

Medgadget

3Feb

oftware om parinson fe 07 Overig ICT
etecteren via fesignation
smartphone/computer

3

[Fda-breakthrough device

T Nieww product

[Now, fhe FDA has granted Breakihrough Device designation © nQl
[Medical, a firm based in Cambridge, MA, for its neuroQWERTY
oftware that monitors psychomotor periurmance ‘and fine motor

s /7w medgadget comn 3020/ 02 memoqwerty-Tor-

d I

inction while a pe
e fims i he baskgroihd wd e person being monitored
joesn't have to do anything other than continue using the device
unning the neuroQWERTY software as they always hav

finische
echnologie

niwikkeling

jord’s First Portable MRI Cleared by FDA

Medgadget

7Feb

ortable mrl i [FDA-toelating

05 technieken

12 Markttoslating

yperine’s Luey point-of-care MRIis infended for scanning the head,
ock, a5 well 2 he extemes, in st ot any clnicalsetng, This
an be of particular use in emergency rooms, intensive care units, and
i facilities that currently don't have acoess to a conventional oinical
MR

303003 worlds oL
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[ontwikkeling

Cleared (o Provide L
Lung Failure Treatment

diFeb

xiracorpeale beademer

20 Overig [FDA-toelating

12 Marktioslating

e addrss same o th chalenges of ulizing meclanical
entiaton,the FDA asusteaed ihe Novaling Systemn,  product
S reaslis Wl Eal. o b el oo 1

"rech nloal voutlation whe
anaging patients for extended periods oftme.

[The Novalung System is an allin-one device that performs everything
firom CO2 exchange to oxygenation of the blood, and it has been
leared to do so for over six hours, an industry first.

bt ps: v medgadset com/2020/02 novalung-fda-cl
fo-provide-ong-tcam-lung-failure-ireatment hunl

NVt
Hiagnostica

ntwikkeling

ts European approval for
s coronavirus PCR test

5iFeb

ogix
OVID-18 Test

9
jaboratorium testen  (Coronatest

ig the completion of s technical
id it

frhe Sait Lake Gty-based developer's Logis Smart Goronavinis GOVID
[19 Testis now available to be exported from Utah to countries
frequiring the CE Mark, according to the company.

bmissions.
iw its in vitro diagnosic test for the novel coronavinys, known as s,
V2,

L1 lne com/co-
nosti

finische
echnologie

ntwikkeling

 hospital computers

afFeb

robiele
uchscreens

20 Overig
touchscreens

de computers, tablets
fand monitors, has unveiled a new, large touchscreen designed to
fesist the growth of infectioncausing organisms and limit their spread

Along with mold.resistant properties baked into the resin of the
eiceshousing h Ivin, Calfomia-based company descrbe s
lengs a5 e words sty antimicrobal computer

[cyberet previously faunched a 10. rugged medical abiet

fenturng on antimlorobial screen and oxierior n early 2016. The
rowth-resistant properties are chemnically bonded to the surface of the

e Wi he Corngany ey ek ! degpada oier i o e off

fahen using cleaners or disinfectants.

tips: I
ltimicrobial-touchscreens-for-liospital-computers

fimsche
echnologie

[ontwikkeling

luminating cancer surgery with a dye that
‘akes wmors glow

fi0FFeb

entdye

0 Overig ichigevend verf i
kankarcelien sichtbaar

2 Nieuwe

y using 2 ot binda o Gancer cal and makes Gom
they.

fevery piece of aperson's. piei il
[Frst discovered at Purdue University and being nevewupea by Or
roet Laboratores, he moloculr mafkers atiach tremselves fo the
urface of lung and ovarian cancer cells and iluminate when viewes
rough an endoscope equipped with a near-nfrare
low, researchers have launched phase 3 trals of the infravenous dye,

lubbed
[FDA fas track and orphan desinatn

OTL®, i ung andovarian cancas with a boost fom pravious

it

finische
echnologie

[ontwikkeling

DA approres hysiops plectoy oy s¥esy
rinary incontinen

[Fiercesiotech

Feb

Bulkamid hydrogel

2 Niet actief ydrogel injectie tegen
mplantaat fncontinentie

1 Nieuw product

[Te DA hes spproved B necion of
lto help firm up the walls of the urethra in women with stress urinary
incontinence. By sisperg b urthra’s volume and inreasig s

luring daily actiiti

ontura estimates ma« stress urinary incontinence affects a large.

pesseniay=tsuomen, o s i « vl e g on b e

reaiment bsjond physioerapy—_petentally i part due

infamous risks of harmful side effects related to past surgmsl —
uch as transvaginal mesh

ydrogel-injection-for-siress-uiinary-incontinence

finische
echnologie

niwikkeling

FDA clears Olympus' duodencscope wih
dditional cleaning tools

[FlerceSiotech

=

ympus TJF-QT80V
uodenoscope

13 Scopen & camera’s [Olympus TUF-GTS0V.

fduodenoscoop met
frerbetering m b..
keiniging

12 Marktiosiating

[Following the FOA's successive clearances of new, reprocessing-

feanscious duodenoscope designs from Pentax Medical and Boston

[Scientifc ate last year, compettor Olympus Medical has now received
green light of it own.

[The agency cleared the company's TJF-Q190V duodenoscope

ffsaturing a clear, disposatle endcap. Removing the single-use cap
flows foreasiersccess and cleaning of e deices complexelevator

ompon ere bacteria and biomatter have been kn

S Sl abon oot habe e e i o IS e

fpatent.

(e slestance s orersi e ronresry foshing sy used bt
futher claningof he scope's sievatormechanism—ss wal s vater-
St s20ps connector and sealed oivalor ite hannels Bt

[rinmize the ik af bod uids reaching e mnards f e devic:

s T Ttceitechcom e T clear-obpis
lduodenoscoy leani

fnische
echnologie

finische
echnologie

[ontuikkeing

[Risico

e e
biosensar nabs GE m

PO ymtys ol exbersaciiy upe o O
Healthcare's patient monit

[iercesiotech

Silan

5/dan

imee Oxygen Platfomn

GE Healthcare clinical
nformation staions

20 Overig injectesrbare
puurstofsensor

7 Overig ICT [cyberveiligheidsproblem
fen met bepaalde

monitoren van GE.

8 Cybersecurityhacken

ree years after Samed e CE rark o messire
levels, stEU

o lates

Se e i e provides.
loctors a *broader data picture" and offers patients a more convenient

iy to check oxygen levels in their imos.

[The Lumee Oxygen Platfor is designed to monitor fissue atrisk of

jow oxygen levels i patients with conditions like peripheral artery

iisease (PAD) and chronic imb ischemia,

15O s Vebrave o poten o hesfncats prosers o i

E

parning clinical
e e o s by GE Healthcar
s ot vt iy aeevoa 18 k538 X ot

ave been uncovered that could allow attackers to remotely take
R o e ol W WS b bl s o
enerate faise.
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finische
echnologie

[ontwikkeling

FDA aporoves Nedtronic's tiny, wireless.,
ninimally invasive pacemaker implant

[Fiercesiotech

3ilan

[Vicra AV

1 Actief implantaat

[Nieuwe draadioze
lpacemaker van
IMedtronic.

12 Marktioslating

[The FDA approved a new, finy p: from Medironic that does
ot require the wiring of the implant and

fhe hear.
lLess than one-tenth the size of traditional pacemakers and descrioed
fas one of the worid's smallest, the Micra AV device is designed
[placed entirely within the hearts right ventricie and attach tself to the
musele wall using small tines.

[The system is based on the medtech giant's previously approved Micra|
franscatheter pacing system for treating bradyarrhythmia. While

jdentical in size and shape, the Micra AV is built for patients with

.. which signals from the
ieart’s upper atria have trouble reaching its lower, pumping venticles

finy-paccmaker-now-
lida-ay
lock

finische
echnologie

[ontwikkeling

feobot edica unvels Gsposable device
r remote catheter procedure:

[Fiercesiotech

4flan

[Liberty robot

(12 Operatie instrument

[Robot om op afstand
fngrepe met catheters ui
te voeren

1 Nieuw product

FRANCISCO—A e annual J.P. Morgan Healhcare
onference,Microbotedicalinveted  tew devics hat ss 1 et

lphysicians conduct
porieg 1o, g Mo e ainton sspenurs and Phys\ca\

P Cierty robt srapst a patients tigh and allws surgeons o
dvance and manipulate guidewires and microcatheters through the
lplood vessels via a handheld remote not uniike a video game
ontroler.
[aditionally, the sterile robots small size—and disposabilty, with
G~<done” design that can be mailed back to the manufacturer forl
fecyeling following each endovascular procedure—aims to cut back on
ospitals’ capital investments in robotic infrastruct

procedures

fimsche
echnologie

sico

fedironic wams Tis Mazor X
oot could come loose and fall

Tian

fazor X robot

ment

f8z07 X robot voor
rugoperaties kan
joskomen van positie

diron alerted customers of s Mazor X robofic
s poteniia o come oose and datach fseffrom an perating foom
ftable, and possibly fall upon a patient during a Spine procedure.
[The manufacturer has tracked the issue to the system’s pneumatic
Dot i beieats T o vt e B et e

R bed frame. Over time, air leakage from cartain models can weaken
e system's grip, according to Medtronic.

fandfall

finische
echnologie

[Ontwikkeing

clears ocT
canner for checking ear ifections

Tdan

OMi scope

i

DA clears
iGare's handheld

g5 technieken

CT scanner for
hecking ear infections

i3

otoniCare received F DA 510(K] clearance for its hand-held.
0 e that allows ph heck for luids.

lartps: v flercebjotech com /medtech fda-cl

oo
fdeep behind the eardrum—one of the main signs of childhood ear
nfections.
[The TOM: Scope diagnost deviseuses apicalcohernce
mogra T, to scan the middle ear with near-nrared light
1 provel 3 crose.4ecion image simlar 1 an lrasounc, leah fen
ietemmine whether fuid is present and characterize Its type and
fensity, even in cases with heavy wax buildup.

e

fimsche
echnologie

isico

BBotrs Dilation Catheters Face
lass | Recal

T}

iFeb

G Trek RX Coranary
Dilatation Catheter

ment

ecall van NC Trek RX.
jon

[Catheter

PRGN Caberaores s g 3 Class [ Recal o
ters. The Abbolt Park, IL-based company said that ‘certain lots™

TESTRR I7AE 29580%995-COr I

Fie NG Trek R Catheter would

fre recall
[The "URGENT MEDICAL DEVICE RECALL" Nofifcation informed
ustomers that specifc lots of ts Goronary Dilatation Catheters with
fameters of 4 mm, 4,5 mm, and 5 mm may exhibit cifficulty or Inabilty
deflate the balloon due 10 weaker material proximal to the balloon
bond resulting from excess heat exposure during manufacturing, and
 potential risks vith the use of the affected products include air
fembolism, thrombosis, myocardial Infarction, and addtional
intervention

finische
echnologie

[Ontwikkeling

Dural Sealant Patch Made of Bioresorbable
Polymers Eams CE Mark

MBDT

67lan

[Liqoseal patch

20 Overig

[CE-markering voor

fura mater

1 Nieuw product

faoseal, a dural sealant patch made of bioresorbable polymers, has
feceived the CE mark and is now commercially avalable in Europe

[Developed by Polyganics, the patch could
uid (CSF) leakage after electve cranial surger
SF leakage is 'a widely recognized complication of neurosurgical

fprocedres that can result in increased morbidity, prolonged hospital
tays, possible surgical revisions, and enhanced costs, Rudy Mareel,

4D
ce. ndication, location ofsurgery and underbing pathology, butin
otal CSF leakage occurs in 4-32% of surgical cases.

yeteem

ntwkkeling

New guidance published for Medical Device

find IVD Cybersecuity under MDR and VDR
n Eure

[Emerge

7aan

Guidance

116 Wet en regelgeving

Guidance on
ybersecurty

et
fregelgevingNoBo

[The Wedical Device Coordinaion Group (MDCG) published new
uidance on Jan 6. 2020 to help fulfil all the relevant

fitps: /7w emnergobyul com/blog2030/0 ew-gidace-

ybersecurity requirements in Annex | of the Medical Devices
IRegulation (MDR) and In-yitro Diagnostic Medical Devices Regulation
(vDR).

lnd-ivdr-curope

Bystesm

[ontwikkeing

uropean Commission [ssues new guidance
n Eudamed medical device database
homenclature

mergo

an

[Guidance on Eudamed

nedical device database

homenclature

(17 Wet en regelgeving

[Guidance on Eudamed

e European Taiified requirements pertaining (o
device to enter the

[itips: . emtergobyul com /blog/ 202001 /entope:

homenclature

[To this end, the EC has issed two recent guidance documents

ne document covering the European Medical Device Nomenclatu|
(EMDN), to be used by manufacturers once Eudamed goes fully online |
ancther guidance provides background information on aly's
[ctassificazone Nazionale dei Dispositivi Medici (CND) nomenclature,
uhichwill be used as the basis for the EMON
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Bysteem

[ontwikkeling

Bate of play: European Commission provide:
atest figures on Nofified Bocly MDR, IVDR
Hesignations

sEmergo

Eilan

[Update on notified bodies [18 Wet en regelgeving [Update on nofified
lbodies

7 Standaardisatie, wet-
JregelgevingNoBo

ccording to an update from the European Commission, 44
pplications from Notified Sodies for MDR designation have bet

n /2020/01/stare-play
Ticdb

ubmitied as of January 2020, four months before the Regulation's
IMay 2020 application date. In adiion, 1 applications for IVDR

lesignation have been submilted o far, two years out from that
IRegulation’s May 2022 compliance deadiine.

Atthough most Noffied Bodies now designated to issue CE Marking
inder the European Medical Devices Directives have begun the work
f obtaining designation under the MDR, the number of Notfied Bodies|
ctually designated to the Regulation and whose designaion data has.

[Bodies’ designation information is awaiting publication in NANDO,
ccording to the EC report.)

Bysteem

[Risico

prkend’

contact

iar

fallicte ziekenhuizen |16 Wet en regelgeving [ielate erkenning

B Economisch neuws

[FetBankrost n 2016 van het VC Slotervaart in de WC i,

|sselmeerziekenhuizen in Flevoland heeft een

pgeleverd die in de toekomst voorkomen moet worden. ‘Partijen zijn
e van it

d-htm

ituatie en
i te lang blijven hangen in hun sigen visie en rolopvating,
oncluderen de onderzoekers. Ook extern, bil de.
lgezondheidsinspecte, de Nedertandse Zorgautoriteit (NZa) en het
inisterie van VVJS, is te laat erkend dat het echt misging, zo s
asigesteld.

fedische
ulpmiddielen

IRisico

/anaf donderdag 5 maart alen no
poedtandzorg bi] ACTA door tekort
fnondneusmaskers.

