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Bysteem Ontwikkeing [11 con snaps up medical device CRO MedPass [[ierce Biotech 25ieb 2 ovemame CRO [17 Overig flcon is boosting its medical device and diagnostic research ofering tips:

intemational ith a buyout deal or Parisian medech CRO MedPass Intemational. Lievice-cro-medpass-intemational
5

R i No

Morty Di

5

n En 7

F

Exel overs Treaana
5

I ose on axel-coated devices [i oral

fedische Ontwikkeling ist Assist Device Approved and Launched in [Endovascular Today 06 Wearables, incl [CE-markering 12 Marktoelating [Fist Assist Devices, LLG, announced CE Mark approval for its

ulpmiddelen Europe ensoren op hid [wearable Fist Assist intermittent compression device to increase vein

liameter before fistula placement and to assist in fistula vein dilation

for hemodialysis for end-stage renal disease patients. Fist Assist

provides a patient-focused evidence-based approach to surgical vein

frhancementfor al types of arteriovenous fsias and

canalsfenhance veins before fistula creation as well as after su

Prova matuaton. Ho Awiet a rosie sooion hinorhe frst

ime allows patents to be involved and directy influence their clinical

utcornes with a comfortable and easy to use device.

2 finische [Risico, fi ieta-analysis Questions PCIvs CABG In [TCTMD Tired Fcivs CABG 20 Overig meta-analyse PCIvs [11 Overig That women with may ips aww icimd I

echnologie omen With Mulivessel Disease ABG in vrouwen fo better with CABG than with PCI, this time from a

Nis
analysis of fivessel dl

J

ts, soi only snort jender-specifc

32 fimsche ntwikkeing [15 [Fumoren beterzich baar dens operate. [Radboudumc. 0FFeb, uorescente, i euwe methods 2 Nieuwe hrerapie/iechiek [De resulaten van 2020 b

echnologie
i i

akijdschrift Theranostics en ziinnr. [np

fe zich specifiek bind aan ngs technieken werken. Hiemee was Rijpkema’s
kwaadaardige cellen [eerste ci deze metode, waarin fucrescentie, racioaciitetén de

fracer die zich specifiek bindt aan kwaadaardige cellengecombineerd
werd, succesvol toegepast bil patiénten. Er werd al op meer plaatsen

ers en ook

frmaar p racer was

ertoond.

a2 CT. eHealth& [Ontwikkeling [16 75 miljoen voor digitale uitwisseling [CTahealth Feb fuetsvoorstel 5 ERD ide voor 6 Economisch nieuws dit jaar nog een wetsvoorstel ndienen om hi v cieall i} digitale: [36p:

Domotica fnedische gegevens patienigegevens itwisselin friekenhuizen en Kinieken te verplichten ondering digitaal et

fpatientgegevens fle wsselen. Omsnelaan die wet te kunnen mijoen o

feuro subsidie Ceiba GestLENG i rigid
feiekenhuispatienten online, in een persooniike gezondheidsomgeving,

fospang-patient-ia-
EAHEESA

CT, eHealth & _[Ontwkkeling Brailetoetsenbord in race voor Global 7 Overig ICT brafletoetsenbord voor (01 Nieuw product e-startup Hable Accessibilty ontwikkelt een brailetostsenbord voor|
Domotica [Btudent Entrepreneur Award martphones martphones waarmee blinden via braille teksten kunnen tikken op hun

smartphone en kunnen swipen doorwebpagina's. Hable is een add-on
ealacel

brailletoetsenbord:

fin-race-voor-global

uetooth braille toetsenbord die biindenin staat stel tekst in te voeren

fen de smartphone eenvoucigerte bedienen

award

Lnlnieuws/aword-

lsmarphone-braille-
ftoetseabord/

32 ICT. eHealth &  [Ontwikkeling [te ir
r

1/Feb 7 Overig ICT [10 Nieuwe ontwikkeling [Slimme software kan tidens een

SR
de vroege Sv

sl; herke

Domoica Klokdamkanker erkennen Zogenoernde
Barettsiokdam Di bik it onderzoek van Amsterdam Te. cen het Cath

it Eindhoven. Zi publiceerden onlangs =hi in de

foonaangevende medische tidschriten Gastroenterology en

feen beeldschem een rode markering bi een verdachte plek. De arts

Jka dan handelen door het verdachie gebied nader te inspecteren en

Ibivoorbesid een biopt te nemen.
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Bysteem [ontwikkeling
: ;

=

nedische laboratoria ter commentaar

Feb EN-EN-ISO 15189 [16 Wet en regelgeving rerziening nom 5 Standaardisatie, wet-

[regelgevingNoBo

INEN-EN-ISO 15180 ‘Medische
i

voor

lkwaliteit en competentie’ zit i

orm is binnen medische laboratoria een bekend begrp. De leden van

{de namcommissie ‘IVD' hebben tot begin april om op de herziening,
iamens Nederiand, te reageren.

ommentaar

invite

fdiagnostica
[ontwikkeing [Griepin

twit

op fe sporen met

neltest
neftest 8 POC estizelfiest fon Finfuenza

riep. [de beschikking over een sneltest voor riep. Door het afnemen van

een beefe keelsiim (via een wattenstaafie) kan in twintig minuten
rden bepaald of iemand het griepvirus onder de leden heeft

Moordat de sneltest beschikbaarwas, werden patiénten die verdacht

werden van een ariep-besmetiing geisoleerd opgenomen

fe-sporen-mel-sueltest’

ulpmiddelen
nHWKKEng im Voor

nensen ntie

Ian 20 Overig min

aap te valen
brengt ait jaar

t voor mensen met slaapproblemen: de Quiek snooze. De

muziekkusseninteventi is inmiddels door Vilans (de landelijke
lkennisorganisatie voor langdurende zorg) erkend als ‘theoretisch goed|
onderbouwde interventie® in de langdurige zorg.

Tisch

echnologie
nHwKeing Fulpmiddel voor Zeer

Eomplexe dotierbehandelingen

Tian pe [12 Operate is euwe catheter

Extension Catheter
Fi Hart: en Vaatcentrum Is et eerste centrum in

Nederland dat een br gebruk voor zeer

omplexe dotterbehandelingen. Het gaat om de Telescope Guide

[Extension Catheter van nic. Deze katheter stelt

pespeciaiiseerde cardiologen in staat om op moeiljk te bereiken

[plekken binnen het vaatstelsel te komen.

mplantaten [Ontatkkeing Doorsikbare maagballon in de std tegen
besitas groot succes

redicaliacts Tian aagbalion 2 Niet acter maagballon popular
mplantaat

TT Overig [Door sen toenemende vraa Tocaties waar de Elpse-
fmaagballon kan worden geplaatst in i

[iitps. www medicalfacis al2030/01/03 doors hkbare
lpedoeld voor patiénten me overgewicht die nog niet in aanmerking

maagverkleining. De behandeimethode is

Fevolutionair, omdat de ballon in twintig minuten wordt geplaast.

jemiddeld tot een gewichtsverlies van 15 kio.

CT, eHealth &

Domotica
[Ontwikkefing Medisch dossier opsiaan in onderhuidse

attoo

[CT8healih 0fian redisch dossier 6 Wearables, incl [dossier in de huid,

ensoren op hui

10 Nieuwe ontwikkeing [Wetenschappers van MIT hebben een manier

formatie over vaccinaties onder de huid, als een onzichtbare tattoo,

p te slaan. Dit gebeurt met behulp van en speciale, voor het oo

nzichtbare, Kieurstof. Deze viordt met een micronaaldpleister onder

fde hud aangebrachten kan tegelikertid ook dienen om vaccinaties

dienen. De informatie van het medisch dossier die in ‘tattoo’

pgeslagen is kan met een aangepaste smartphone uitgelezen
ren. Tests met op menselike huid toonden aan dat de quantum-

fotpatronen na maximaal vif jaar nog konden worden uitgelezen.
[Tidens de test werd vif jaar blootstelling aan zonlicht gesimueerd

icthcalth a I

londerhuidse-tartoo/

CT, eHealth &

Dornatica

[Risico, Weinig ziekenhuizen met Citrx-problemen medisch contact 2ilan fittx-problemen 7 Overig ICT 3 Viaarschuwingincident [De problemen met velligheid van Cit heeft voor de meeste

iekenhuizen en in Nederland

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

ysteem

CT, eHealth &

Domatica

ntwikkeling

ntwikkeling

£7

ps

Utgebreid én

ngeperkt

Wet gegevensuitwisseling stelt eisen aan

CT, bevelliging

medisch contact

ICTshealth

aired

6/Feb

[Lande Implantaten [16 Wet en regelgeving [sanpassing LIR

Register

wet gegevensuitwisseling 05 EPLDI fisen aan beveiliging
patientgegevens
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5 et: IDe meldplicht voor m implantaten Hetis de ht

05 Standaardisatie, wet-

[regelgevingNoBo

ind mei
i

rden vermeld in patientdossiers en het Landelik Implantaten

Register. O implantaten worden

[van deze meldpiicht.

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-producten mogelj< maken. Dat

januari. Bruins benadrukt echler dat zorgaanbieders primair zelfbiijven voor hun ICT
en’ i
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32 finische [ontwikkeling 3 [TULA System for Awake Ear Tube PlacemenViedgadget Han fTula tube delivery system [12 Operatie instrument [plaatsen buisjes oren [12 Markttoelating [Tusker Medical, based in Silicon Valley, has won FDA approval for ts ri medgadget com 2020/01 ul k

echnologie FDA Approved met locale verdoving [Tula System to deliver local nest: ear drum 2% m—
ind place an ear tube without any pain. Indicated for patients six

I

lidocaine and epinephrine, into the ear. The electrically charged
medicine is forced to move foward the ear thanks to an electric current

generated within an ear plug specifically fited to the patient. The plugs.
ake sure the numbing solution stays within the ear and doesn't drip
ut, It takes about ten minutes to deliver the local anesthetic, during

fuhich time the child Is free to do whatever he/she wants.

32 CT, eHeallh & _[Oontikkeling 73 [Tumor Tissue Imaging and Al Bypass Path _[edgadgel Han far 18 Artificial inteligence [Al voor intraoperatieve [10 Nieuwe ontwikkeling In a major development in how tumors are excised, the

Domotica Jab for Brain Surgeries istopathologie [University of Michigan have shown that its possible to accurately
fanalyze brain tumor tissue within the operating room and assess its

ature using artificial intelligence. The new technology comes in the

fform of the aging System from Invenio, a company out of Santa

(Clara, Callfomia, It uses stimulated Raman histology, developed at the.

lUniversiy of Michigan, to quickly image tissues at the microscopic

cale without any staining, completely bypassing the patholagy lab.

[The technology is so fast that surgeans can take follow up actions that

fray prevent the tumor from regrowing without having to schedule

fanother costly procedure.

Ontwikkeling ammaTiles Help Prevent Recurrence of [edgadget 28an i] 12 Marktioslating ST Medical Technologies, a company based in Tempe, Arizona, won _[1iips. www. medg adger.cow2020/01 zammaiiles-help-

lignan Brain Tumors After Surgery Beeldvormenderbestral [FDA clearance for its GammaTiles to be used to prevent malignant brevent-recurrence-of-malionant-brain-tumors html

gs technieken fora tumors in newy diagnosed patients. The devices, about the size

Fa postage stamp, contain Cesium-131, a radioactive isotope with

alf life of about ten days.

[The collagen material within which the radioactve seeds are placed is

Fesorbable by the body and doesn't require a separate extraction

lprocedure. This surgically targeted radiation therapy procedure was

fecently made available in a few hospitals for patients with recurrent

ors, but the new indication makes the devices, a rare new

freatment, available for new cases.

fnische Ontwikkeling Imricor’s MRI-Compatble Ablation Catheters [Viedgadget
T

12 Markitoelating [mricor Medical Systems, based outside of Minneapolis, Minnesota. |arips: ww medgadget com 2020/0 /miricors-iuri-

echnologie eared in Europe for Cardiac Ahythmia as won the European rk for its Vision-MR Ablation Catheter onparible. abl 0 leared
pe.

f

Treatment ind Vision-MR Dispersive Electrode. These devices allow for cardiac
|itreament

lation procedures to be performed within MRI-equipped operating
rooms, thereby utiizing the accuracy of intraoperative MRI to target
ourcesof amhythmias.

32 CT, eHealth & [Ontwikkeling 5] [Onera Bioimpedance Patch to Detect Sleep |Viedgadget 0Feb [Sensor voor apneu 6 Wearables, incl [dinische studie 7 Nieuw product [Onera Health. a company in Silicon Valley ips: //www.medgadget,
Domotica fipnea iagnose buiten ensoren op huid IR&D offices in the has developed a bioimpes v rtheto-dode pity

laapkliniek e worn on the chest, fat can detect sleep apnea. It has just been

lsuccessfuly traled in 25 patients and the results show that itis about

curate a traditional

Fespiration channel (sensitivity of 58.4%, specificity of 76.2%, and an

fpccuracy of 72.8%).

[Because the device is fairly unobirusive, and is worn on the chest, it

2s the potential to allow for sleep apnea diagnosis outside of sieep
linics. This may improve the quality of diagnoses, as patients will be

ble to perform testing under normal conditions in their own bed

2 CT. eHealth & [Ontwikkeling [#0 eUBQWERT gnosing, Tracking [iedgadget 3Feb oftware om parkinson te (07 Over ICT. [Fda-breakthrough device 01 Nieuw product ow, the FA has granted Breakthrough Device designation ©21Q [ilps /www medgadgel com 2020/02 neu oqwerty-for-

Domotica Parkinson's Wins FDA Breakthrough Device etecteren via fesignation Medical, a firm based in Cambridge, MA, for its neuraQWERTY Siang jin broalhiough

Designation smartphone/computer oftware that monitors psychomotor performance and fine motor ” yo
3 inction while a person uses p or

oftware runs in the background and the person being monitored

ioesn't have to do anything other than continue using the device

Iunning the neuroQWERTY software as they always have.