[medicaitacts

iar

ondneusmaskers 20 Overg Kort

IDocr sen 1andalik (ekorl aan monakapjes 1s ACTA (Academisch
ntrum haar patientenzorg

IACTA vanaf deze datum alleen nog spoedgevallen behandelt en
jopende behandelingen kan afronden

I
anaf donderdag 5 maart aan te passen. Deze maatregel houdt in dat o dnensmaskers

CT, eHealth &

IRisico.

Datalek van van 4325 B
Flevoziekenhuis, patinten geiformeerd

medical facts

ar

atalek atalek

EPD/
patientgegevens

‘een datalek

T3020/03703/ daralek:

Een zorg:
ngeoorlood patiénigegevens op een USB-stick gezet. Deze USE

op een nabij het De
/SB-stick s door een gebruker van het parkeerterrein op 8 oktober
lgevonden. De vinder heeft thuis de USB-stick even geopend en
pesioten deze terug te brengen naar het Flevoziekenhuis.

fedische
ulpmiddielen

[Risico.

inistene; snel plan voor voorraad medische
peschemningsmiddelen

Kipr

Nar

nedische 20 Overig tekort door coronavin
peschermingsmiddelen

evoziekenhis-lek

omen o tekorten aan i

1 meteen plan iips:/a

ondkapies, te voorkomen. Op het ministerie wordt woensdag

de
56D, zorgverzekeraars en ziekenhuizen. Erwerd op het ministerie

an VWS ook over medische hulpmiddelen in bredere zin gesproken,
fzoals wondgaas en chirurgische maskers. Veel van die spullen worden
lgemaaktin Cnina, waardoor tekorten dreigen

fimsche
echnologie

ntwikkeling

Fiekironische

Contact

Tar

Fiektror 0 Overig

T van
e-nose’) een op te sporen. proofot-

fprinciple-onderzoek door Yonne Peters e.a. (Radboudume)
sepbliceerd in Gut. Volgens onderzoeksleider en mdl-arts Peter
[Siersema zijn sensifiteit en specifioteit vergeljkbaar et die bij

) termijn deze goedkope en niet-nvasieve technick ingang zal vinden|
in de huisartsenprakiik

lbarsetrslokdam-op him

ysteem

ntwikkeling

[Tenzinger na ovemarnes grooisie ecd-
everancier in care

Kipr

Mar

Blektronisch ciienten overname bedr

patientgegevens

6 Economisch nieuws

[Plancare, en de hieraan gelieerd: Serviant over.

fictbedrjf Tenzinger neemt De Heer Software, leverancier van ECD  [iiips/swwi.skipr i cuws/enzin ger-nia-oveman cs-

Iiemnee is het bedrif naar eigen zeggen de grootste ecd-leverancier
|etektronisch clienten dossier) in de markt voor gehandicapten-,
feren- en thuiszorg.

fedische
ulpmiddielen

[Risico

V en VPH Tekotaan
peschemningsmiddelen huisarsen nijpend’

medisch contact

6iar

e

sche 20 Overig iekort door coronavinis
peschermingsmiddelen

IDe bodern van de voorrader [ van fifips:

uisartsen tegen het SARS-CoV-2-virus, is nu echt bereiki,
LHV). D

Landelike Huisarisen Verenig

d b

vws
ver de vraag wazrom de materialen de huisarsen niet bereiken. Een

oeten doorvenijzen naar andere praktjken enof de GGD omdat een|
ituatie zonder besch emingsmiddelen niet voort kan duren, stelt de.
ILHV.

CT, eHealth &

Domotica

ntwikkeling

Za i wegens extra
oronakosten

medisch contact

6Mar

Gonsulten 116 Wet en regelgeving. [ideljke versoepeling
regeigeving

et
regelgevingNoBo

[Alle face-tofaceconsulten in ziekenhuizen mogen per dreot digitzal |t

lplaatsvinden. De Nederar

fegeigeving hiervoor fjdel

vergoed krigen De regelgeving dicteert normaal dat er, voor het
penen van cen dbe aan het begin van een ziekenhuistraject, face-to-
[facecontact moet zijn tussen een patent en een zorgverlener die een
fdbc mag openen. De NZa laat weten die regelgeving dus vooriopig te
erruimen, zodat alle eerste consulten digitaal mogen plaatsvinden en
lgedeclareerd kunnen worden

p
vanwege de coronacisis, zodat de kans |coropakosten it
arisen SRS

vt
iagnostica

[Risico

[Waarschuwing over zelfesten voor
oronavinus

6Mar

Forona zelfiest 8 POC testizelfiest

[Testen die Worden om na te gaan of & het i
oronavirus bij in verboden als ze ni v

o een n
laangemelde instantie (notified body) becordeeld worden. De test
most een CE-markering dragen

fedische
ulpmiddielen

isico

nondkapjes in ziekenhuizen zjn onveilig

SVar

frondkapies 20 Overig

s 2ii geleverd san 5

7
in ondeugdelik en kunnen niet worden

AT0asT
il

van een
jestart, Het gaat om 00000 zogeheien FFP2-maskers (mondkapjes
et een filteriie) die niet aan de veiligheidssisen voldoen, bevestigt de
Jwoordvoerder. Volgens onderzosksorganis:

tertes in de mondkapjes niet goed, of sluiten de mondkapjes niet
jenceg aan op het gezicht, aldus de NOS.

uveilig himl
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finische
echnologie

in-vitro
Hiagnostica

[ontwikkeling

IRisico.

D-printers bieden hulp in coronacrisis

[[eseapactt coronauins n gevaar door
ekort aan laboratoriummateria:

iechnischweekbiad

os.nl

Siiar

0Mar.

nderdelen printen voor  [14 3D printer/product  fonderdelen printen voor
beademingsapparatuur peademingsapparatuur

fekort aan benodigdheden 09 Diagnostische tekort aan
jaboraforium testen  jbenodigdheden

2 Nieuwe terapieftechniek

3 Waarschuwing/ncident

famwege de (dreigende) ekorien op fet gebied van onder andere

pedriven over op de productie van essentisle phei 3D-printers
pelen hierin een belangrijke rol. 3D-printen is duurder dan
massaproductie en in het geval dan medische onderdelen is het
feangric datde producten aan als medisohs esen voldoen, aarin
lgeval van nood kunnen 3D-printers uitkomst bieden door snel e
e

alleriei materialen die essentieel zijn om te kunnen vaststellen of
nd besmetis met het coronavirus zijn schaars, Er dreigen

liskorten die de voortgang van de diagnostiek in gevaar brengen. In
INederiand worden nu al relatief weinig mensen getest op het virus.

lzevaar-door-tekort-zan-laboratoriumateriaal hml

CT, eHealth &
Domotica

[Ontuikkeling

@

Z rolt app voor online huisartsenzorg
ersneld uit

ciBhealty

5Mar

bpp online husarlenzorg (04 App pp online huisartenzorg

11 Overg

Z heet de afgelopen weken de ontwikkeling van de Medicoo app
ersneld. De app, die vanaf deze week (24 maart) beschikbaar i, is
en van de oplossingen voor het huisarisentekort

zorguerzekeraar die geen eigen huisars hebben kunnen via de
IMedicoo app een online huisaris raadplegen

fedische
ulpmiddielen

[ontwikkeling

[Mondkapjes herbrikbaar door steriisatie

{echnisch weekblad

Tiar

frondkapies herbruikbaar 20 Overig mondkapjes zijn te
terliseren

110 Nieuwe ontwikkeling

TU Delft en Van Straten Medical hebben een proces ontwikkeld er
el b e e e
< direct en overal Inzetbaar.

ips /.

lherbruikbaza-door-sterilisatic

s d

CT, eHeallh &
Domotica

[Ontwikkelng

Eerste patent behandeld met bestralingsplan
an Al

technisch weekbiad

iMiar

bestralingsplan gemaaki (18 Artifial inteligence
imy kunstmatige
nteligentie

10 Nieuwe ontwikkelng

CT, eHeallh &
Domatica

CT, eHealth &
Domotica

IRisico.

ntwikkeling

kunstmatige intelligentie

[CovApp geeft binnen vijf minuten een
Foronavirus incicate

medisch contact

cthealth

7ar

7Mar

funstmatige intelligentie (18 Artiioial inteligence

ovADp. 4 App.

(08 17 maart werd an Arlerdam UNC do eesl patent met

ok s il e st o i b
lprostaatkanker vindt aan Amsterdam UMC onder andere plaats
fmiddels brachytherapie. Hierbi wordt de patiént inwendig bestraald,
loor een radioactieve bron te laten stralen in vooraf ingebrachte

11 Overig

(atcial mteligence, AT) voor|
medische doeleinden wordt door de

fiiips o medischeoniactaUnienws lzaisie:

ngekence mogeiscen. Toch zn ef ook kantskenigen
iaatsen omdat de daadwerkelijke prestaties van Al nogal eer
e o v v 85 p il 1 i ke
Fesultaten van een systematic review door Myura Nagendran e.a. die
s gepubliceerd in The BMJ.

inds 2 maart s de CovApp in nederland actief is. Mensen
2

1 it

lbeantwoorden via de app of de website van
eenvoudige vragen overzaken als reisacivitett leeftid, beroep,
ymptomen of klachten etc. Alle infomratie wordt geanonimiseerd
pgesiagen en er wiorden geen persoonijke of privacy-gevoelige
lgegevens gedeeld met het ziekenhuis Het invullen duurtzol 5
inuten en vervolgens geeft CovApp direct de uitslag. Dat kunnen ook
faanbevelingen zijn voor mogelijke vervolgacties. Denk aan het advies
enin
huisquarantaine te gaan. De uitslag bevat ook een QR-code die,
indien nodig, naar een arts of ziekenhuis gestuurd kan worden zodat
e zich kunnen voorbereiden op de komstvan een patiént.

CT, eFfealih &
Domotica

[ontwikkeling

om tekort
an beschemende middelen

os.nl

OMar

reldpunt 7 Overig [CT

1 Overig

besuhemnae ‘middelen in kaartte brengen. Het initatief komt van

fips: /oS nUaikel2328795-meld;

en vemorgenden.
i Rt haie behenion signalen binnen bij NU'91 dat e
A R T
et coronavirus.

iddelen himl

fedische
ulpmiddielen

[Risico.

orcHap]es Teadst Van ds shalioop 1 s
fegen Coronateko

AT

frondkapies 20 Overig iekorten

I TU Delft, 75, Reinier de
 Ziokenh an

IDeskundigen Steriele: s een

m gebruikte mondkapies e steriseren via een gener
Elrisatieproces. De esresutaten Komen oversan met sl
van nieuwe mon

CT, eHealth &
Domotica

ontuikkeling

ederlandse bedrjven bieden COVID-19 Al-
Boftware gratis aan

ffmt gezondheidszorg

TBpr

[AT gratis 118 Artiicial inteligence [grals in coronacnsis 6jd

i1 Oveng

[ o mas ok sf e c S coun £ D o
edoeld

1 zorgspecialeien f hlpen bi e beneren yan COVID-15 gevallen.
IDe bedrijven hebben de tool gratis ter beschikking gesteld ter
fondersteuning van de crisis

CT, eHeallh &
Domotica

[Ontwikkeing

[Googie en Apple bouwen corona-tracking'in
P smarphones

oS

0/ApT

fracking app 4 App. orona tracking app

T Oveng

[Google en Apple gaan een overheden to

i ps. /05 al/aitikel 233007

Jpen bi corona-onderzoek. Dat moet een einde maken aan
fizchnische problemen bi ce ontuikkeling van de ‘corona-apps' cie
verheden willen gaan inzetten.

corona-iracking-in-op-smartphanes himi

CT, eHiealth &
Domotica

[Ontuikkeling

[ancering landeljk onine portaal voor het
figitaal uitwisselen van relevante COVID-19
patiénigegevens ussen ziskenhuizen

ffmt gezondheidszorg

GiApr

Iigitaal uftwisselen covid- 07 Overig ICT
s

figitaal Utwisselen covic:
s

1 Overig

IPhil

Volksgezandheid, Wekzijn en Sport en het Erasmus Medisch Centrum

et online COVID-19 portaal beschikbaar

iekenhuizen delen als patienten
VID-19. Via

et portaal kunnen radiologische beelden, verslagen, documenten
iiv. de ontslagbrief) en andere relevante informatie over een patient
lbeschikbaar gemaakt worden voor het ontvangende ziekenhuis.
Spreiding van COVID-19 patiénten over Nederland
rden ondersteund.

CT, eFealln &
tica

tedische
ulpmiddielen

[ontwikkeing

ntwikkeling

etedh et SRkl f huighede
oo mondkapi

cihealth

It nieuws

27ApT

6/Apr

orona-app. 4 App. orona-app

niewwe corona-app ontwikkelen om
feoronabesmettingen in kaart e bren;

jonge van VWS aan de Tweede Kamer aan. De zeven racking-apps
e afgelopen weekeinde fjdens een appathon waren geselecteerd,
allen af, Over vier weken moet meer duidelik zin over of en z0a,
106 apps ingezet kunnen worden

hulpstuk voor monckap (14 3D ulpstuk P

3d-printer een hulpstuk

leze beter en passender zitten.