32 finische niwikkeling [i jord’s First Portable MRI Cleared by FDA _[Viedgadget Tred ortable mil i] [FDA-toelating 12 Markttoslating Fiyperfine’s Lucy point-of-care MRI is ig he head, 2020/02 worlds ok

echnologie eck, as well as the it
ical

setting. This te Th tal h

gs technieken an be of particular use in emergency rooms, intensive care unis,

in facilities that currently don't have acoess to a conventional cinical

MRL.
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echnologie

32 inische

echnologie

ntwikkeling

Ontuikkeling

Cleared to Provide L

Lung Failure Treatment

yberet unveils antimicrobial touchscreens.

hospital computers

[FierceSiotech

diFed xiracorpeale beademer

Ent-microbiele

uchscreens

20 Overig

20 Overig

[FDA-toelating

Anti-microbiele

touchscreens

[12 Marktioelating

i Nieuw product

[To help address some of the challenges ofutiizing mechanical

entiation, the FDA has just cleared the Novalung System, a product
f Fresenius Soi

Care, that lets clinicians chooseto use.

mechanical ventilation when

anaging patients or extended periods of im

[The Novalung System is an allin-one device that performs everything
firom C02 exchange to oxygenation of the blood, and it has been

leared to do so for over six hours, an industry firs

yberet Manufacturing, maker of medical-grade computers, tablets

fand monitors, has unveiled a new, large touchscreen designed to

fesist the growth of infection causing organisms and limit their spread
Along with mold.resistant properties baked into the resin of the

fevices' housing, the Irvine, Califomia-based company describes its

new offerings as the world's first fully antimicrobial computers.
[cyberet previously launched a 10.1-inch rugged medical tablet

ffeaturing an antimicrobial screen and exterior in early 2016. The

rowth-resistant properties are chemically bonded to the surface of the

jass, which the company says wil not degrade over time or wipe off

fuhen using cleaners or disinfectants.

mi med; P020/02 moval

fo-provide-Tong-tcamlung failure ireatment hun]

Iutips://sww. fercebiotech, com Medtech /cybernel-uuvells-
lautimicrobial-touchscreens-for-liospital-computers

32 fimsch

echnologie
[ontwikkeling luminating cancer surgery with a dye that

akes mors glow

fi0FFeb, 0 Overig ichigevend verf die

lkankercellen zichtbaar

maakt.

2 Nieuwe y using a rat binds to cancer cells and makes hem
hers believe they can

help mak

every piece of a person's tumor has been removed.

[First discovered at Purdue University and being developed by Or
[rage Laborataries, the molecular markers attach thermseives to the
urface of lung and ovarian cancer cells and illuminate when viewe:

rough an endoscope equipped with a near-infrared camera.

low, researchers have launched phase 3 tals of the intravenous dye,
ICTR In ny slang

evmars
vil wisest fom pedien

[FDA fast-track and orphan designation:

32 finische

echnologie
[ontwikkeling CRFacoe

inary incontiner

[Fiercesiotech Bulkamid hydrogel 2 Niet actief

mplantaat

ydrogel injectie tegen
ntinentie

1 Nieuw product [The FDA has approved the injection of

lt help firm up the walls of the urethrain women with stress urinaryincontinence. osupporting
the urelh's

volume
andincreasing ts

re,

org daly aciie
ILemulbegandss ons

percentage of women, though only a small number go on to receive

freatment beyond physiotherapy—potentially in part due to the

infamous risks of harmful side effects related to past surgical methods

fsuch as transvaginal mesh

ydrogel-injection-for-siress-uiinary-incontinence

32 finische

echnologie
niwikkeling FDA clears Olympus’ duodencscope wih

ditional cleaning tools

DA warns ofcybersecurty gaps in GE

Healthcare's patient monitors

[Flercesiotech iympus TJF-Q180V

uodenoscope

E Healthcare clinical

nforation stations

113 Scopen & camera's ympus TUF-GTS0V

ffuodenoscoop met

frerbetering mb.

keiniging

monitoren van GE.

12 Marktloslating

[Cybenveiligheidsproblem (08 Cybersecurityhacken

[Following the FOA's successive clearances of new, reprocessing-
feanscious duodenoscope designs from Pentax Medical and Boston

[Scientifc ate last year, competitor Olympus Medical has now received

green light of is own.

[The agency cleared the company’s TJF-Q190V duodenoscope
flsaturing a clear, disposable endcap. Removing the single-use cap
fellows for easier access and cleaning of the device's complex elevator

omponents, where bacteria and biomatter have been knownto

survive sterilization processes and pass infections on to the next

prietary used for

further cleaning of the scope's elevator mechanism—as well as water-

fesistant scope connectors and sealed elevator wire channels that

minimize the risk of bodily fluids reaching the innards of the device.

fduodenoscoy

e

whHES
SARIN TORS SRDSINDSIS

finjectable-ox,

adit
Tips: wweTercebiotech comnedtech Taa-lears-oTynpus-

Kiuodenoscope-additional-cleaning-iools

clinical

SEby GE Healthcar

[These devices and telemetry serves arei
[display vital signs and

pees maton.a
their heart rate,

blood pressure and temperature. Aco e agency, exploits
ave been uncovered that could allow aftackers fo remotely take

onirol of the device, giving them the ability to silence alarms or

jenerate false on

de

levberattacks

Pagina § van 40
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[12 Marktioelating [The FDA approved a new, finy ps from Medironic that doesa2 finische [ontvikkeing fo FDA aporoves Medironic's ny, wireless, [FierceBiotech lan ficra AV T Actiefimplaniaat Nieuwe draadioze

echnologie frinimally invasive pacemater implant pacemaker van hot require he wiring of 0 “oy

iedronic fhe heart.

Less than one-tenth the size of acon pacemakers and descried |
"222"

Suan
tna

fas one of the world's smallest, the icra AV device is designed to be
or

placed enirly within the hearts night ventricle and attach felf to the
Hun

fruscle wal using small ines

[The system i based on the medtech giant's previously approved Micra

anscatheter for Whie

deniical i size and shape, the Vira AV is but for patients with

which signals fr

arts upper atria have trouble reaching fs lower, pumping ventricles

5

|

32 finische [ontwikkeling 1

re
dian [Liberty robot (12 Operatie instrument [Robot om op afstand 01 Nieuw product FRANCISCO—AL the annual J.P. Morgan Healthcare ipsill

echnologie Iremote catheter procedure: fngrepe met catheters uit onfrence Microbot edcal unvsied a new dios hat

mstoe
cl

te voeren [physicians conduct a
a

FRratng
orm sgalng Herd fom radiation exposure and pl

bulls Rete bs i

FreSibert robt saps to a patients thigh and allows surgeons
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 a

nd-done” design that can be mailed back to the manufacturer for

fecyeling following each endovascular procedure—aims to cut back on

ospitals’ capital investments in robotic infrastruc

DA clears PhotoniCare's handheld OCT OMi scope 1 [FDA clears 12 Markitoelaing PEREONSRI
OEIRA lartps: www flercebiotech com Medtech fda-clears.

i

for fluids |p) handheld feckfscanner for checking earinfections han cope. to check

technieken C a bedbehudits as ofontdhond or feet
hecking ear infections infections.

jas

[The TOMi Scope diagnostic device uses optical coherence
mography, or

ind provide a cross-section image si

ietemmine whether fluid is present and characterize its type and

fensity, even in cases with heavy wax buildup.

ST ddr

ural Sealant Patch Made of Bioresorbable 2éilan E-markering voor 01 Nieuw product jqosea, a dural sealant patch made of bioresorbable polymers, has

Polymers Eams CE Mark voor de feceived the CE mark and is now commercially available in Europe
ura mater [Developed by Polyganics, the patch could help

nial surgery.

age is "a widely recognized complication of neurosurgical
fprocedures that can result in increased morbidity, prolonged hospital
ays. possible surgicalrevisions, and enhanced costs, Rudy Maree,

0, told MDD."

rs Toon icoion of pen

dunsveh
it

otal CSF leakage occurs in 4-32% of su

Pagina 6 van 40
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3 Bysteem [Riso

fest figures on Notified Body MDR, IVDR

Hesignations

prkend’

contact iar

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

lbodies

faillicte ziekenhuizen [16 Wet en regelgeving [i late erkenning

7 Standaardisatie, wet- [cording oan update Fon the European Commission,

£1
fattps: Favwenw emerg bul com blog 2021

|regelgevingNoBo pplication rom Notified Bodies for MOR designationhat : Sy

abmited as of January 2020, fou’ months before the Regulation's
IMay 2020 application date.In addition, 11 applications forI
lesignation havebeen submited so far, two years out from that

IRegulation’s May 2022 compliance deadiine.

[Although most Nofified Bodies now designated to issue CE Marking

ndr-ivdr

niries as of January 21, 2020. (Three additional Notified

[Bodies designation information is awaiting publication in NANDO,

ccording to the EC report.)

Ontuikkeling

Ontutkkeling

‘enzinger na ovemames graotste ecd-

everancier in care

Za versoepelt regels wegens extra

oronakosten

lovername bed
patientgegevens

Figitale consulten 116 Wet en regelgeving. [ideljke versoepeling
regeigevi

5 Economisch nieuws Fietearioost i ETE

van
et

Sima
de WC|hi

|Wsselmeerzieke: in Flevoland heeecnh

EnYooriomen lity Patjenin
Kend- htm

Fie lang bien hangenin hun aigennse an opang.
oncluderen de onderzoekers. Ook extern, bj

ie Nederlandse en het

inisterie van VS, is te laat erkend dat het echt misging, zo

asigesteld.

SW edict

all

02003703

futips: wwe

voorraad-mec

06 Ecanomisch nieuws fctbedijf Tenzinger neemt De Heer Software, leverancier van ECD [iiips:// www. skipr. ili cuws/ anZinger-nia-overnanes-
[ransonde

Harman goles Serviant over. dl 9

et bedrif naar eigen zeggen de grootste eccHeverancier

eerieine:dossier) in de markt voor gehandicapten-.
feren- en thuiszor

5 Standaardisatie, wet- 6 face-1o-faceconsulien in zieKenhuzen mogen per direct digitaal _iips./wwiw. edischcontact nLewys laaisie[regelgevingNoBo id De Nederandse i

Ste varmegedo datde kans. oronakostenim
beens irisning een

conrormpar dat or botnet

nen van een dbe

erruimen, zodat alle eerste consulten digital mogen plaatsvinden en

lpedeciareerd kunnen worden

[Waarschuwing over zelfesten voor

oronavinus

Forona zelftest [Testen die werden om nate gaan of het

oronavius ij je drazgt

zi eon als

body) Te test

Pagina

(n

fo oon CEmakanns Sager

632098



Bijlage 2: excelovazicht Peilstation MedTech 2020

fimische

technologie

in-vitro

Hiagnostica

[Grtwikkeling

IRisico

D-printers bieden hulp in coronacrisis

[sseaeimssurains
movissndecnfekort aan laboratoriummateria:

iechnischweekblad

os.nl

Siar

0Mar

fonderdelen printen voor [14 30 printeriproduct _[onderdelen printen voor

beademingsapparatuur eademingsapparatuur

fekort aan benodigdheden 09 Diagnostische tekort aan

aboratorium testen  jbenodigdheden

2 Nieuwe terapieftechniek

3 Waarschuwingincident

famwege de (dreigends) ekorten op fet
gebied van

onder andere

pedriven over op de productie van essentislepA 3D-printers
pelen hierin een belangrije rol. 3D-printenis duurder dan

massaproductie en in het geval dan medische onderdelen is het

engi dat ce

rodusten
aan als medisohs sen vlgoen,

Waaringeval vannoodkunnen 3D-printers uitkomst bieden door snelea

[Alleriei materialen die essentieel zijn om te kunnen vaststellen of

nd besmet Is met het coronavirus zijn schaars, Er dreigen
liekorten die de voortgang van de diagnostiek in gevaar brengen. In

[Nederland worden nu al relatief weinig mensen getest op het virus.

lzevaar-door-tekort-san-laboratoriunmateriazlhm]

CT, eHealth &

Domotica
[Ontuikkeling Z rolt app voor online huisarisenzorg

ersneld uit

ciBhealt 5Mar pp online huisartenzorg 04 App. pp online huisartenzorg 11 Overg Z heeft de afgelopen weken de ontwikkeling van de Medicoo app
ersneld. De app, die vanaf deze week (24 maar) beschikbaar is, is

en van de oplossingen voor het huisarisentekort

rorguerzekeraar die geen eigen huisars hebben kunnen via de

IMedicoo app een online huisaris raadplegen

fedische

ulpmiddelen

[ontwikkeling [Mondkapies herbriikbaar door steriisate {echnisch weekblad Tar frondkapies herbruikbaar 20 Overig mondkapies zijn te

terliseren

110 Nieuwe ontwikkeling TU Delft en Van Straten Medical hebben een proces ontwikkelder
Tere races
= direct en overal Inzetbaar.

pSve Techs eeRbiad news mondkapes-
hierbruikba-door-sterlisatic

ips delta tid

All nl
arti

pies-herbruikbaar

CT, eHealth &

Domotica

[Ontwikkelng Eerste patent behandeld met bestralingspian
an Al

iechnisch weekbiad Bia bestralingsplan gemaaki [18 Artificial inteligence
imy kunstmatige
nteligentie

110 Nieuwe ontwikkelng

CT, eHealth &

Domotica

CT, eHealth &

Domotica

IRisico,

ntwikkeling

kunstmatige intelligentie

covApp geeft binnen vijf minuten een

Foronavirus indicate

medisch contact

cthealth

Tar

7iMar

funstmatige intelligentie [18 Artioial inteligence

ovAop. 4 App.

[0% 17 maart werd san Arvtergam

UNCdo
eerste patent met

Foor unsimatos misligente. be bestaing van tamisen bi
fprostaatkankervind: aan Amsterdam UMC onder andere plaats
iddels brachytherapie. Hierbij wordt de patient inwendg bestraald,
ioor een radioactieve bron te laten stralen in vooraf ingebrachte

11 Overg

et gebruik van (ancial mteligence, AT) voor]

demedische doeleinden wordt door J

mothers messes Toth in ered

bevisionitonnsiaatsen omdat de daacwerkelike prestaties van Al nogal
rn overaroien in wetanschappeliks pubicaties. Di Btit de

Fesultaten van een systematic review door Myura Nagendran e.a. die

is gepubliceerd in The BMJ.

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

reantwoorden via de app of de website van 2

li hts

feenvoudige vragen over zaken als reisacivitett, leeftid, beroep,

ymptomen of klachten etc. Alle infomnatie wordt geanonimiseerd

pgesiagen en er worden geen persoonlike of privacy-gevoelige
gegevens gedeeld met het ziekenhuis Het invullen duurtzo'n 5

inuten en vervolgens geeft CovApp direct de uitslag. Dat kunnen ook

faanbevelingen zijn voor mogelijke vervolgacties. Denk aan het advies

enn

huisquarantaine te gaan. De uitslag bevat ook een QR-code die,
indien nodig, naar een arts of ziekenhuis gestuurd kan worden zodat

ie zich kunnen voorbereiden op de komst van een paint.