9VilzFgll

ips://os nl/artikel 2|
331304-minisier-de-
jouge-stelt-tea-

bowen bl
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finische
echnologie

[ontwikkeling

[open source beademingsapparaat na test
Enel inzetbaar

cihealtn

Tikpr

{Open sourc:
beademingsapparaat

20 Overig

[open source [i0 Nieuwe ontwikkeling
beademingsapparaat na
test snel inzetoaar

fzind open source beademingsapparaat, de VentiatorPAL. De
lprofessionele variant daarvan, de VentilatorPAL Pro, is inmiddels met
£ s oot upls gl v e Unm iteit Twente,

e fabri

geleden verscheen het ni een in ontwikkeling g icthealth
lbea -

el termijn
fngezet kan worden

implantaten

[ontwikkeling

bboil’s FlexNay Cleared in EU (© Delver

medgadget

pplcator voor

Portico Transcatheter Aortic Valve

ervanging

applicator |12

e EU CE Mak frthe new

[FlexNav for

ahie. The FlexNay delvery system gives physmmns more stabilty,
lpredictability and placement accuracy during the TAVI procedure.

fevents and lead to better patient outcomes, advancements 1o delivery
ystems are crifical to improving the placement and positioning of the
alve, according to the announcement.

ystem:

lexnav.deliv:

fedisch
ulpmiddelen

Ontuikkelng

Wic Wins EU Clearance for ClearUP Sinus
Relief Device

edgadget

it

evice

Tcic ClearUP Sinus Releft 20 Overig

ng device om (12

met zenuwstimulatie

lkachten van verstoste
inussen te veriichten

based Tivic Health announced ihat the company has _[irps./owiw medzadgeici
Feceed CE Wik approval n Eutopefor ClearUP Sius Pai Relet. 2 Ceyance.forcloaps

mall handheld device that can terporarily elated sinus|
lpain, pressure, and congestion. ClearUP is a small handheld device

ok e & pepiery et et iacet il s dui

rve fibers under the skin 1o relieve pain related to allergies. Itis

ESaned 1o et Symploms n e MinUIes and can be used Up o four
imes per day. ClearUP employs a light and vibration system to guide
e user along the most optimal treaiment points along the cheek,
asal bone, and brow bone. There is a one-button control with three
el St ol enf o el s Up 0 ix

mplantaten

ntwikkeling

V-Wave Shunt for Relief of Heart Falire
Symptoms Cleared in EU

Medgadget

V-Wave Ventira

2 Nist actie

e-markering voor 12 Markiioslating
interatrium shunt klep

[Feart failure patients often suffer fom high

fof their hearts, which can lead to dificultes breathing and other
febiitating conditions. V-Wave. an Israeli fir, won the European CE
roval for its Ventura interatial shunt that aims to regulate
et atral pressure by creating a passage for blood to flow from the left
o the right atrium across the interatial septur.

[The device is implanted during a minimally invasive transcateter

prmesdie s coce e ks o tood o o e e
ihe right side of the heart, thereby lowering the pressure and impact of
uid buildup within the lungs.

CT, eFealih &
Domotica

[ontwikkeing

N Viins EU CE Mar
BT Sapsssion

Livanova Symmetry

T Actief implaniaat

e o
reurostimulator om
iepressie te behandelen

alova announced foda a device for vagus neve it medgadget com/2020/03
imulation (VNS) therapy, has received CE Mark approval for difficut- fen-ce.mark- for-difficul -to-treat-d:
-treat depression. Symmetry is a small device that stimlates th
agus nerve to improve symptoms of depression and quality of fe.
Pt surical imlanatn, e device egulry sends mid decirc
fpulses tothe vagus nerve, which is connected to areas of the brain

atconirol mood. Whie revious devices for VNS therapy have
feceived CE Mark for the treatment of depression. Symmetry is the
ewest and is specifically designed for ths indication

CT, eFleallh &
Domatica

[ontuikkeing

GhoNous Recelves EU Approval for
Al Uitrasaund Platform

Ghonous Kosmos Al

118 Artiicial inteligence [CE.

ing 1
fechosysteem met Al nuip|

GhoNous announced tat it has received the Eurepean CE Mark of |ir, v medgadset cow 2020/03/ech

approval for its Kosmos platform, an ultrasound and for-k lirasound-platforn.hi
et hen B iins i soroic imaghio s Tk,

g vttt Th Ko il s ot

Elh ounce ulrasound deviee, ihe Kosmos Torso, hioh also

IECC andaigital auscutation intons s connected 0 e | it
[Bridge tablet, which runs Al-based software that analyzes f

Jtrasound images to assess heart and lung function more qmck\y and
faccuratel

fimsch
technologie.

[ontwikkeing

T Engineers Working fo
Ventlator for FDA Review

0 Overig

Ontwikkelng i [

peademingssysteem
oor COVID-19 patienten

19 emergency The eniire giobe s SO0
iaking medical ventiators ity. During normal times, fvenilator-submitted: bt
lbusy intensive care units can expect to use a dozen or so ventlators af
fihe same time. As a respiratory virus, COVID-18 can make breathing

n one’s own impossible, o ventilators are expected o be in dire
fshoriage almost everywhere.

A group of MIT engineers are working to submit a variant of the MIT E-
/ent design to the FDA, under Emergency Use Authorization (EUA), a
made out of a bag valve mask (aka Ambu-Bags) and readily
favailable electronics, actuators, and motors. Bag valve masks are
fhemselves found near every hospital bed in case emergency
g ecassays s skl i Baacouppl
iready.

ulpmiddelen

ntwikkeling

Tnhaled Alr Using UV
Light

Medgadget

terlisator

20 Overig

v
fngeademende lucht ter
oorkoming besmetiing

FrolectvAl,a breathing _[iiips. /ww medgadget com 2020/03

cvie tat lees ch ghtto steize nhaled haled. lighthml
including

19). The device is e by Reaiors st and srs i
ccupational exposure to aifbome pathogens.

[ProtectivAir consists of a nose and mouth mask that connects, via a
exible hose, o a small irraciation chamber worn on a belt or hamess.

ofons Uve
iamages a pathogen's DNA or RNA, which prevents i from replicating
nd infecting the body.

fedische
ulpmiddielen

Brwikkeing

S Device (0 Disinfect 500 NG5 Masks Per

[Medgadget

Prescientx Teminator 185 20 Overig
teriisator

[OV-Sterilsator voor grote 01 Nieuw product
faantallen n95 maskers

[Prescientx, an Ontario, Canada firn, has just staried aking orders for |iiips /v medgadgel o /2020/03 /iew-0evice-to-
fa device that can rapidy disinfect N95 masks using ultraviolet (UV) isin fect-500-n95-masks-per-hour him|
g, By batrng tre masks it Ightn e UV.C range,the Terminatr
ice can process up to 500 masks per hour. This is quite
e e
fenough to keep most clinical facilties from wunning out of masks during|
ur current pandemic.
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STERRAD Sterilzers Triple Lifetime of NOS

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

[Medgadget

nedgadget

fiapr

teriisator steltin siaat
m NO5 maskers fot 2
keer hertegebruiken

Fteriisator No5 maskers 20 Overig

20 Overig (Ce-markering device om
Jichaamstemperatuur te
eguieren tidens ECMO

qulator
Jichaamstemperatuur

i Gverig

12 Markttoslating

[STERRAD sterilzers, made by Advanced Sterilization Products (ASF}

v, Cabfomia fm, are  common sight n hospitals amund the

medgadget com 2020/03/stemad-steri
95 masks him]

rid. They re used fo
now re same devicescun b \mm-d\itl\y end % i Sl

se NG5 masks into reusable devices. ASP has just qualified anew

e e T

masks, trpling their useful Ifeime. Already installed STERRAD
ystems can be easily implemented (o process the masks, and ASP
Jaims tat a single STERRAD setup can reprocess 480 masks oer
iay.

=

ioCuip, a fim based n College Staton, Texas, won European
fegulatory approval (GE Mar) o s MCH-1000 that
e used to control patient body temperature. lyplcally dunng lung or
heart procedures. This could be particularly useful during the current
OVID-19 pandemic. since the MCH-1000 can be used alongside
fextracorporeal membrane oxygenation (ECMO) to address acute
fespiratory distress.

Landing the CE Mark is a tremendous milestone for CardioQuig
Doug Piat, GEG ofthe company. The approvalalows us o offr our
ftechnology to major hospitals all over the European Union (EU) at a
Mot ncrenty sl o are s 15 ba I the 61 g
of agreements with European distibuton partners to

the MOR-1000 to e EU 85 quickly

s possible”

finische
echnologie

ntwikkeling

ex-Gen TherOx SuperSaturated Oxygen
Delivery System FDA Approved

medgadget

TApr

Supergesatureerde 20 Overig [Fda-goedkeuring
Euurstof toediener

fimsche
echnologie

ntwkKeling

Helps Prevent Ventiator
[ompiications

12 Marktioslaling

fmedgadget

AT

Device om amiuiing van 20 Overig

fndotracheale cuff te

waarborgen fidens
feming

E en FDA goedkeuring

2

(LN T B e ol o e Ao

e latest version ofits TherOx Syster

Heliver SuperSaturated Oxygen 5502 msvan y to nthesvisde
joss following “widowmaker” heart atiacks, aka left anterior descending|

(ST-elevaton myocardialifarsion (LAD STEMI) chrone el
bstruction.

[The system i i blood flows restoed ty

ind stent implantation to pumy i levels of oxygen st m\ghl
[l injared Cardiac Gesue. e mportant 1t s happene wihin si
ours of the onset of symptoms.

ed hul

iator patents Wit

fstress due to COVID-19, but the machi their own risks, An

Medgadzel om0/ 1
htm]

wer-infated endotracheal tube cuff could damage the trachea, while
fan under-infated cuff could resultin aspiration and pneumonia.

Fnspriouard developed by Hospteeh Respiraton.a It fm. i

fan endotracheal tube plus control unit meant to

entlators 1o prevent complkations of hoh over. and under-nfaton
thatitwil provide its

fevice to |srac hospitals free of charge.

nviio
fiiagnostica

[Gntwikkeing

U
Jantibody Test

medgadget

Thpr

[EOVID-1g antiichaam test09 Diagnostische VD voor antiichamen
jaboratorium testen  [COVID-18

T Nieuw product

[Ortho Clinical Diagnostics, a company out of Raritan, New Jersey, hias
inveiled its SARS-CoV-2 (COVID-19) antody test,

i

‘medgadger.com 2020/04/ortho-d
i ibody-test html

llow the detection of those who have already fought off the
irus, but never knew they had it This will help with tracking the spread|
f COVID-19, identify clinical statf th inhabit the
fspace of current -19 patients, and significantly expand the study|
the virus. Currenty, the viral spread and level of public immunity to
fine virus is urlknown, as the number of those who have fought off e
Virus is unknown

[The VITROS Immuncdiagnostic Products Anti-SARS-CoV-2 Total
[Reagent Pack, as the test is known, spots an iboies (including 16
fand lg) that are produced in response to COVID-19 and so can
lprediot how the individual's immune system wil respond to exposure fo
fihe virus.

mplantaten

[ontuikkeling

nvasive Tricuspid Valve Repair

Bboft TrCilp Cleared in Europe for Minmalymedgadget

3ihpr

Device voor transcatheter (12 Operatie mstrument [Ce markering
feparatie van triscupidalis-
lep.

5

bbott the European CE Mark for s

[Transcatheter Tricuspid Valve Repair System, a minimally-invasive
fevice for ricuspid regurgitation repair.

lLike many other valve repair devices, TriClipis designed for
implantation using a minimally-invasive transcatheter procedure.
lUnlike other devices, however, TriClip works by ciipping together a
lportion of the leaflefs that make up the tricuspid valve. This reduces
fine backflow of biood in tricuspid regurgitation patients that s
fesponsisle for clinical symptoms and long-tem cardiac sequela.
[TriClip s available in two different sizes

urope: for-minimally- invasive-tricuspid-valve
cpai himl

finische
echnologie

[ontuikkeling

iood Filtering Device Vins FDA Emergency.
Jse Authorization for COVID-19

edgadget

3iApr

Cytokine fiter device voor 20 Overig DA emerge
OVID-19 patienten toelating

e device is iniended (o lower the levels of cylokines and ofer

fproteins in blood that promote inflammation, hopeflly thereby

i

¢ medzadset com/2020/04/blood:

fmitigating some of the ferrible consequences of the infection. These
fcan include shock, lung failure, other organ failure and resultin death
[The FDA has issued the Use Authorization for a
e 81 Vel GOTE 45 pentocamron o e 11 ki
BCT « Spactia Optia Apheresi System. combined wi

[Therapeutics' D2000 Adsorption Cartridge, is now mdicated or adul
fpatients with COVID-18 udergoing respiratory faiure

fimsche
echnologie

[ontwikkeing

TansAeris Diaphragm Pacing System Gels
FDA Emergency Use Authorization for
[uicker Ventilator Weaning

medgadget

GApT

jma stimulaior 20 Overig DA emerat
toelating
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{8 hospitals face he post entilaior shoriages for COVID-19
ents, Syn: d DA

E|

. Synapse Biomedical announce

‘medgadget com 2020/04/t. diaphi

[Emergency Use Authorizaton for  device that helps vean patients of

T Timl

ker. This, in turn, could
jother patients.

jeaning off of mechanical ventlation is a constant challenge in
fintensive care units. as prolonged ventiation can lead to diaghragm

VIDD). VDD makes it harder for patents to retum to breathing on
i own and increases ventilation fme.
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[RISPR-Based Test fo Diagnose COVID-19
n Less than One Hour

edgadget

Tikpr

[EOVID-1 test met
[CRISPR techniek

9 Diagnostische  [Oniwikkeling labiest om
jaboralorium festen  [COVID-18 o
fdiagnosticeren

2 Nieuwe terapieftechniek

it the COVID-18 pandemic growing globally, new ways of detecting

‘medeadset

P00 A erispr-based:

fthe infection s the need of the hour. University of Califomia, San
T dl e L T
Ukt a0 iy COVD 19

S

[The test, called the SARS-CoV2 DETECTR assay, checks for e
presence of two specific regions in the novel caronavirus — one is
ffound n all 'SARS-ike’ coronaviruses and one is unique to SARS-CoV|
2, which causes COVID-19. This helps to differentiate COVID-19
nfestions from similar infections caused by other coronaviruses

fedische
ulpmiddielen

ontuikkelng

fioT

o Sterilize Thousands of
tasks Per Day

edgadget

SiApT

Vsterfisator 20 Overig isator steltin siaal

pantalen sterilseren

m N95 maskers in grote

‘medeadzer

partcularty In the UVC range (280100 im) s known
fto inactivate microbes. During the current COVID-18 pandemic there's

2020/ 04 ulraviol
day il

2 shortage of protective masks, p: that feature
felectrostatic fiters. Cleaning such masks using liquids is not sffective,
fos the electrostatic effect ends up neuiralized, 5o a team at Rensselaer
[University created a device that bathes masks in UVC light and makes.
fhem useful again

Inside th iraciain boxare two UVC bubs tral st horizantaly
er. A motorized conveyor pulls masks,

g aton xhh b i isbacen W1 i T apand ot
otor can be controlled to choose the desired amount of radiation
fexposure for the masks and to prevent over-exposure that can actually
lamage the struotural integriy of the masi

n-vito
fiagnostica

[ontwikkeling

02

Graphene Biosensor Developed for Rapid
[cOVD-18 Testing

medgadget

SiApT

Biosensor obv grafeen om (09 Diagnostische [Nieuwe fechniek om
OVID-19 te jaboratorium testen

fiagnosticeren

D-18 e
gnosticeren met lab
t

s

2 Nieuwe

hers at the Korea Basic Science Institute, Korea Research

Instiute of Chemical Technology, and collab

2020/04graphenc b
himl

ricle on the development of graphene-based test for SARS-CoV-2.
e b S S T

oncanaton gt copies OermL A e
chievem

[Current diagnostic tests for COVID-19 utiize RT-PCR, amplifying the
[SARS-CoV-2 RNA from patient iny amounts of virus can
|pe detected. t takes atleast 3 hours, including methods

paration. The researchers who initiated this new study wanted to
fevelop a faster test directly from patient swabs, without sample
reparation steps.

n-vio
fiagnostca

ntwikkeling

fi03

ensifive 10 Minute Antbody. =
[GoV-2 Developed

fmedgadget

0iApr

[Entiichaam test COVID-1908 POC lestzelflest _ [Nieuwe techniek om

VID-18

[iiagnosticeren met
test

2 Nieuwe

athe Southem Medical Universily, Guangzhou
[china, and collaborators

Irips: 7w, medgadeet. com/2020/04/sensitive- 10-mintie-
e s

fssayfor detecon of SARS.CoV: anibocies i tuman iood, They
Feprt acourate delecton with patient samples, wih ol 10 it to
e

[The new method s a ateral flow assay, much ke a home pregnancy
st. Human serum is st paient and added onto one
ide of the device, where it flows through the paper due to capillary
Beton, Th researchers mpregnatea COVID 18 protens i Ine
B e G
they will bind along . here wil be o bindng

tvit
pinding of rabbit ant-human \as S Beeo N v Al et
keorter, allowing for greater accuracy than an unassisted visual

ysteem

ntwikkeling

102

OVID-19: European Commission looking to
sostpone new MDR by one year

[Cardiac Rnythm News.