CT, eHealth & [ontwikkeing om tekort

an beschemende middelen

os. Oar reldpunt 7 Overig [CT 1 Overig Tis een

reschermende middelen in kaart te brengen. Het initiatef komt van

IU

ips.
//u0s

AUArikel2328795- meld

en

vomrgendenNVanuif het hele land komen signalen binnen bij NU'S1 datef

Ds aana ager
et coronavirus.

iddelen himl

fedische

ulpmiddielen

[Risico,

TEIfegen Coronateko

TAT frondkapies 20 Overig iekorten I TU Delft. Reinier de
Zoho hs

Peskundigen Steriele is een

m gebruikiz mondkapies te sterlseren via e=n gener

Elrhsatieproces. De esresuiaten Komen overeen metarses
van nieuwe mon

CT, eHealth &

Domotica
[ontuikkeling ederlandse bedrjven bieden COVID-19 Al-

poftware gratis aan

fmt gezondheidszorg Tbr [AT gratis 118 Artificial intelligence [gratis in coronacnsis Bjd 11 Oveng [Thona en Delf imaging lanceren CADSCOVID. Deze nieuwe tool

edoeld

m zorgspeciaisten te helpen bi het beheren van COVID-15-gevalen.
IDe bedrijven hebben de tool gratis ter beschikking gesteld ter

fondersteuning van de crisis

CT, eHealth 8

Domotica
[Ontaikkeing [Googie en Apple bouwen corona-racking in

p smartphones.

os O/ApT racking app 7 App. oon tacking app TT Oveng [Google en Apple gaan een Gvetheden to

lpen bi] corona-onderzoek. Dat moet een einde maken aan

fizchnische problemen bi ce ontuikkeling van de ‘corona-apps' ce
verheden willen gaan inzetten.

fips. 0s al aitikel 2330078-2008 Teh

in phones hil

CT, eHealth &

Domotica
[Ontuikkeling [-ancering landeljk onine portaal voor het

figitaal uitwisselen van relevante COVID-19

patiénigegevens ussen ziskenhuizen

fmt gezondheidszorg Gihpr igitaal uftwisselen covid- 07 Overig ICT

fs
igitaal utwisselen cov:

ts

1 Overig phil

Valksgezancheid, Wekzijn en Sport en het Erasmus Medisch Centrum

et online COVID-18 portaal beschikbaar

iekenhuizen delen ais patienten
OVID-18. Via

net portaal kunnen radiologische beelden, verslagen, documenten

(ilv. de ontslagbrief) en andere relevante informatie over een patient
lbeschikbaar gemaakt worden voor het ontvangende ziekenhuis.

Hiemnee kan de spreiding van COVID-19 patiénten over Nederland

rden ondersteund.

CT, eHealth &

fica

tedische

ulpmiddielen

[ontwikkeing

ntwikkeling Seniarhgdissentshihoor mondkapi

Cihealth

Ft nieuws

27ApT

6/Apr

orona-ape App. oronaarp nieuwe corona-app ontwikkelen om

feoronabesmettingen in kaart te bren;
artikelZ|

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

hulpstukvoor monckap [14 3D ulpstuk 3 3d-printer een hulpstuk
leze beter en passender zitten,

9VilZFgll

331304-nnister-de-
fjonge-stelt-tean-

bouwen hl

Pagina § van 40

632098



632098

Bijlage 2: excelovazicht Peilstation MedTech 2020

mplantaten ~~ (Ontwikkeling Abbotts FlexNav Clearedin EU to Deliver _[nedgadget applicator voor (12 Operatie instrument markitoslating applicator [12 Markitoelating
[eami TERIOR

El

SE VL
raven medeadset

Portico Transcatheter Aortic Valve AV Porte efor-1T tel

ervanging Fave Tra mioainsmrss pus artim
lpredictabilty and placement accuracy during the TAVI procedure.

fevents and lead to better patient outcomes, advancements to delivery
ystems are critical to improving the placementand positioning of the
alve, according to the announcement.

53 fedische [ortwikkeing 5 Vic Wins EU Clearance for ClearUP Sinus _|Viedgadget mit cic ClearUP Sinus Releft 20 Overig 3 ng device om [12 San Francisco-based Tic Health announced that the company has

ulpmiddelen Relief Device Pevice met zenuwsimulatie nh os isn Si
ClBel bl Relat a

lkachten van verstoste mall handheld device that can temporarily elated sinus|

inussen te veriichten fpain, pressure, and congestion. ClearUP isa small handheld device

fiat deliversa proprietary microcurent wavefomn that stimulates sinus

erve fibers under the skin to relieve pain related to allergies. Itis

lesigned 10 treat symptoms in five minutes and can be used up to four

imes per day. ClearUP employs a light and vibration system to guide
fine user along the most optimal treatment points along the cheek,
asa bone, and brow bone. There is a one-button control with three

i tnd

33 mplantaten ntwikkeling 5 V-Wave Shuntfor Relief of Heart Fallire _ |Medgadget mt Wave Ventura 2 Niet actief =markering voor 12 Markiioslating [Heart failure patients often suffer from high pi

Symptoms Cleared in EU mplantaat finteratiium shunt klep. fof their hearts, which can lead to dificultes breathing and other

febilitating conditions. V-Wave. an Israeli fim, won the European CE

roval for its Ventura interatial shunt that aims to regulate
et atrial pressure by creating a passage for blood to flow from the left

io the right atrium across the intertrial septur.

[The device is implanted during a minimally invasive transcatheter

lprocedure and once there, it allows some biood to flow from the left to

five right side of the heart, thereby lowering the pressure and impact of

uid buildup within the lungs.

33 CT, effealih & _fOntwikkeling 7 NS Vins EU CE Mar omit T Actiefimplantaat fee I 2 alova announced toda a device for vagus nerve fir

Domotica DE LLivanova Symmetry freurostimulator om mulation (VNS) therapy, has received CE Mark approval for dificut-

iepressie te benandelen fo-reat depression. Symmetry is a small device that stimulates the

/agus nerve to improve symptoms of depression and quality offe.[after surgical implantation, the device regularlysends mild electric

ulses to the vagus nerve, which is connectedto areas

at control mood. While previous devices for VNS therapy have

feceived CE Markfor the treatment of depression. Symmetry s the.

pewest and is specifically designed for this indication.

33 CT, eFeallh& _[Ontvakkeling 8 choNous Receives EU Approval for Fmt Shonous Kosmos AT (18 Ariificial intelligence [CE

ing iz shoNous announced hat it has received the Eurepean CE Mark of [ir ‘medeadset com/2020/03 ech:

Domatica al Uitrasaund Platform fechosysteem metAl nulp| approval for its Kosmos platform, an ultrasound and fork WE

ET a EL

finical decisions at the le. The Kosmos platform consists of an

igh ounce ulrasound deviceihe Kosmos Torso,
[ECC and aigital auscutaton unctons is connected 0

the
Kosmos

[Bridge tablet, which runs Al-based software that analyzesf
jtrasound images to assess heart and lung function more ey and

facurat

F200 it eer:

review him!

Ontuikkeling ProtechiAi
Sterizes inhaled Af Using UV Wedgadget ir Pi [UV sterfasator van 01 Nieuw product IMedr-immune, a UK firm, recently revealed ProtectvAl, a breathing

ulpmiddelen ngeademende lucht ter euce rat uses

UV ight fo steiize inhaled

orkoming besmeting tentially including
19). The deviceispiby healthcare andaa)
ccupational exposure to airbome pathogens.

[ProtectivAir consists ofa nose and mouth mask that connects, via a

exible hose, fo a small irradiation chamber worn on a belt or hamess.

ofons ve

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

fdisinfect-500-19
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masks hi]

linische [ontwikkeling CardioQuip’s Cocler-Heaters EU Cleared to. [medgadget Regulator 20 Overi [Ce-markering device om (12 Markitoelating ardioQuip, a im based in College Station, Texas, won European  [utps://www.medgadget.con 2020/04 cardioquips-cooler-
echnologie Help With Respiratory Distress Jichaamstemperatuur Jichaamstemperatuur te fegulatory approval (CE Mark) for ts MCH-1000 cooler-heaters that dto-help-with distress hil

reguieren tidens ECMO

mbrane oxygenation (ECMO) to address acute

Fespiratory distress.

Landing the CE Markis a tremendous

a
for CarcioQuip.” said

[Doug Platt, CEO of the company. ‘The approval allows us to offer our

feohnalogy fo major hospital ll over theEuropean Union(E0)at a

Te fo stages
of agreements ith

European
distribution partnerstothe MOR-1000 to te EU95 quickly

s possible”

33 finische ntwikkeling 7 exi-Gen TherOx SuperSaturated Oxygen _fnedgadget pr upergesatureerae 20 Overig [Fda-goedkeuring 12 Marktioslaling [EOLL Medica now a partof Asahi Kasel
Group,won FOR approval

medgadzet

echnologie Delivery System FDA Approved Euurstof toediener latest version of its TherOx Syst del

leliver SuperSaturated Oxygen (SSO2) therapy to rthoss muse
joss following “widowmaker” heart atiacks, aka left anterior descending]

ISTelevationmyocardial ifaron (LAD STEMI) chronic otal

pstruction.

fi ed html

[The system
i i

blood flow is restored du

ind stent implantation fo pump hyperbaric levels of oxygen straight
fito injured cardiac tissue. Its important that this happens within six

ours of the onset of symptom:

implantaten bbolt TrClip Cleared in Europe for Minimally medgadget Device voor transcatheter [2 Operatie instrument [Ce markering 12 Markttoslating Abbott amunsed hat eceied the Ewrapean CE Mark fo 1 Tha ips vv. edad cow 2020 04 abbot

iclip<leared-Invasive Tricuspid Valve Repa feparatie van triscupidalis- [Transcatheter Tricuspid Valve Repair System, a minimally-nvasive lin. europe. for-minimally-invasive-ricuspid-valve.
ep fevice for tricuspid regurgitation repair wa

lLike many other valve repair devices, TriClip is designed for

implantation using a minimally-invasive transcatheter

|Uniike other devices, however, TriClip works by clipping togethera
[portion of the leaflets that make up the tricuspid valve. This reduces

fine backflow of blood in tricuspid regurgitation patients that is

Fespansicle for clinical symptoms and long-term cardiac sequela.
[TriClip is available in two different sizes

‘medeadset33 finische [ontwikkeing 7} Tood Filtering Device Vins FDA Emergency [medgadget 3ApT Cytokine fiter device voor 20 Overig DA emergency 3 device is inended to lower the levels of cytokines and fier hr

echnologie Jse Authorization for COVID-19 OVID-19 patienten toelating roteins in blood that promote inflammation, hopefully thereby wim 7 m id-19 hrm!

mitigating some of the terrible consequences of the infection. These

[can include shock, lung failure, other organ failure and result in death

[The FDA has issued the first Emergency Use Authorization fora
eve 1 help eat COVID-19 patients current ne (CU.Terumo[BCT's Spectra Optia Apheresis System, combinedwi

Therapeutics’ D2000 Adsorption Cartridge,is nowieor adult

lpatients with COVID-18 udergoing respiratory failure
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nvito

iagnostica
[Grtwikkeling [io [RISPR-Based Test fo Diagnose COVID-19

In Less than One Hour

edgadget 7ikpr IEOVID-1 test met

RISPR fechniek aboralorium festen  [COVID-18

9 Diagnostische  [Oniwikkeling labiest om

te

iagnosticeren

2 Nieuwe terapieftechniek ith the COVID-18 pandemic growing globaly, new ways of detecting Tips: fav medeadzel com 2020Ud crispr-based:

[Francisco researchers have recenty published a paperin Natureoutlining their approach to diagnose COVID-18

infections from respiratory swabs using CRISPR.

[The test, called the SARS-Cov2 DETECTR assay, checks for the.

3 : a{ 2 EF) 2 eis

found in all 'SARS-ike’ coronaviruses and one is unique to SARS-CoV-

2, which causes COVID-19. This helps to differentiate COVID-19

infections from similar infections caused by other coronaviruses

the infection fs the need of the hour. University of Caiifomia, San Kiiagiose-covid- 19-in-less-tlian-ouc-hour hil

fedische

ulpmiddielen

ontuikkelng [ioT To Sterilize Thousands of

tasks Per Day

edgadget Sher sterfisator 20 Overig isator steltin staal

m N95 maskers in grote
antallen sterlliseren

Pe TR

fto inactivate microbes. During the current COVID-18 pandemic there’
ips wv Inedaizet con 20

fa shortage of protective masks,p: that feature

flectostatic fters. Cleaning such masks using ids is not fective,
fas the electrostatic effect ends up neuiralized, so a team at Rensselaer

[University created a device that bathes masks in UVC light and makes.

them useful again

Inside the irradiation box are two UVC bulbs that stretch horizontally
chamber. A motorized conveyor pulls masks,

ung at one end of the box, in between the bulbs. The speed ofthe
tor can be controlled to choose the desired amount of radiation

[exposure for the masks and to prevent over-exposure that can actually
lamage the structural integrity of the mas!

in-vitro

fdiagnostica
[ontwikkeling [02 Graphene Biosensor Developed for Rapid

[COVD-18 Testing
medgadget SAP n grafeen om

fcovin-1s te

fiiagnosticeren

i] Nieuwe techie om

aboratorium testen  COVID-18 te

{diagnosticeren met lab

est

2 Nieuwe ic
Science

Institute,Korea Research
Institute of Chemical Technology, and collab

tips: Jw medgadged com 2020/04 graphenc-bi

loped: id-cove. hrml

ricle on the development of graphene-based test for SARS-CoV/-2

fre virus causing COVID1S.
rom nasopharyngeal swabs. They have
R [in ples at

onceniraton os copies per mL. and greater, a significant
chievemen

[current diagnostic tests for COVID-1 utiize RT-PCR, amplifying the

ISARS-CoV-2 RNA from patient samples so tiny amounts of virus can

pe detected. t takes atleast 3 hours, including methods

paration. The researchers who initiated this new study wanted to

levelop a faster test directly from patient swabs, without sample
reparation steps.

n-vio

fiagnostca
ntwkkeling li03 ensifive 10 Minute Antibody F

[CoV-2 Developed
medgadget OiApr [Entiichaam test COVID-19) 8 POC testizalfiest [Nieuws fechniek om

VID-

[iiagnosticeren met

test

2 Nieuwe atthe Southem Medical University, Guangzhou,
[china, and collaborators

ips: Avo medgadzet com 3020/04 Sens ve- 0-minie-
Ali

fassay for detection of SARS-CoV-2 antibodies in hurnan blood. They
feport accurate detection with patient samples, with only 10 minutes to

fget a readout per blood sample.