7Mar

[Medical Device

Weten regelgeving fopschorten Verodering
IMedische Hulpmiddelen

5 Standaardisatie, wet-
regelgevingNoBo

Bl = QA secten o Plrpoan Commissor (E0) cotese
e G el O
tated that the commission were looking to del: “entry into force’
f the new European medical device regulations (MDR) because of the
ot s e i

roposes-one-year-
(delay-medical-
devices

ystesm

[ontaikkelng

ff05

[coviD-19: European o
postpone new MDR because of pandemic.

hythm News

TApr

iedical Device (16 Wet en regelgeving [opschorten Verodering
Wedische Hpmiddein

5 et
{regelgevingNoBo

e Eiropean Camlslon (ECY s adoped 2 proposal e postpane

oy one year the date of application of the new Medic:

Regulaton (OR). uhich s dio 0 come i fre on ey

e e e

Sistes e nsttuions and sconric oparabor toprrte The Bl

fagainst the coronavirus pan

fannouncement follows the EG college

fahich EC spokesperson stated that the
ommission were looking to delay the “entry nto force” of e new

IMDR because of the giobal coronavinus panderric

Itps/vevrei.emergob
i

pandemic/

loffcially-proposes-
fone-year-mr-
delay?utm_source=R
|ADARSutm_mediu
Emadsisn aain
=Email-RADA

Ihtps/evtoday.comin
eusleuropean-

ysteem

[Ontuikkeling

OVID-19 in Europe: Postponed and remote
otified Body audits for medical device:
pnanufacturers

[Emerge

aihpr

ofified body audits /16 Wet en regelgeving [guidance for postponed
r remote nofified body

faudits

from the Europear Wedical Device

fregelgevingNoBo

[Coordination Group (MDCG) Iempman\y makes allowances for
lpostponed or remote audits

\ecessary for recertification of GE Marking and related requirements.

ysteem

[Ontuikkeling

European Pariament offcially supports
ostponing MDR date of appication

[Emergo

2ihpr

Medical Device Regulalion 16 Wet en regelgeving [opschorten Veradering

[Medische Hulpmiddelen

5 Standaardisatie, wet-
fregelgevingNoBo

I3 il anicpated moe e Eitopean Parlamet s adopied
e European Commission’s proposal to postpone the Medical

s . ctnctecbyul con Uog 2020 04 cuopean-

[Regulation’s date of application by one year as healthcare leg\l\amrs.
ooverments and industry grapple with the COVID-18 emergency.

lapplication

finsche
echnologie

isico

108

Gpereren veilig ten t
He COVID-18 pandemie?

0ApT

aparascopie 13 Scopen & camera’s

pereren

T Overig

[§inds de uioraak van de COVID-19

feschveven over de wize waarop e vins zich Ve D peet

feeds grote gevolgen gehad voor de wize waarop de dageljkse zorg

Hiorct Ingerit. Desondanks kot dageiks mewws nfommats

Ibeschikbaar en ontstaan met eenzelfde snelheid nieuwe vragen. Eén
an de vragen is of laparoscopisch opereren momenteel veilig is

al

Rl 07
fopereren-veilg-ten-tjde-va-de-covid-19-pandenmic
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martphone-based multiplex 30-minute

ucleip acid test of ve virus from nasal swab

[Fab on a chip

Sikpr

[mariphone-based VD

8 POC testizelfiest

émartphone-based IVD [0 Nieuwe ontwikkeling

B s e

ns s

fattps: /pubs

03

Dol el L
gl e el msdvi usngn
pane of equine respiratory infeblous iseasee 3 a moda sstem r
fearresponding human diseases such as COVID-1. Specific: ot
lacid sequences of five pathogens were ampiffied by loop-mediated
fsothermal ampliication on a microfiuidic chip and detected at the end
ions by the smariphone. Pathogen-spiked horse nasal swab
amples were correotly diagnosed using our system, with a limit of
letection comparable to hat of the traditional Iab-based test,
lpolymerase chain reaction, with results achieved in ~30 minutes.

2020/ CIDOL

mplantaten

[Risico

fi1o

ould Your E-Cig Disrupt Your Pacemake?

MedicineNet

6Mar

acemakers en
iefibrilatoren

1 Actief mplantaat

nterferentie actiefhar (11 Overig
implaniaat en e-sigaret

fedische
ulpmiddielen

IRisico

DA wams of prematire EpiPen auton)
Betivations

5ar

Epipen

20 Overig

[The magnets might be able on heart

g}
ek Sl Rl S 4 ok A mocH S DEsE

hiips:

28881

foortjdige act i
njector

[The FOA parents and providers that various EpiPen
fmodels could malfunction and spring thelir needles early
[This could happen spontaneously i certain pressures are applied while|
Femoving the blue safety release on the rear of the epinephrine auto-
njector. For example, the device could activate if the release is forced
ideways-_alh a8 person s hodng the EfiPen wit one hand
fand uses their thurnt
pudlraly, te PR eounben a e pmbor o EpiPens tatmay
ave been shipped with a slighty raised or loosened blue safety
Feease, whih may alo alow the mecio o actvate premaurely. The
fagency recommended that users activate the device by puling the cap
waight up while hokding the EpiPen i the other hand.

ps: /. I Anediec
remalurc-epipen-aulo-injector-activations

i

fedische
ulpmiddelen

ntwkkeling

12

French startup Dianosic nets CE mark for
nasebleed-stopping balloon

tech

6Mar

AVIT device

20 Overig

[Ballon voor stoppen 07 o
lbloedneus

R French startup has received a CE mark for a small, mfiafable device
lesigned to apply gentle pressure an

[The Strasbourg-based Dianosic plans to
aloon avaiabl n hospitls bt B e

US.. Jay
[l being insered into the nestl he company's CAVLT device
fexpands o confom to the shape of the cavity and provide light
amounts of compression to help stop the bleeding, including at the.
firont or back of the airway.
It can be used for spontaneous bieeds or leftin place for up to three
lays in more serious cases, including after operations such as sinus
urgeries or tinoplasties.

fimsche
echnologie

isico

HE

DA designales BD's wid: Tart
infusion pump recall as Class |

Totech

usion pump

20 Gverg

cal 3
monitors

D75 recaling hundreds of thousands of s Alaris Infusion pumps and

ital sign monitors due to multple system fauls,

fand user-related issues.

Jaccording to the FDA, the errors can lead to delays orintermupiions in

er-or ation
(=i Theateney calierend ol a1 Glesnd ol st
fiollowing 55 reported injuries and on

frhe feca affocs about 774,000 devices n the U.S. distbuted fom
s eary as July 2004, This includes system PC, pump modules and
lpatent-controlled devices for managing pain.

CT. eHiealth &
Domotica

IRisico.

iz

FDA wams n Blustoot
Low Energy-equipped medical devices

iMar

Blustooth connectivity

7 Overig ICT

[Bluetooth

& FDA has taken steps o providers and

bout a series of s e

[Bluetooth Low Eneray communication that could affect.

[Dusbed SweynTooth, the collection of 12 publcly at
ould be used to wirelessly crash a device and sioy

medical
Be e e
s pacemakers, neurnstimulators and hospital ultrasound machine
ifable exploits
tioning

es.

r access central user features. The agency said tis not aware of any.
averse events related to these vulnerabilites.
Medical devices are becoming increasingly connected, and connected|
fevices have inherent risks, which make them vulnerable to securi
preaches,” said Suzanne Schwartz, deputy director of the FDA device

enter's Office of Strategic Parnerships and Technology Innovation, in
i agency statement, “These breaches potentially impact the safety
fand effectiveness of the device and, ifnot remedied, may lead to
lpatient harm.

[devices

fsche
ulpmiddelen

[Ontwikkeling

fi15

Drug-Defivery Patch Shows Promise for an
[overlooked Disease

MDD

Tikpr

ral adhesive
atch

Overig T 1 o
fdelivery patch

erapeutics reported positve clinical tnal results for a

lbiodegradable oral achesive drug-delivery patch to treat oral lichen

fplanus (OLP), and

jcers inside the mouth

[Rivelin is a muco-adhesive two layered patch designed to deliver a

[pharmaceutical product (such as clobetasol) directl to wet tissue

urfaces. ltis designed (o adhere to mucosal surfaces for extended

lperiods, faciltating uni-directional delivery of a pharmaceutical agent tol
Al s o aeLoracin tiamie icgreaa Wl Lt

ielivery to surrounding are:

lmage couresy of AFYX Therapeutics

|a biodegradable drug-delivery patch met the primary and multiple
econdary endpoints in a phase 2b study in patients with oral lichen

lplanus (OLP), a chronic inflammatory condition characterized by

Jlesions and ulcers inside the mouth.

Pagina 12 van 40

632098



Bijlage 2: exceloverzicht Peilstation MedTech 2020

finische
echnologie

[ontwikkeling

fi6

FDA Grants Breakihrough Designation for
Heart Failure Device

MBDT

3ikpr

fsOne.

1 Actief implantaat

fmpianiable system
ilivering synchronized
ffiaphragmatic
timulation

1 Nieuw product

s e e e

= E

ncsany cempmmg cariac function

foran

fmplantable technology 1o treat heart failure (HF)

IMore specifically, the Portiand, OR-based company's VisOne s a
levice that treats moderate to severe HF with reduced ejection fraction|

fand preserved ventricular synchrony. The system delivers

fsynehronized diaphragmatic stimulation (SDS) therapy.

[Gregg Harris, VIP of Clinical and Regulatory Affars spoke with MD+DI
B G Ll
ifference in the lives of HF pai

s et b e e o et e ey
d it takes

e sl et plant e leads onto the diaphragm. We place.

fa small generator subcutanecusly in the abdomen, which detects the
ardiac actvity. It then sends a small shock to the diaphragm. This just|
fimulates a smal poriion of the diaphragm. It doesn't affect breathing
tall”

n-vito
iagnostica

ntwikkeling

7

Liquid Biopsy Tes! Detects More fian 50
ancer Types

MDD

Thpr

frulicancer early
ietection blood test

9 Diagnostische
jaboratorium testen

mult-cancer ear
fetection blood test

2 Nieuwe terapieltechniek

rail had a huge vin n the iquid biopsy space (his week The Wenlo
[Park, CA-based company sald results of s Circulating Cell-Free
[Genome Atas study show s technology can detect 50 cancer types
facross all stages with a very low false-postive rate
rail has some solid results coming from its muli-cancer ear;
eeston bood es. Tre d blopy specialst evesied data that
hows s technology oan detectmore han 80 cancer types across il
ges vith 3 very low s . posive atsofles than 1%, trouh &
ingle bloo
hces resuls were publhed n Aunals of Oncobogy. Gralfs Girting
ellFree Genome Atlas (CCGA) study provided much o
« ulcaton The sty mluced more an 15,000 priipants wih
i without a diagnosis of cancer.

s /7wy mddionTine com U d-biopsy-est-derects-
Imote-S0-cancer.ypes

nvito
iagnostica

[ontwikkeling

118

[Themno Fisher Granted GE Mark for GOVID-
9 Test

fedische
ulpmiddelen

ntwikkeling

19

IMBDT

Biiar

[eoviD-ig Test

110 Diagnostische
aboratorium testen

E mark for COVID-19
[Test

1 Nieuw product

[Tie GE mark somes 2= T vins sortives o rage raioh Europe.

bringing ts
from SARS Lo, e vrie b LG e Eumpe e
jaltham, arli
ark for the.
[The testuses Appm Biosystems TagPath Assay technology and is
fesigned to provide pafient resuls within four hours of a sample being
feceived by a lab. The estmated time-to-result also includes time for
sample preparation and instrument analys's.

i
ovid-19-test

fensen met CF krigen
huis dankj initiatief Radboudume en NCFS

SiApT

8 POC testizalftest

Thus meten

1T Overg

Wensen met (oystc fbrosis, CF) kunnen binnenkort

fhuis hun longfunctie meten. Datis de uitkomst van een
Wt o go Neleniss Cyai Fpsuss SIE G OYCES)

hefs

Ibigehouden worden it
teze cormnatd.

fedische
ulpmiddielen

[Brtwikkeing

120

Tenhur
peschemningsiassen op

ST

eschemias

20 Overig

frieuws ontwikkeld

T Nieuw product

[Uiteindelik hebben wee een gevonden die Tkt
x. Dit materiaal s spatdicht en De jass

iz uitgebreid getest en goedgekeurd door onze afdeling Hygiéne
Infectie Preventie.

finische
echnologie

ntwikeling

]

[# mijoen euro voor ontuikkeling nieuwe vorm,
/an MRI-scar

gezondneidszorg

iMday

MRI-scan

it

ieuwe

Nieuwe

voor MRI-

05 technieken

[OMC-fooTerear Radolage o Lamb (ol cobrdneert e poect
lgenaama NOVA-MRI. Het doel s om ni

ntwikkelen, die in de Kiiniek kunnen worden gebruikt vo
et ssShuTiG. O datderie s SOlehet oA TS
jonge onderzoekers aan

n-vito
iagnostica

[Risico

fi22

Nederfands bediff verkocht ande half miljoen
bnbetrouwbare coronatests

rouw

iMay.

oronatest

i
jaboratorium testen

[De test werd als Nederiands product verkocht, maar blikt uit China te
omen. De test kor

fartps: v trouw al/binnentand nederiands-bedsi
T

alleen [ erkoop. De
itkomsten van de etst zin zeer onbetouoar.

coronarests- b2 18dc66!