[The new method is a lateral flow assay, much ike a home pregnancy

st. Human serumis obtained from a test patient and added onto one.

ide of the device, where it flows through the paper due to capillary
faction, The researchers impregnated COVID-18 proteins in a thin line:

ipSreywil bind slongthis ne ise,
therewll beno binding

tv

binding of rabbit anti-human ie:a at

keorter, allowing for greater accuracy than an unassisted visual

ysteem [Ontuikkeling 102 OVID-19: European Commission looking to

sostpone new MDR by one year

[Cardiac Rhythm News. 7Mar [Medical Device Wet en regelgeving fopschorten Verodering 5 Standaardisatie, wet-

IMedische Hulpmiddelen [regelgevingNoBo
[During a QBA section of a European Commission (EC) college.

meeting on 25 March, EC spokesperson
tated that the commission were looking to ds

fof the new European medical device regulations ior, acaarne
jobal coronavirus pandemic.

roposes-one-year-

(delay-medical-
device:

ystesm [ontaikkelng [fos [EOVID-19: European C 3

postpone new MDR because of pandemic
hythm News Ther iedical Device n 16 Weten regelgeving fopschrten Verodering 5

Wecische Huipmiddeien regelgevinghioBo
TEYS ya

UElby one year thedate of application of the new Medic:

Regulation (DR),
which was due to come into force on2 Vay i

ear. The postponement, a press release reports, is to iehn
[tes heat ntivtons am ssonamis

openers
to rae he i

As previouslyreported,

ommission were looking to delay the “entry into force” of the new

IMDR because of the global coronavirus pandemic.

tips Jhvewre emergobi

[pentenic? offcially-proposes-
fone-year-m

delay?utm_source=R
JADARSutm_mediu
Eri

Some=Email-RADA

Ihtps/evtoday comin

feusieuropean-
ysteem [Ontuikkeling OVID-19 in Europe: Postponed and remote

tified Body audits for medical device

pnanufacturers

[Emerge aihpr ofified body audits 116 Wet en regelgeving [guidance for postponed
r remote notified body

audits
[regelgevingNoBo

from the Europear Wedical Device

oorimaton croup (MDC®) emperay makes allowances for

i byul com/blog/2020/04/covid-15-

lpostponed or remote audits

Ihecessary for recertification of GE Marking and related requirements.

ysteem [Ontuikkeling European Pariament officially supports
ostponing MOR date of application

[Emerge 2ihpr Medical Device Regulation 116 Wat en regelgeving fopschorten Veradering
[Medische Hulpmiddelen

5 Standaardisatie, wet-

fregelgevingNoBo

In a widely anticipated move, fhe European

fine European Commission's proposal to postpone the Medical

i byul com blog/2020/04 europe:
[Regulation’s date of application by one year as healthcare regulators,

poverments and industry grapple with the COVID-18 emergency.

finische

echnologie

isico [108 Gpereren velig ten ti

He COVID-18 pandemie?
0iApT aparascopie 73 Scopen & camera's

pereren

TT Overig [§inds de uitoraak van de COVID-19

feschveven overde ize waarop het

viszich Verona
Dtpoet

feeds grote gevolgen gehad voor de wize waarop de dageljkse zorg
[ror ingot. Deaon dans komt Gageiksmevws momats
beschikbaar en ontstaan met eenzelfde snelheid nieuwe vragen. Eén

an de vragen is of laparoscopisch opereren momenteel veilig is

Aart 78

fopereen-veilg-ten-tijde-va-de-covid-19-pandentic:
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1 Actief mplantaat _ [nterferentie actief hart
implaniaat en e-sigaret

fedische

ulpmiddielen

[Risico, FDA wars of premature EpiPen auton
Betivations

Sar Epipen 20 Overig joortjdige act it

The magnets in vaping devices might be able fo wreak havoc on heart
k

caseanew

injector

nWKEng iH French startup Dianosic nets CE mark for tech

[The FDA parents and providers that various EpiPen
models could malfunction and spring their needles early
[This could happen spontaneously i certain pressures are applied while

Femoving the blue safety release on the rear of the epinephrine auto-

injector. For example, the device could activate if the release is forced

Kideways—suich as ifa person is holding the EpiPen with one hand

fand uses their thumbto push off the
ditionally, the FDA described a limited numberof EpiPens hat may

ave been shipped with a slightly raised or loosened blue safety
felease, which may alsa allow the injector to activate prematurely. The

fagency recommended that users activate the device by pulling the cap

aightup while holding the EpiPen in the other hand.

pp

remalure-epipen-aulo-injecior-activations

fedische

ulpmiddelen nosebleed-stopping balloon

Prug-Delivery Patch Shows Promise for an

[Overlooked Disease

6Mar AVIT device 20 Overig [Ballon voor stoppen
lbloedneus

ral adhesive drug-
[delivery patch

01 Nieuw product

R French startup has received a CE mark for a small, mfatable device ur:

‘esigned to apply gentle pressure an

[The Strasbourg-based Dianasic pl to y make its

balloon available in hospitals tiroughout Europe, the

S.. Jay China.

[after being inserted into the nostril, the company’s CAVLT device

fexpands to conform to the shape ofthe cavity and provide light
amounts of compression to help stop the bleeding, including at the.

front or back of the airway.

It can be used for spontaneous bleeds or left in place forup to three

lays in more serious cases, including after operations such as sinus

urgeries or tinoplasties.

RFYX Therapeutics reported positve clinical tral results for a

lbiodegradable oral achesive drug-delivery patch to treat oral lichen

and

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

product issue

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

periods, very of a t

fie target site of action impacting disease progression, while imifing
livery to surrounding areas.

Image courtesy 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 (CLP), a chronic inflammatory condition characterized by
Jlesions and ulcers inside the mouth.

futtps: www. mddiontine com drug delivery-patch-shows-
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fedische

ulpmiddelen

Ontuikkeling quid Biopsy Tes! Detects More fan 50

ancer Types

fensen met CF krjgen longfunctiemeters
huis dank] initiatief Radboudume en NCFS

tgezondheidszorg

Bijlage 2: excelovazicht Peilstation MedTech 2020

wlficancer early 09 Diagnostische
letection blood test jaboratorium testen (detection blood test

ongTuctiemeter fongfuncti thuls meen

02 Nieuwe therapiertechniex rail had a huge win in the liquid biopsy space this week. The Menlo

[Park, CA-based company said results of ts Circulating Cell-Free

hese results were published in Annals of Oncology. Grail’ Circulating|
tudy provided muchof the data

[Mensen met taaisljmziekte (cysto fbrosis, CF) kunnen binnenkort

fhuis hun longfunctie meten. Datis de uitkomst van een

tps: wwe. madion ine com/qud-biopsy-test-derects-
ore-50-cancer-types

Its: ing ondheids7org nl mensen-mei-Cikrjgen-

[Racboudume en de Nederlandse Cystic Fibrosis Stichting (NCFS) cfs!
ierdoor kan

Ibigehouden worden door de behandelend arts; dit biedt uitkomst in

ieze cornatd,

CT, eHealth &

Domotica

CT, eHealth &

Domatica

Ontuikkeling

ntwikkelng [124

NO ontwikkell zogkmachine om snel Kennis

wer covid-18 te vinden

Een prothese met gevoel

orguisie

technisch weekblad May

118 Artificial intelligence [datamininglool

mprothese met gevoel 03 rmprothese met gevoel
Prothesefexoskeleton [op basis v:

fosseaintegratie

110 Nieuwe ontwikkelng

10 Nieuwe ontwikkeling

fprecisiegeneeskunde. Om dat doel te bereiken stelt het consortium 15

jonge onderzoekers aan

[Kennisinstiuut TNO ontwikkelde een datamininglool op basis van

frtifcial

3 fedische ntwikkeing 120 enh SPT schemas 20 Overig feu onwikkerd T Nieuw product [Ufieindelk hebben we s=n gevonden die lik Io Kalu Tosh

ulpmiddelen peschemingsiassen op ore Tex. Dit material is spatdicht en

fin uitgebreid getest en goedgekeurd door onze afdeling Hygiene
Infectie Prevent.