CT, eHeallh &
Domotica

CT, eHealth &
Domatica

ntwikkeling

ntwikkeling

123

TNO ontwikkell zoekmachine om snel kennis
ver covd-19 te vinden

Een prothese met gevoel

orguisie

technisch weekblad

May

May

OVID-RAPID-MINER tool

mprothese met gevoel

118 Artificial inteligence

3
Protheserexoskeleton

ldataminingtool

rmprothese met gevoel
b s
fosseaintegratie

110 Nieuwe ontwikkelng

110 Nieuwe ontwikkeling

TNO ontwikkelde een op basis van

frtifcial

yikkeli-zockinach

informatie over het coronavirus en covid-1 kan vinden en reviewen.

IDe zogenoemde COVID-RAPID-MINER tool kan hierdoor nieuwe
rategieén in kaart brengen die helpen om de covid-19-pandemnie te

lpestriden.

[Een kunstam die werkt als een echte am, doordat de zenuwen
ittty LIS ichasa2ns st Galr iraEndis

Universty of Technology. Sidacien & de prohese ulgabreid gotest
fon verder verbeterd: je kunt er nu ook mee voelen De prothese werk
p basis van osseaintegratie, waarbi] de prothese met een pen aan he
lbotin de amstomp bevesiigd zit. In de zenuwen en spieren van de
g cin ieketon gmsintest T piien snaen B yide
implantaat berekken die de prothese met
en smbedded Sesuringscomputer Met behulp van kunstmalige

n de duim van de prolhese meten op hun bert de druk die op de cui
futgeoefend word: en sturen die signalen naar het ingebouwde
omputertie. Daar worden ze omgezet in elektrische prikkels die
worden doorgegeven aan de zenuwen in de stomp en zo het brein
lbereiken. Dit geeft de drager als het ware gevoel in zin hand,
aardoor hildeze veel preciezer kan gebruiken.

e
Technisch Weekblad al over een veelbelovende innovatie bi Chaimers|

evoel
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[iz5

Een magnefisch zaadje voor het Iokaliseren
an tumoren

ot heaith

Eidun

fragnetisch zaadie

it

fraadje localiseer tamor

g5 technieken

10 Nieuwe ontwikkeling

icthealth h

fn de foop van dit jaar, naar . zal de
Pintuifion beschikbaar komen. Dit is een aa

lgebruik maakt van een
fidons opeates makksfierte kalsersn zufan . Onl:"sls mmmw
an het systee: Mediical,
eI e G Ao v s oo

CT, eHealth &
Domotica

[Ontuikkeling

fi26

Eerste siap naar contactioos braile

fechnisch weekbiad

Bilun

Fontactioos braille

20 Overig

ontactoos braile

110 Nieuwe ontwikkelng

[Onderzoekers van de Duitse universiteft van Bayreuth presenteren

iodel, waarmee blinden contactioos braille kunnen lezen: de
Haptiead. Volgens d onderzoskerskan het systsem g i nce
lpublieke imte waar spraak te privacygevoelig is en hygiéne
lbelangri, bijvoorbeeld bi pinautomaten en ziekenhuizen

contactloos-braille

fimsche
echnologie

RHwkKeling

127

Radboudume infroduceert nieuwe
ehandeling met laser voor giioblastoom

redical fasts

57lin

]

E

erbare

g5 technieken

e e

2 Nietwe

fn hetnay g
fwaarbijde tumor van ik lcht

filips:wwow medical:

liobi

=
Hiagnostica

CT, eHealth &
Domotica

IRisico.

[Risico.

128

29

naar de markt s vry

Medicatiefouten door gebruiksonvriendeljke
ystemen

medisch contact

cthealth

aMay

1dul

covid

pomputersysteem

8 POC testizalitest

5 EPD/

e
‘e zogeheten POCT-
testen (point-of-care

festen) enorm varieert,

lgebruiksonvriendijk
op fouten

3 Waarschuwingfncident

(Sl aar ds sanezighad van anticharen togen SARSCov.

s v medclicontac e Tiste:

2 voldoen niet aan de eise
i ol = T e -
|Landelike Coordinatie Testcapaciteit, datis gepubliceerd door het
IRIVM. De Taskforce raadt het gebruik van de sneltesten af, omdat ze
grote hoeveelheid foutpositieve en

ffoutnegatieve uitslagen zin.

teen verkennend anderzosk van het

puaar-de-markt-is-vrij-btm

omputersystemen e bijhouden van patiéntinformatie tot fouten
i het voorschriiven van mediciinen kunnen leiden.

CT, erlealth &
Domotica

[Risico

[130

RIVIV-website Infectieradar tjdeljk offine na
Hatalek

Kipr

7dun

atalek

5 EPD/
patienigegevens

atalek

de B

fover gezondheidsklachten die kunnen wizen op corona, is sprake
weest van een datalek. Daardoor waren persoonlike gegevens in te
frien, 20 bevestigt een woordvosrder na berichtgeving van de NOS.

bt ps:/www skipr chsite-inf

Hiidelijk-offline

CT, eFeallh &
Domotica

[Ontuikkelng

Ed

hillps biosensor D18
patiénten op afstand

cihealth

Sy

e BXT00,

Wearabies, incl
ensoren op huid

‘een nieuwe draadioze
fen draagbare biosensor

[DE X100 sen et crasdoze o ook wel

it icthealih bi
id-1

Phi
gneﬂkeunng en een csmmemg nnwﬂngen Daamee mag de
in COVID-|
e
ind op de hoogle bijven en gewaarschuwd worden wanneer de
lgezondheidstoestand van een patiént (plotseling) verslechterd

CT, eFeallh &
Domotica

Ontuikkelng

132

erste versie van corona-app gepubliceerd

Kpr

Ty

orona app.

7 App.

fedische
ulpmiddelen

isico

133

R Fesnlioaten GOEoe
ondkapis

Kipr

Ty

ondkapies

orste versie van corona:
P

1T Overig

s kizar. De makers van de app hebben de code woens(
ontwikkelaarspiatfomms Github en Figma gezet. Ze vragen de

10g niet kiaar is Minister Hugo de Jonge (Volksgezondheid) hoopt dat
Kan worden. ook

\uidelj worden wanneer de app beschikbaar komt voor het publiek,
fzei de bewindsman na crisisberaad over het coronavirus. (ANP)

o soree ey setore s i de oYamep it e iy

X
lecpubliceerd’

0 Overig

ondkapies

én op de flen et Landefi}

[(LCH) hestt aangeschatt, is afgekeurd. Deze mondkapies voidoen niet
an de kwaliteitseisen en worden niet verspreid onder zorginstellinger

ot e et L niar vl i o Ullagesciahei

{47 .2 miljcen medische mondkapies naar Nederand gehaald. Een

orcvosrder van VWIS bevestads ben:hlgeving daarover van et

Kipr
londengdelijke-mondkapjes/

ulpmiddelen

ntwkkeling

=3

Geocamera almeert automatisch b
pileptische aanvallen

cihealth

May.

20 Overig

epilepsie-

20 Overig

K et Leids. v T

pi
twikkel
g o et el el Epﬂap’ﬂscm
anval hee

fedische
ulpmiddelen

[ontwikkeling

[135

[Wearable zweetsensor om sepsis t&
erkennen in de maak

fethealth

May

veetsensor

6 Wearables, incl
ensoren op huid

feeiensor om sepss
e herkent

1 Nieuw product

fen team van onderzoekers, onder leicing van de TU Eindhoven, werkt
fpan de ontwikelng van cen wearable zwecisensor Die moet,in
 de

tips: v icthcalth, =

mbinatie sepsis an

lpanten in het. e ‘mogeljk maken. Op die manier kan de
epsis tidig herkend worden en het aantal complicaties dat ermee
jepaard gaat aanzieniijk verminderd worc

mplantaten

implantaten

ntwikkeling

ntwikkeling

E3

a7

New Interbody Implant For
Degenera(we Sac Dhome

Edwards Makes Gains n Tricuspid
Regurgitation Repair with CE Mark

IMDDI

TMiay

BMay.

ONCORDE LIFT
Expanaable Interbody
e

pascal repair system

2 Niet actie
mplantaat

2 Niet actief
mpl

s

ervaning
fussenwervelschilt

[Tricuspid Regurgitation
IRepair

7 Nieuwe

1 Nieww product

an orthopedic and
ohnson & Johnson, recently announced the launch of their new
agship technology, the CONCORDE LIFT Interbody Implant. The new
fmplantable device was designed to help treat patents suffering from
[degenerative disc disease, a condiion that can cause exteme pain
from a damages dise n the spine

fa
Wil dalilllidai ol
sed 1o help restore disc height n the spinal column. This s typically
the process of spinal fusion, a surgical procedure that
[places bone or bonelike material within the space between two spinal
ertebrae. In an effrt o simplify the procedure, DePuy cre
ICONCORDE LIFT implant to provide patients vith a device that can
pecifcally fit each patient's anatomy due to a continuous expansion
frmechanism

[ TRE St e SRR S
been approvedin the U.
[The rvine, CA-based comvany said the Pascal repair system

in patients.
e TR St T thicion wha aesmen 1 30 e i
5% of patiens seeing a reduction to TR <2+ on a five-grade scale.
“Edwards is the fist company to introduce muliple transfemoral
ieuspid repair therapies in Europe, providing physicians with both
eafiet repair and annular reduction therapies to help meet their
fpatients'needs.”

bty v 7
hew-interbody-implant-degencrative-disc-discasc

transcatheter-
fricuspid-repait/
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[i38

fedironic Issues Recall for HVAD Pump
utfow Graft

MBDT

Gy

FHVAD pump outfiow graft 01 Actief implantaat _[Recall HVAD pump
nd outfiow gratt strain
feliet foratt strain relief

foutfow grat and outtiow

02 Recall

fThe Dubl is recaling the
e

d

L
nd tears dunng the pre-impiant punp assembly process. FDA has
identified this as a Class | recall

ronio s recalig s HeartWare HVAD pump outfou graftand

ftne pre-impiant pump assembly process. FDA has. enimed i ae s
el s
mplainis

e e T

HeartWare HVAD Pump Outfiow Graft and Outfiow Grat Strain Relief

[HVAD Pump Outflow Graft: 1125

{HVAD Pump Implant Kit: 1103

[HVAD Implant Accessaries Kit: 1153

IDistrbution Dates: March 1, 2018 to April 1, 2020

[Medtronic said the use of the affected producs may cause serious
izziness, loss of bleeding, fluid

puildup around the heart, additional medical procedures, and death

/newsueduon;
ccalls-pari

CT, erieallh &
Domotica

[Risico

139

jew App Predicts Blood Glucose Levels 60
inutes into the Future.

MBDI

run

Diabits app 4 App Fpp die

Ibloedsukerwaarden
wer 60 minuten
oorspelt

T s Al-powered Diabits app is
apable of predicting blood glucose levels an hour into the future, an
fmprovement on industry-leading continuous glucose monitoring
ystems that offer 20-minute predictions.
[There's a new, Al-powered diabetes app that claims to accurately
lpredict blaod glucose levels sooner than the indusiry-leading
o e o (U sk A a5
minute glucose value prediction capabiles.
[Bio Conscious Technologies said an in-house silico study of ifs Diabits.
[al algorithm demonstrated its abilty fo provide B0-minute blood
!ucose va(ue prdictons. Toe Vancouver, Br{sh Columbia-based

sea
oo o meior daly biood sugar ucuatons

T
Iplood-glucose-levels-60-minutes- furure

finische
echnologie

[Ontwikkeing

s Finally Fere .. FDA Clears Abbot's
Freestyle Libre 2 iCGM

MEDT

fiSan

Teestyle Libre 2 8 POC testizelfiest rsie freestyle

fibre non-nvasieve

lpatch.

ontinue glucose monitor

[RBGGTS Freesie Lbte 2 CGHT can be used i aduls and claren
ver age  for a 14-day per
[The first generation of the: Freesly!e Libre won FDA approval in 2017
[The device was called a game-changer for continuous glucose
onitoring because it could be used as a replacement for blood
lglucose monitoring (BGM) for adults
of the device differs because, in addiion to
aving a pediatrc indication, it has Bluetooth capabiliies and optional
falarms
its a real leaprog in CGM technology,' Taub said. “Ithas bestn-
lass accuracy with 14.day perfomance. Il measures glucose every
frinute. It also introduces optional alams to the Freestyle Libre
fplatform of products which is areat. Now patients with diabetes can
understand when heir high glucose threshold orlow glucose threshold
lautomatically. The system alarms and el
fhei glucose level is. With each reading they see what thelr glucose
alue is and what directon its heading .

i

mplantaten

[Ontwikkeing

i

fedifonic Woves the Needle In TAVI wilh
New Indication

D51

37lan

olut Transcatheter 2 et actier

breiding ndicaties
Jortic Valve Implantation  jmplantaat 001 TAVI

iz

& Dubl T i ‘mark foran
fexpanded indication of its Evolut Transcatheter Aortic Valve
Implantation system to treat paients with severe native aortic stenosis.
uho are at alow risk of surgical moraiity.

[The Dublin-based company said the new indication is for patiens witr
Isevere native aoriic stenosis who are at a low risk of surgical mortalty.
[The Evolut TAVI patform also received a new indication approval that
follows for the treatment of patients with bicuspid aortc valves who are
fatintermediate, high and extreme risk of surgical mortaity.

moves-needle-tavi-new-indication

mplantaten

implantaten

ontwikkeing

ontwikkeling
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o Titaniam Foam Spinal mpl
Pro-Attashed o Dispotable Daivery Dovice

ediroric’s Micra AV TPS

)

0rdun

f17un

CancelleX fumbar 2 Niet actie ancelleX limbar
nterbodies mplantaat interbodies

IMicra AV 1 Actiefimplantaat  [Nieuwe draadioze
pacemaker van
IMedtronic.

12 Marktuoslating

TXenco Wedical
New Tianium Foar Spinal mplant Gomes Prs-Atached to Disposabll
[Delivery Device
(enco's CancelleX porous fanium implant s opfimized for eneray
febsorption and bone in-growth, and designed to achieve bone-iike
fmechanical properties.
Surcalimplant meker Xenco Medical ontinues tofe s ncvaton

. most recently with the launch of an injection-molded ttanium
am implant bt somes pre-ataohed 1o & diposabi ey doves
[Optimized for energy absorpton and bone in X
fterconnected network of pores that pemeate each canceuex porous
itanium imelant serve to achieve bone-fike mecharical properiies,”
i Xenco Medieal Founder and GEG Jason Hader (petued above).

Mo s sived CE markor MieTa AV Transcativir Pachg
[System (TPS), t

av) synchrony. it 0 b et or o moamenton patents i
AV black, a condition in which the electrical signals between

s o e o 1 o sl 0 i i

ronic now offers the firstand onl fark approved leadless

lpacemaker portfolio, expanding the number of potential candidates for
ths groundbreaking technology throughout the worid. Identical in size
fand shape to the original Micra TPS, Micra AV has several additional
intemnal airial sensing algoriihms which detect cardiac movement,
llowing the device to adjust pacing in the ventiicle to coordinate with
‘e atrium, providing "AY synehronous” pacing therapy to patients with
AV block.
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fida

Eudamed update: Phased implementation
planned for European medical device, IVD
jatabase

[Emergo

2May

Fudamed

[16 Wet en regelgeving

fertraging Eudamed

5 Standaardisatie, wet-
regelgevingNoBo

[The implementation of the European Database for Medical Devices,
[Eudamed, has been delayed by two years ant

by v emergobyul com/bl

fthe Mecical Devices Regulation (MDR) has been delayeﬂ B s ot

[The European Commission has informed Emergo ¢

Eamed oilbe made vt s veersbetors s afbcsSudamed
iate of applcaton in Nay 2022

databasc

ysteem

ntwikkeling

3

g < fourh Notfed Body
dsslynzted to European IVDR

[Emerge

Silun

olified body

20 Overig

Nofifed body VDs

‘Standaardisatie, wet-
regelgevingNoBo

erman Nofifed Body TUV SUD fas

[Mark certificates under the European In-vitro Diagnostic Medical

[Devices Regulation (IVDR). There are now four Notified Bodies

kesignated to the VDR ahead of the Regulation’s May 2022 date of
pplcation, according t e NANDO databas

2020/06/wy.

finische
echnologie

[Risico

3

TVA's Pacitaxel Analysis Finds ncreased
fortality Risk, But No Dose Association:
Lead Author Encourages Close Read

[Endovascular Today

7Ry

pacitaxel gecoate
allonnen en paciitaxel
pafevende stents

20 Overig

eiigheid

11 Overig

EareE e ren B YV PR afoinced ofan
fevices by

Slngn D, vl v h 4 avalag e anesd of printin Circulation.

of the safety of paclitaxel-

their
ican Heart Association pubiication
[The VIVA analysis, which included 2,185 patients across eight studies
i 3 median oo of 4 yesrs, aiso e an reased
mortalty risk associated with PTXD use. However, it found a weaker
oraltyvgnal, . o drig-dose elacnahlp was establshed, I
feoniradistinction to the finings of Katsanos et al's sdy-level analysis.

encarages-close-read

paclitax ¥
hifl-mortality-
ure

mplantaten

a7

[Rilergan receives FDA warning over recalled
preast implant safety studies

5y

airelle gel-iled breast
mpiants

2 Niet actie
mplantaat

DA waming letier

o wamin

e 70/
is week, mb\uﬂmg Alergen for lalhng to complete.

s ey year,

mplantaten

IRisico.

18

FDA Updates Information on Allergan's
ctions to Reach Patients about BIOCELL
Preast Implant Recall

FDA

7dun

atrelle BIOCELL textured
breast implants and fissue
Expanders

02 Niet aotier
mplantaat

[BIA-ALCL

i1 Oveng

5ed on the currenty avaiiable information, oIuding the newy
lubmitted data, FDA's analysis demonsirates that the fsk of BIA-ALCL

i A 0 goviedical-devices safely-

jth Allergan BIOCELL fimes the

fisk of BIA-ALCL wih textured implants from other manufactu

[rarketing i tha U'S. and confinied disirbution of Allargan's BIOGELL
serious,

eonsequences and potentially death from BIA-ALCL

atrelle-biocell-textured-breast-implants-and-tissue

mplantaten

[Risico
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ase Series Hinis al Excess Stent
Thrombosis During COVID-18

Medscape

run

cardiovascular stents and
fcovin-19

2 Niet actiel
mpl

ktent fiombose

11 Overig

IR group of nterventional cardiologists from Spain have published

iy ‘medscape.com/viewarticle/S:

217Hid-13591

eals n asetes o four cusesof st thromboss (ST) inpatents
th COVID-19 seen at their hospital. The authors e
eses are reated 10 s elaled hypercoaguaBily genng
rombotic complications.

T a0 msepedit_cardéual
ID=2417241 &faf=1

CT, eFealin &
Domotica
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i Wearable That Has the Potential © Detect
kovip-e

fiean

Fura

5 VWearables, incl
ensoren op i

oor COVID-18

0 Nieuwe ontwikkelng

ipafica and BARDA's Division of Research

RS DRV et o e s ot Wedmts
fespiratory infections. Preliminary findings have been promising,
e e e
rson's physiology. Now Empatica will be sponsored to run @
alidation trial specific to eariy detection of COVID-18.

Tinsch
echnologie

[Risico
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Vaming to be added to pacitaxel
Hevice 1FUs i Eurcpe

61dun

pacitaxel gecoate
allonnen en pacitaxel
pafevende stents

20 Overig

=T
Hiagnostica

Ontwikkeing

152

Pana Y
ancer with DNA methylation-sereening blood|
fest

21

geljie 1esTvoor Vroeg:
etectie nierkanker

g saft e -
lUpat

11 Overg

]
aboratorium testen

IMogelke testvoor
i

ierkanker

[ a new feld safety notice, he UK Medioines and Healthc

ncy g and clinical

ded o the instructions for use (FU) of 12 paclitaxel-
fooated balloons and paclitaxel-sluting stents used in the treatment of
fperipheral arterial cisease (PAD) of the lower imbs.

Famer

2 Nieuwe

inga
oonte st D, e Spot some of the
1

fsoreening exam.
I eany suces, e testwas neaty 100% accurteat entyng
ople with kidney cancer based on thelr blood sampies, using a
amoiation of gh rouchputseduencing and anayses of VA
methylation—the chemical process' rain sequences of
penetic code with adcitional molecules that alter their function.
s a different method than other DNA-based liquid biopsy tests, which
may read througn the code [tself to search for specific mutations linked
ferent cancers. Instead, the test hunts for DNA released by cance
ens into the bloodstream marked with abnormal methylation patiems
to DNA from healthy cells, which can be used as clearer
Evidinee of he disease.

potentially fatal broad|

CT, eHeallh &
tica

[ontuikkeling

[153

DA clears fts video game
reatment for ADHD

57dun

ndeavorRx

7 Overig ICT

[Spel als onderdeel
lbehandeling ADHD

ie FDA has cleared is first video game for children wifh atieniion
ldeficit hyperactivity disorder (ADHD). allowing Akl Interaciive's

o be prescribed as a digital therapeutic.
[Played on a touchscreen, the software provides challenges and stimul

nd multtasking. It s designed to be used as part of a wider therapy
fegimen, which may also include medication or educational programs,
ftohelp improve attention in children 8 to 12 years old.

at target the brain's neural systems linked to focus, cognitive function|

eseription-video-game-eatment-for-adid
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EopeTEIET OvgEn Ther Ry CleNrea
U to Treat Widowmaker Heart Atiacks

nedgadget

May.

upergesatureerde
uurstof toediener

20 Overig

Emarkering

12 Marktoslating

[ZOLL Medical a part of the Asahi Kasel Group, won EU clearance for
gen (S502) Therapy System fo be used o
inimize the damage that heart atiacks cause witnin heart m
aption beyond percutaneous coronary intervention
[stenting) that can help strcken patients recaver with improved

[These days, heart attacks are usually treated by placing stents atthe
ites of namowing coronary arteries. This has bécome a standard of
are and interventional cardiologists can accurately place stents within

finutes. Altrough blood flow s restored, affected parts of the heart
ontinue to be starved of oxygen. SuperSaturated Oxygen allows

o push hyperbaric levels of straight
to oxygen-deprived myocardium right after placing a stent, This helps
 iscuia

acks bl
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LifeSignals Receives CE Mark for ECG
Remote Monitoring Patch

edgadget

iMay

[ECG wearable

5 Wearables, incl
ensoren op huid

[cE-markering

12 Marktioslating

[LifeSignals, based in Fremont, California,

v medgadset com/2020/05/1ife

fne CE arkforis ieSignals ECG Rerrote Monioing Pater Tre
lpatch, integrated with a remote monitoring platform, is designed as a
ontinuous slaclvvcardngravhy (ECG) and heart rate monitor.

[The ECG Remote Manitoring Patch s disposable and caplures data

ffor up to three days. The device is lightweight and splash-proof. Each

pateh eatures the company' patented L1100 Lt Sgnal Processor

Juhich operates on a coin-cell battery and detects, stores, and securely

fransmits patient data to a cloud-based platfom thatis accessible by
iealthcare professionals

T, eHealth &

[ontwikkeling
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ftalPatch Wins FDA Emergency Use
Huhorzicn for Cardac Moniterng
[EovID Pai

nedgadget

May.

ECG wearable

6 Wearables, incl
ensoren op huid

[FDA emergency use
elating

iz

o
Mamonaion s o van of o Hiapal

Fips: v medeadzet com/2020/05%

D)
tch

[QT interval of hospitalized patients undergoing drug treatment iy
OVID-18

Hydroxychloroquine and chioroquine, used to treat some GOVID-19

friests, e tosse et il ok o longen O el e e

life-threatening amhythmias. VitalPatch allows clinicians

nd mnnnuouslymemmrpaaem atrisk of QT prolongation due to
OVID-1 treatment,

covid-paticnts.tn
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[RiRTouch Poriable X-Ray Recelves FDA
[Clearance, Can Be Used for COVID
Piagnosis

medgadaet

vay

praagbare x-ray

i

“|FoA toefaing

s technieken

12 Marktoelatng

[Aspenstate announced that t has recelved FDA clearance for e

[ARToueh, a ightweight portable X-ray system that could be

fparticularty useful for quickly obtaining chest X-rays of COVID-19
fients.

[The handheld device weighs in at 5.5 pounds (2.5 Kg) and resembles
flarge ditl camera it s Louchsreen. ARTolch acauies mages
of a button and can wirelessiy tra S
(clmu::\ mage skrage system), e nead fora computer It
fpattery charges within two hours and can capture up o 300 exposures
fper charge. Its portabiity has already made it useul i drive-through
fscreening centers in South Korea, according o the company

2020105

ay-receives-fda-Clearance himl
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BScope 4 Cysto Disposable Cystoscope
Released by Ambu

medgadget

Iz

Disposable cystoscoop

113 Scopen & camera’s

INieuw product

T Nieuw product

[mbu. a Danish company, s releasing a single-use flexible
ystoscope. Used for visualization within the bladder during diagnostic
fand interventional procedures, the Ambu aScope & Cysto comes ready|
o go inits sterile packaging and is disposed of once a procedure is
omplete.
[There is no reprocessing involved, the device doesn'tneed o be
fepaired. and a clinical practice simply needs to keep stock of the
copes to provide relevant services. The chance of transferfing an
infestion between patients drops to essentially zero.

psi/ dgadzet con/2020/05):

fdisposable-cystoscope-relcased-by-ambu htm]

CT, eHealth &
omotica
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3

utierly TeleGuidance for Remote
trasound Exams During COVID Pandernic

redgadget

5ay

Gho op abtand

i

[Software om op arstand
te laten

g5 technieken

maken en bekiken

Tty Network a Ulirasound wands hat can tm

la smartphone into a complete llrasound system, has unvelled s

[Butterfy TeleGuidance that lets just about anyone do a scan. The
stem relies on a physician, or another certfed ciiniian, to guide the

fuser remotely using Butterfly's software. Itlinks the Butterfy ultrasound|
ind the smartphone s cannected to with a ciinician's computer, who

friy b ver araway. Th cinklan can posifn, mate, and rotse

faugmented reality signs that describe how to manipulate the

rasounl vand vhie taling 1o e Inciidual perioming he sxam

nd seeing what they are seeing

Iips. v inedgadzet.con 2020/05

himt

n-vito
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Paper Device Rapidly Measures Lifium
Levels in Blood

medgadget

2May

el test Lithium gehalte

8 POC testizalfiest

I Bloedtest

2 Nieuwe erapiellechniek

et o Hekle SRl aca Knue Hoimepers

nedzad

lpased which ¢ levels in a drop

blood html

blood. The devie could el g e At s hsoedto b
frack of their blood lithium level

i caroonate i used 1 reat bipotar isceer, bt mustbe
fadministered carefully as the concentration range n which the drug is
fterapeutcally active is close to is toxic range. This means that
lpatients require regular blood tests to make sure that they are not
feceiving too high a dose o

[At present, these blood tests need large blood samples and expensive
fqupmentto un, and not  esing labs can perom them. T
ddress tis, the Japanese researchers have developed

rexpansive paper-baser deuics i delee inam in e bood, which
ould be used in a doctor's offce, or even at home by a patient,

in-vito
iagnostica

[ontwikkeling

iG]

[utomated Robot Takes Swabs for Safe
Covid-18 Testing

nedgadget

7dun

iagnostiek af te nemen

Robot om swab tb COVID)10 Robotica

fproduct

ITe e for COVID-19 typically inval throat

2020/06]

himl

v o colect sampe for processg, Cnicians pmommg i sk
ave to wear a complete of quipm
(e sometning bt coh oo sory wheomarimie ovr tong encds of
me. Moreove.since samping i naw widlyperomed e o
fin weather s hiting summer
e i e o B e sl o Lo o
] s engineers at the University o
[Denmark have developed a device that can automatically perform
ffroat swabs without a human clinician being in the vicini
[The robot reaches into the throat and moves a swab against the
elected tissue within. Once the sample is colleted, it deposits the
wab into 2 glass jar and screws it top closed.

CT, eHealth &
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[ocutn 8K 3D Eye Surgery Imaging System
nvelled

medgadget

rdun

7
eality

iging
lproduct

[Ocutrx, an augmented re n Irvine, California,

i

[ medgadget

ality
< releasing an ophthaimology visualization system designed to make it
feasier for surgeons to perform procedures. Right now.
fophthaimologists have to remain in constrained positions for long
lperiods of tme as they work with a microscope, but e OR-Bot from
[Ocutx helps to alleviate some of the limitations of eye surgery by
lowing the camera to be separate from the standard optcal
icroscope, thereby giving a great deal of freedom in terms of how the
urgical field can be visualized and worked or

lsurgery-imaging-system-vnveiled bl
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Breathalyzer o Detect COVID-19 in Seconds

edgadget

0rdun

[idem sneltest COVID-19

8 POC testizelfiest

fTechniek voor COVID-19]
neltest.

2 Nieuwe terapieftechniek

FE GRE i Tenel e e
s hat causes GOVID-| wwnuld certainly help put a haltto

o medgadget com2020/06 breathalyz:

1% sooonds Rl

Wi ceing artie s Exnng e S
b & b snough fuid iamp‘s i has o be ransrered 0
Feboratry macnin fot proceseina. i e esuls usualy aalible
e e R
market, but those st require an expensive machine at each testing
ite.
jow, researchers at Ohio State University have developed and are
flesting a breathalyzer that can deteot metabolites related to a COVID-
ffieen seconds. The
creenings of ravelers ataiports and tose atiending frge public
fevents, as wel as any faciliy that wants to help prevent infections.
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3

Viedironic's MiniNied 780G with Arificial
Pancreas Capabilles Cleared n !

medgadget

Bidun

Kunstmatige pancreas

20 Overig

[CE-markering

12 Marktoelaing

edtric won the EU'CE Vark or s Viniisd 780G closed oap
insulin pump that features both Medtronic's own Sm:

nd MD-Logie, an algorithm e Somai
Israeli fim. The system, indicated to be used by patients with type 1
iabetes between ages 7 and 80, automatically delivers both basal
insulin and correcting boluses every five minutes, if necessary.
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Prmeur in ziekenhuis Noordwest Alkmaar,
flimme bril helpt bi hart- en vaatoperaties.

it gezondheidszorg

Tl

Chinurgische simme b’

6 Wearables, incl
ensoren op huid

Chirurgische simme bl

110 Nieuwe ontwikkelng

IDe bril s Uitgerust met een microfoon en fwee camera's, waaronder
fen meteen aptishe zoomiens, De expert op afstand an deze

amera bedienen clos:
peratie volgen, De arts sn de b bedlenen met spraskcommando’s.
IHet is wereldwid voor het eerst dat deze innovate wordt toegepast.

nic, 's werelds
rotste bedrjven op het gebied van medische technologie. Tidens de|
ingreep kon een technisch expert van Medtronic de arts ondersteunen
idens het plaatsen van een vaatprothese via de fiezen.

aatoperatics!

Tinsch
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Eerste Keijgen
hieuw type draadioze minjpacemaker

P}

fricra AV

19 Overig

eUWSIE Type
minipacemaker

1T Overig

s een draadioz

IDe
ferstin 2615 werd gempiantzerd in Nederand. Waar cen Kassioke
acemaker onder de huid in de bovenborst word: geimplanteerd en
ottt vanl el ks (sads) rond: P dm iy el
rt, wordt de Micra-pacemaker rechistreeks in het hart

oeimplanteerd. In drie grote ziekenhuizen in Nederland kregen
nlangs de eerste Nederlandse haripatienten het nieuwste type
i5etoes ek e ot 5L AuGaons ekentof

Iwegein werd tjdens de implantatie van de Kiene pacemaker
Bebrukgemand van een slimme bri. Via deze bri stond Prof dr.
Uices Boenima; i coria et aun o caspac an Mo

fedisohe
ulpmiddielen

RWKKEing
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Pinstiiende i zorg! g b
ialysepatiznten

medicaitacts

7Aig

pimstitends B

B0 Overg

piaatselke verdoving
fmiddels triing en kou

T Overg

et apparaatn de Vot van eem b zorgtdoor een co van

friling en kou voor pinstiling bj - prikken. Doo

] icallacis nl2020/0810 sl

e priiek het appraa s ouden, eeat e paatsike veraov o7
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erbeteren

medisch contact

7

Bigoritme

it
Hiagnostica

sico

169

5] feibaar bi bepalen
|rmunittcovia.15

medisch contact

AT}

118 Artiicial intelligence

figoritme b screening

2 Nieuwe

on serine o kvl p Blslkes € suyspelen 13

op
clogen nge Lakeman £ (0. LUMC. Erasmus MG, NKIyin
[Genetics in Medicine, Zij evalueerden het rekenmodel onder ruim 8500

crbeteren him

ater-Tow test

i
jaboratorium testen

ater-fow
oor epidemiologische of
medische besluitvorming

palen
ie immuniteit tegen covid-19 in de populatie. Maar 2oals bekend zijn

fang niet a die tests even betrouwbazr een studie.
foor Mayara Lisboa Bastos e.a., gepubliceerd in The BMJ,
fondersireept dat nog eens. Met name de lateral flow-tests, die
ntemationaal veel gebrikt worden als point of care-tests, moeten het
ngelden

o unileit-covid-19.hiom

fedische
lpmiddelen

ntwikkeling

fi70

itzondering CE-markering bijft voor
peschemningsmateriaal

medisch contact

2iAug

redische hulpmiddelen

20 Overig

[CEmarkering

12 Markttoslating

s v medisclicontact nlmicuws lalsic-

/anaf 1 september mosten alle medische hulpmiddelen, behalve
irurgische r

lcoronatesten, weer een CE-markering hebben. Sinds half maart was
‘etin geval van nood toegestaan om medische hulpmiddelen zonder
fdie markering te gebruiken en te leveren, maar datis binnenkort
00rbij, 20 meldt de Inspectie Gezondheidszorg en Jeugd in een
p de eigen website. De medische hulpmiddelen zonder
markering die zorgaanbieders al in huis hebben, mogen na 1
eptember ook niet meer worden gebruikt. Wel mogen de voorraden

an covid-
voor specifieke medische hu\nmmde\en

rdon Bevaad voor al arweerforin onstaan b e nisus ol

lbeschermin psmateriaal him

T
iagnostica

[ontwikkeing
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remmo Fisher bullds s test
lbe manufacturing facity in & weeks

TAug

Gebehoren Coronatesten

9
jaboratorium testen

[Opschalen productie
oronatesten en

5 Economisch nieuws

o help meet P
[eimo Fahor Scieni has st up a new,$40 iy
fmanufacturing facity i six weeks.
[The 120,000-square-foo plant a1 Lenexa, Kansas ste wl be
fedicated o producing viral transport media, the combination of
fering solution and plastic fubes that keep swab samples viabe unti
fiey/ can be tested n the lab for the novel coronavirus.

vecks

implantaten

[ontuikkeling

72

oston Sei's Lux-Dx.
arrhythmia Detestor FDA Cleared

ledgadget

)

hartrtmestoomis detestor

2 Niet actie
mplantaat

DA-toelating

ston Scientlic has FDA clearance for 1ts LUX-
IDx Insertable Cardiac Monitor (ICM), an implant that can detect hard-t

hips: /o medgadeet com/2020/07/b

d hrml

ot cardiac arthyhmias, such as atial fibrilation, and help diagnose
eir origin

[The device's detection algorithm has two separate components, one of
Juhich deteots a suspect arhythmia and the other verifies the finding.
Once n GV o h iass et s Aoal

Fiaing a doublechesking comporent ikt mants brins neps
fo prevent faise positie alams.
[To help cardiologists get the most out of the monitor, and as a side
lpenefit during the ongoing COVID-19 Pandemvc iy (3% 0 canbee
rammed by the physician remotely to adjus its arrhythmi
ctecton sings. Oer Smiar deviess myolve patients iiing their
foctors for a change in programming to happen.
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Reusable N95 Face Mask is Easily Steriized

[Medgadget

5701

Ferbruikbaar 195 masker

20 Overig [oniwikkeling
herbruikbaar ngs masker|
an silicone.

1 Nieuw product

[Researchers ai WIT and Brigham and Women'

eveoped an N fe mask made ¥or silcane ubber, whioh s

b ‘medsadset com/2020/07)
T

feusable and is that the mask

in high demand and supplies are
o esearohars has developed an NO5 mask thatoan be
feasiy sterlized using a variety of methods, and safely reused. In doing|
made sure that the masks cou iuced at scale, using
injection molcing as the means of production. *One of the key tings
e recognized early on was that in order to help meet the demand, we
SR kel e e T
Taverso, 8 wssaienacivolyed 1 e sy,
uanted to maximizs he reusabity of e system, and we wante
e ol o e =

implantaten

ontwikkeing
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Edwards' KONECT RESILIA Aortic Valved
onduit Wins FDA Approval For Bio-Bentalls

IMedgadget

Sl

Combinate van aortekiep
fen aortagrattin 1
mplantaat

2 Niet actie [FDA-toelating
my

12 Markttoslating

the
£l 0 e i B GUID 16 Diud-mxc, ‘as masks are|

[Edwards Liesciences won FDA approva o s KONECT RESILIA
bio-

s e
fphysicians to remove the aortc root. the aortc valve, and at leasta
rt of the ascending aorta, and replace them with an articial valve
nd an aottic graft thal are sewn fogether The KONECT RESILIAis
fessentialy a prosthetic valve and an aortc graft in a single device,
fmaking it easier and faster to complete bio-Bentall procedures.
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echnologie

Ontutkkeling

75

agus FDA
Emergency OK for Asthmatics with COVID

Medgadget

T

franscutane newus vagus.
fimulator

20 Overig i
toelating

Vith COVID-19 exhibit @ Wide range of symptorms.
me are barely affected while others suffer dire consequences.
[People with astma are in partcular danger, as SARS-CoV-2is
fespiratory virus that can make breathing even more diffcult. Now, the.
IFDA has issued an Emergency Use Authorization for the gammaCol
pphire CV non-invasive vagus nerve stimulator (nVNS) to help adult

sthmatics with COVID-18 (or those suspected of being infected)
vercome diffultes breathing when drugs are not appropriate or are
nsufficient

been approved as a
ffor migraines and cluster headaches (see fashoacks below), but t was|
nitally researched as a way for treating reactive ainway diseases such

w Emergency Use Authorization, in a way, validates
Ihat research. “Results from prior pilot studies that evaluated

cute treatment of belief that
VNS may provide much needed relief o patients who are

fexperiencing asthma-related breathing difficulty, which can be
lparticularly debilitating in patients with COVID-19,” said Peter Staats,
IMD. Chief Medical Officer of electroCore. Potentally this may lead to
ftne vagus nerve stimulator being used more widely for asthma and
lother reactive ainway diseases.

fups: v medgadget com2

07 /vagus-nerve:

isch
echnologie
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XL Cleared n EU 16
Remove Large Stroke Clots

Medgadget

TAig

Device om grote
bloedoroppen te

ment [CEtosiating

i N o A e
ntroduc

nvmlmnl

RS O 20200

e i vesse\s ‘The company calls its
ine of devices "stentrievers, a ok and operate similar to
fents but can retrieve clots outof the he

[Clot removed from the brain of te first svuke patient treated with

[igeriever XL at Sochum UniverskyHosa

e IGERTRIEVER Kt oan b vacd 5 somove clots a5 big as 9 mm
et ancis Y et o e sancard 002 ntemal

13 can go nto arlries 33 narow as 1 mm and =l o stanierens
apid Medical to coverall vessel sizes bet
ITIGERTRIEVER XL and TIGERTRIEVER 13

Tots ]
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exStride Helps Overcome Freeze of Gaitin
inson's

ledgadget

TAug

rojector om freezes’
fidens het lopen van
parkinson patienten te
joorkomen

6 Wearables, incl o
ensoren op hui

ople wilh Parkinson's disease and some ofher neurol e

by  medzadeet com/2020/08)

fisorders often suffer from a condition known as. For
lpoory understood reasons, infaing a step s often a challenge
[Patients report a feeling of disassociation between one's will to move
fand the legs not responding accordingly. This is both frustrating and
an lead to falls in many cases.
With many neurological conditions, fooling the brain, by diverting
niion and using other ticks, ften works [0 alleviate symptoms. A
vailable that il

fovercome-freeze-of-gait-in pmkmsmhh!ml

he\p people with Parkinson's and similar conditions walk confidently
th every st
[The NexStride attaches to canes, walkers, and walking poles. A green
jaser generates a ine ahead of the user's feet while a metronome

licks 2t a steady rate. The two effects work together to effectively prod|
Ihe brain to move the legs deliberately and without hesitation. The

reen line gives users a target nto which to step, which is aways

ere and always the same, while the beat seems to behave like a
entle nudge 1o get going
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[TONESS Device o Help
Birth

Medgadget

7RG

Device om cemivan

vrouwen afte
luiten om vroeggeboorte
fe voorkomen

0 Overig v

2 Nieuwe

PremaRre B rerains auge diica chaenge,oen esuling
fifelong consequences for both children and mathers.
i e e o
ortaiity for children under five year

oo ek s i o - i e et s
Jusing current methods such as medications, surgery, or homones

A company called Pregnan Tech out of Misgav, Israel has now
fesigned an implantable device that reduces he load on the cervix,
eeps the cervix elongated despite contractions. and thereby delays.
fihe blomechanical cascade and prevents the breakup of the collagen
retwork that leads o spontaneous birt. The LIONESS, s its called,
s currently being tested in a clinical safety tral in women who are

Next year the company plans to
have its device traled at King's Callege Hospital, London, in pregnant
men at high risk of pretemn birth
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leared in Europe.

Endologix Alto Abdominal Stent Graft for AAA|

[Medgadget
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180

Reduces

iAug

bdominale aoria graft 02 Niet actief E-loelating
mplantaat

12 Marktioslating

[Endologix, based in rvine, Calfomia, won clearance in the European
lUnion fors ALTO AbdarrinalSten GratSytem. The impiantis
intended to open Up endovascular aorfc repar to  wider rangs

fand challenging aortic necks.

Iideally, the aoric neck where the stent graft creates a seal is regular
nd smooth. In many cases, this s simply not so and a conventional
fmechanical seal doesn' work suffiienty. The ALTO features a novel
lymer seal that seals tightly even irregularly shaped lumens, and
Juhich has been shown to keep a stable neck diameter five years post

jmplantation, according to the company.

Kol erte ahouryon, (3AA) peie Rty Gogs i oo

Lm oy, medmdgﬂ com/ 202008 endolagxx nlm.
-sten-grafi-for-as-cleared-in-curope bl

echnologie

ovice
ymptoms of Kids Born Addicted to Opioids

TiAug

g iibreiding patienten
et opioden versiaving te roep

2 Nieuwe herapiel

hikiren born (o mothers addicted

n thelr fistf s t e Morphine 1 commonly used in Neonatal

Intensive Care Units (NICU) to alleviate symptoms while the kids are

eeaned fom arug depentncy. This ypicallytakes o to four weeks,
il the while the children are kept in the NICU

A new electrical device, called Roo from Spark Biomedical, is now

rless by simulating the cranial nerve branches on and near the ear.
[The therapy it administers, called Transcutan eaus Auricular
Newrostmuaton (AN),tepotedy mathates th bra torelease
fendorphins that b to pio receptors an the ey reduce
Brai's hunger for cpioks. This fechology was aready succesaflly
ested in 3 i Gl ot aoknient g o ok
crawal 50 e same gente-t-scministe herapy was atmpted
eonates as well
s neurossimuation s iving he brain e bt of a boostof s own
fendogenous opioids to perhaps reduce the need for exogenous
orphine, which has all these dangerous side effects when delivered
for polonged prios o tme n s critcal neurodeveloprenta

indergoing testing, that may help shorten the weaning time to ten days|

i v medgadget.com 2020/08;

Umvew'y o Souh e (MUSC)
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ntwikkeling

isico
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182

martwatch Tracks Levels of Medication in
‘e Body for Personalized Dosing

Medgadget

2/Aug

mawatch om 6 Wearables, inl  Nieuw product
nedicinconcentraties te  sensoren op huid
onitoren mby zweet

T Nieuw product

[The watch works by stmulating

rough an electric current. The device can then analyze the sweat

ipsi/ dgadgel com/2020/08 simariwaldh

an identify the electrochemical signature of specific drugs using a
oltammetric sensing e. The fesultis real-time confinuous
measurement of drug levels.
[This technology is a game-changer and a significant step forward for
teskng pssoraiyed weiiene) i Rarei W, Date snolie
wolved in the study. ‘Emerging pharmacogenomic

lbons, which allow uS o Seect g based on the genetc makeup
f individuals, have already shown to be usefulin improl
feficacy of treaiments. So, in combination with ouvwearab\e so\uuon.
fuhich helps us to optimize the drug dosages for each indiv

i e by persoRB[Ea i agrivAGH S 15 BraTacOS aEY

tosing hml

T
jiagnostica

DA flags y Thermo
Fisher's COVID-18 test kit and software

BAuD

agPath Kt i Toblemen met
jaboratorium testen  [Coronatest

& FDA has flagged two fssuss wih Tentic
o D-18 toinaccurate

fesutts.

[The company’s TaqPath kit was one of the first commercial
oronavitus fests granted an emergency authorization by the agency,
in mid-March. Since then, the test has served as e basis for several
OVID-19 diagnostics—including at-home sample collection kits
eishoper by e Uit 02 Lo s

In an
fagency pointed to insuffcient mixing of sameles linked to madequale

fits instructions to reduce the risk, affecting the test tself and any
pssociated versions

d {0 the assay's intemal positive controls andl
[ine software used to interpret resuls on the company's Applisd

IFDA-authorized coranavins test kits.

[The agency recommended that lab staff promptly update he device's.
fsoftware o a newer version and complete a digital ttorial on ts use 2

well s review the ampification curves for all positive resulls o
ietermine whether a plate should be retested. The FDA also urged

foutine plate level checks to ensure accuracy.

lcould-hiave-
sults

implantaten

[ontuikkeing

183

implant nets FDA approval
owel control

TAug

interStm Micro T Actief implantaat ol
acrale neurostimulator

fier recelving an FDA approval earfier this week for s newiy.

miniaturized and . Medtronic

bl ) m

Teveland Gl o etp peat ovoracive badder and foca
incontinenc
[The InterStim Micro comes to the U.S. market months after its main
mpettor offered by Axonics Modulation Technologies, the r-SNM
fmplant—which received it first FDA approval last September—but its|
fesigned to be about half as small, with a volume of 2.3 cubic.
entimeters compared to Axonics’ 5.5 cc.

orted that its first patient has received the implant through e o1 dder-and. bowel

sacral-

trol

Ineuromodulation-
lbowel-anc-blacder-

in-vito
Hiagnostica

[Ontaikkeing

3

FDA authorizes first tess for measuring
OVID-19 antibody amounts

[Fiercesiotech

TAug

wantiatieve bepaiing
OVID-19 antiichamen  faboratorium testen van COVID-19
fantiichamen

[The FDA authorized its

imbers of coronavinis anfixocies n a person's oo b
f simply providing a positive or negative result on whether they are

ile it s stil not known how long COVID-19 antibodies finger-
ffollowing an infection—or whatlevels may be necessary to provide
[protective immunity, and in what way—these fests can be used to
fidentify people with a sirong immune system response to the virus.
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finische
echnologie

[ontwikkeling

i85

DA clears iviVatch's IV safety monitoring
ensor pateh

[Fiercesiotech

0l

FmartTouch

20 Overig

[ensorde wearshund
i lekkage tider
oerﬁemng vhn e
loei

2 Nieuwe terapieftechniek

fThe FDA cleared a mi patch

fo deteot eary complications from IV drug infusions—inclucing

lpotentially harmful leaks of medication into
uch as from a misplaced neede

[available for all ages, iviVatch's SmariTouch device tapes over the
infusion site to confinuously montor for escaping IV fluids under the
kin, and is designed fo alert caregivers hours before they can be
tetected by sight or fouch.

|Using an optical sensor, the patch is capable of detecting fluid

arger, FDA-cleared peripheral IV monitor that measures a person's
issue fluid volume changes, and attaches to a patient's IV pole.

infiitrations of about 2 milliers or less. VWatoh previously developed a|

yeteem

Fisico

3

jmage by Tiemey - Adobe Stok
[COVID-19 Medical Device Shoriages and
hat the Industry Is Doing About It

mplantaten

[Risico

fia7

MDD

TG

DA Tist met tekorten
roducten door COVID-19

B0 Overig

FDATY
producten door COVID-
i

T Overg

IFDA mantai >
[device shortages tied to the pandemic. This list s part of FDA's
bl iy by GARER it i we S o on Hch

Biine 20 products rat FOA Istedan Fiday, eghtar categorized as
TR s

e tesing reaied shorages Incuds: Cinioa sampie concentrator

Sterie swal specimen
ollection and transport devices; Instumentation for clinical mulipiex
fiest systems; real time nucleic acid amplification system; general

P replacement
llow risk" for complications

BiAug

franskatheter
fricuspedaaliep

2 Nist actiel
mplantaat

[minder complicaties

11 Overg

rpose reagents for diagnostic tests; and microbial nucleic.
Fanscatheier WcDspid vave epiacenrent i he sefing of Fans-
o

fricuspid pacemat

al 8 ki publiaid 5
JAGC Cardlovassular nierventons nab found, The stdy. au
ason H Andarson (Mayo Cini, Rochester, USA) and caleagues
nclude alve replacement for valve-in-valve or
alve-in-ring implantation offers a safe altemative to surgical valve.
Freplacement in the sefting of pacemaker leads.

ysteem

[Ontatkkeing

3

European MDCG sets deployment date for
Eudamed actor registration module

[Emergo

e}

Eudamed

116 Wet en regeigeving

perators

et
[regelgevingNoBo

[The European Niedical Device C:

ieployment date for an important companent of the okl
latabase for registration of econommic operators,

Tips meigobyul.con/Dlog 2020108/ I

mplantaten

189

75k of Loss of Coordination in Parkinson's
Patients with Deep Brain Stimulators

07T

eep brain stimulator

T Actief implantaat

[diepe hersenstimulator

@ 'S Food and Drug ©

nd health care providers.

e use of deep brain stimulation (DBS) devices for the treatment of
[Parkinson's Disease. Specifically, patients with DBS devices may
fexperience a loss of coordination during water-related acivities such
s swimming.

o i
lactivitics-parkinsons-paticnts-decp-brain-stimulators

mplantaten

isico

190

DA In Srief FDA Posts Interim Results from
Required Essure Postmarket Surveillance
tucy

)

Ssure

2 Niet actiet
mplantaat

interim results of PVS
tudy

7 Oveng

fie U.S. Food and D (FDA) posted an update with

e mlenm resuls fromthe Essre Posmarke! Survailance (522)
Although Essure is no longer being manufactured or

istibuted, the FOA coninues 1o manir ne salety pofle of he

levice through an FDA-required posimarket surveillance study.

lhrips: /7 s oy e events Ta-briel bt
re-posinnakel-

P ey

fimsche
echnologie

implantaten

[ontwikkeing

ontwikkeling

ffaT

192

worid's first RCT with
kirolimus-coated balloon for below-he-knee
PAD treatment

Endologix Iniates Chapter 11 and is Setto
[Go Private

terventional News.

MoDI

TiAug

1l

fagic Touch PTA
fSirolimus-coated Balloon

elix Ebdovascular
Janeurysm Sealing System

0 Overig

2 Niet actief
mplantaat

atheter

[Failissement

CT drig-coated balloon

i1 Overig

6 Economisch nieuws

[Concept Medical h enoiment of e frst patient o
fhe FUTURE BTK trial of f d

lballoon versus standard balloon angioplasty in the st stb
‘e-knee artery disease) tral patient was successfully
fenrolled on 26 August 2020 in Singapore.

[By going through bankruptcy, the Irvine, CA-based c
fexpected to ehmmate S IR0 o o el e salince

chapter-11-and.

heet. For the. dologix has. regulatory
ssues tid 1o the Nellx Enao\/ascmarmewsm Sealing Sysem
[Endologix has initated Chapter 11 bankruptcy and has entered into an
fagreement with Deerfield Pariners, i largest creditor, o be taken

implantaten

[ontaikkeling

193

s (Kt 1o werken,
Eonder het gehoor aan te tasten

[Nederiands Dagblad

iRl

impiant

i gen innitus

R s
/ocriopige resultaten ikt het innitus te verminderen
i

iips: /i 4588306/ mplantaat1
fe-werken-tegen-finuitus

CT, eHealth &
Domatica

ontuikkeling

3

pp voor huidkanker voorkom duizenden
huisartsbezoeken

kipr

/Sep

uidkanker app

4 App

lhuidkanker app

i1 Overg

2l eacn v 1 s il an s cerm st ook
lkomend jaar gratis aan voor de eigen verzekerden. Uit nieuwe cifers.
il dat o app duizenden folo's van verdachie piekes 05 do huid

\eeft beoordeeld. In de overgrote meerderheid van de gevalien was
feen bezoek aan de huisarts niet nodig

o =
linizenden-in

fsche
ulpmiddelen

ntwikkeling

195

ederiandse Ziekenhuizen gaan
ergebriken

iSep

fsposabies

20 Overig

ergebruk disposables.

i1 Overg

en GreenCyal starten

en aantal

INederlandse ziekenhuizen beter te circuleren. Dat kan de kosten voor
finstrumentarium fors verminderen.

CT, eFeallh &

[ontwikkeing

196

fntonius fanceert botbreuk-app om
olibezoek te voorkomen

Hipr

5iAug

Botreuk app

2 App

lpotbreukk app

T Overg

[Een reuwe 2pp voorkomt dat patenten voorcoirce
rug moeten naar de poli van het St. huis. Met

Tips: v i T otbiek

fitual Fracture Care app kunnen Saitien bt ety
rien,

finisch
echnologie

[ontwikkeling

fi7

print razendsnel
Jichaamsdelen

forg&1cT

75ep

D-printer

(143D printeriproduct

[3D-printer

2 Nieuwe terapieftechniek

Ghdierzoekers van @ Unersiei Uteeht & Fet UVIC Uirseht o
ntwikkelen een 3d-printer die binnen enkele minuten een deel van h
enselifc chaam kan namaken, inclusief levende cellen. Daarmee
worcit het mogeljk incividuele modellen van delen van een patiént te
maken. bijvoorbeeld om buiten het lichaam geneesmiddelen te testen

e o Zorp-enit e’
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ICT, eHealth & Domotica

Implantaten

In-vitro diagnostica

Klinische technologie

Medische hulpmiddelen

Systeem

Ontwikkeling

Risico

Product

naam van product (bijv. Laser of als bekend de merknaam + naam fabrika
voorbeeld: ultrasoonproductapparaat

voorbeeld: ehealth applicatie

voorbeeld: digitale zorg

01 Actiefimplantaat

02 Niet actief implantaat

03 Prothese/exoskeleton

04 App

05 EPD/ patiéntgegevens

06 Wearables, incl sensoren op huid
07 Overig ICT

08 POC test/zelftest

09 Diagnostische laboratorium testen
10 Robotica

11 Beeldvormende/bestralings technieken
12 Operatie instrument

13 Scopen & camera's

14 3D printer/product

15 Qogheelkundig hulpmiddel

16 Wet en regelgeving

17 Augmented/virtual reality

18 Artificial intelligence

19 Dentaal/orthodontie
20 Overig

01 Nieuw product

02 Nieuwe therapie/techniek

03 Waarschuwing/incident

04 Recall

05 Standaardisatie, wet-/regelgeving/NoBo
06 Economisch nieuws

07 Counterfeit/ilegaal

08 Cybersecurity/hacken

632098



09 Training/skills lab/opleiding
10 Nieuwe ontwikkeling
11 Overig

12 Markttoelating

Impact (intensitiet en omvang)

Beleids- en maatschappelijk relevant

Binnen 10 jaar actueel

Realiteitsgehalte en nieuwswaarde

632098



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

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

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

IApparatuur in ziekenhuis zoals beademingsapparatuur, nierdialyseapparatuur (kunstnier),
infuusapparaten, operatierobot, MRI, rontgenapparatuur, endoscopen, bronchoscopen
(beeldvormende technieken). (elektromedische apparatuur voor behandeling of diagnose,
straling), maar ook bijv. de kunstmatige alvieesklier (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 reiniging, dentale producten, cogheelkundige producten,
izelfzorgmiddelen, thuis- en verpleegzorg technologie, klasse 1 medische hulpmiddelen,
prothese

Wet en regelgeving medische hulpmiddelen, normen, nieuwe richtlijnen.

Onderwerp

Wat is de belangrijkste boodschap van het bericht benoemen: in enkele kernwoorden
\versnellen wondheling

effecten op zorg, kosten, etc.

meer innovatie in zorg door digitale zorg

bv. pacemaker, neurostimulator

bv. Heup, horst, knie

bv. buiten lichaam zoals kunstbeen

voor mobiel, tablet

medische data

Smart watch, bloeddrukmeter etc

Software/hardware, etc

POC test = voor zorgverleners

Testen uit te voeren in ziekenhuis labs

|Alle type robotten (chirurgisch, bloedafname, revalidatie etc)

MRI, CT, PET, echo, bestraling van kankerpatienten

Messen, tangen etc

Bv endoscopen

Contactlenzen, bionisch oog, lenzen vloeistof, oogmeetapparatuur

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
izichtbaar worden voor de chirurg.

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

Product van de markt gehaald

NoBo = Notified Bodies

Overname, investering, rechtszaak, dingen voor goedkopere zorg

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

632098



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

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

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

van invloed voor veel mensen (patienten)

van invloed voor weinig mensen (patienten)

a

nee

ja

nee

bericht van onafhankelijke bron

actueel
acuut/terugkerend risico
ernstig probleem
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