2) finische ntwikkeling [121 [# mijoen euro voor ontuikkeling nieuwe vorm fmt gezondheidszorg ay, [MRI-scan fit juve Nieuwe [LUMC-hoogleraar Radiologe Hido Lamb (foto) cobrdineert het project Vm]

echnologie an MRI-scar voor MRI- lgenaama NOVA-MRI. Het doel is om ni [3 kil

5 technieken an ntwikkelen, die in de Kiiniek kunnen worden gebruikt voor

{rips Faretronw al/binnenland nederlands bedrijf:
erkocht-and

informatie over hel coronavirus en covid-18 kan vinden en reviewen.

IDe zogenoemde COVID-RAPID-MINER tool kan hierdoor nieuwe

rategieén in kaart brengen die helpen om de covid-19-pandemie te

lpestriden.

[Een kunstam am,

ebonden zijn met de prothese? Zes jaar geleden publiceerde
[Technisch Weekblad al over een veelbelovende innovatie bi Chalmers|

[University of Technology. Sindsdien is de prothese uitgebreid getest
fon verder verbeterd: je kunt er nu ook mee voelen De prothese werk

p basis van osseaintegratie, waarbi] de protese met een pen aan het

lpotin de armstomp bevesiigd zit. In de zenuwen en spieren van de

tomp zijn elekiroden geimplanteerd. Die pikken signalen die uit de

er Via een implantaat bereken die de prothese met
feen embedded besturingscomputer. Met behulp van kunstmatige

ig

in de duim van de prothese meten op hun beurt de druk die op de duim|

futgeoefend word: en sturen die signalen naar het ingebouwde
omputertie. Daar worden ze omgezet in elektische prikkels die

worden doorgegeven aan de zenuwen in de stomp en zo het brein

lbereiken. Dit geet de drager als het ware gevoel in zin hand,
waardoor hi deze veel preciezer kan gebruiken.

feevoel
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Ontwikkeling erste siap naar confactoos braile 10 Nieuwe ontwikkeing fips: ww tcchisclweckblad ul nieuws cerste-sap-nan-le lcontactloos-braille

Ww eal 1203

05 EPD/

patignigegevens over gezondheidskiachten die kunnen wizen op corona,

lgeweest van een datalek. Daardoor waren persooniike gegevens in te

2S

03 Waarschuwingfincicent Ge website Infectieradar, waarmee het RIVM informatie verzamelt fips. /www skipr

jel ine-na-datalek/

[irips: vv dcthealih nl mieuws philips biosel0r-monio

pari

[Een eerste versie van de corona-app die de overheid wil lien maken, [inp

5 kiaar. De makers van de app hebben de code woensdag op de cpubliccerd’
ontwikkelaarspiatfomms Github en Figma gezet. Ze vragen de

CT, ereallh & [Ontkkeing
|

erste versie van corona-app gepubliceerd [Eerste versie van coronaii1 Overig

Domotica Pp

10g niet kiaar is Minister Hugo de Jonge (Volksgezondheid) hoopt dat

Kan worden. ook

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

fedische isico [133 ederfand Koopt miljoenen ondeugdelike  [skipr Tay ondkapies 0 Overig i én op de flen het Landefi}

ulpmiddelen ondkapies ondkapies (LCH) heeft aangeschat. is afgekeurd. Deze mondkapies voldoen niet lodeug delijke-mondkapjes/
an de kwalititseisen en worden niet verspreid onder zorginstellingen.

[Tot nu toe heeft het LCH namens het ministerie van Volksgezondheid
{47.2 miljcen medische mondkapjes naar Nederand gehaald. Een

woordvoerder van VW/S bevestigde berichtgeving daarover van het

Ja.

3 fedische ntwkkeing [132 Geocamera almeert automatisch b] cthealth May 20 Overig piiepsie= 0 Overig T et Leids ir Centrum (LUMC) en

ulpmiddelen pileptische aanvallen hebbenpiepsie e

feen
epi ontwikkeld:

fautomatisch alan slaat op het moment dat ismand een epileptische
anval hee

ay Weetsensor 6 Wearables, incl [rwestsensor om sepsis 01 Nieuw product fen team van onderzoekers, onder eicing van de TU Eindhoven, werkt Jip Jew ictal

 hervennen faan de on'twikkeling van een wearable zweetsensor, Die moet, in herk 4

mbinatie lyse, de
semi-continue

sepsis-moni

lpatinten in het ziekenhuis mogellk maken. Op die manier kan de

psi dig herkend worden en het aantal complicaties dat ermee

lgepaard gaat aanzienii verminderd wor

fedische [ontuikkeling [135 [Wearable zweetsensor om sepsis te cihealth

ulpmiddielen erkennen in de maak ensoren op hui

plantaatals 2 Nieuwe an orthopedic and Pi Tips }

ervaning johnson & Johnson, recently announced the launch of elf new ow. nfcrbody-implant-degencrative-dise-discase:

ussenwervelschit jagship technology, the CONCORDE LIFT Interbody Implant. The new|

mpiantacle device was designed to help treat patents suffering from

[degenerative disc disease, a condition that can cause exteme pain
fiom a damaged disc in the spine

5Puy Launches New terbody Implant For MDD Vay ONCORDE LIFT 2 Niet acter

Degenerative Disc Disease Expandable Interbody  jmplantaat
e

23 mplantaten _ [ontwikkelng [136

fa new p

olution that can simplify minimally invasive spine surgery procedures

ertebrae. In an effort to simplify the procedure, DePuy created

[CONCORDE LIFT implant to provide patients with a device that can

peciflcally fit each patient's anatomy due to a continuous expansion

mechanism

34 mplantaten ntwikkeling [137 Edwards Makes Gains in Tricuspid MDD! 8May.
Mark

pascal repair system 2 Niet aotief [Tricuspid Regurgitation 01 Nieuw product [The Irvine, CA-based company said ts Pascal System has not yet
2

Regurgitation Repair with CE [Repair Us.

i . ”

been approvedin the Hicuspid-regurgitation-1epai-ce-mal ews com/ce-m:

[The Irvine, CA-based company said the Pascal repair system pascal-clip-based-

transcatheter.

tricuspic-repair!

in patients. [ atomy and

evere TR. Sustained TR reduction was observed at 30 days, with

5% of patients seeing a reduction to TR <2+ on a five-grade scale.

“Edwards is the first company to introduce muliple transfemoral

iouspid rep: pies in Europe,
jeafiet repair and annular reduction therapies to help meet their

patients’ needs."
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[Risico, ew App Predicts Blood Glucose Levels 60 [MODI

inutes into the Future

Diabits app
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Ppp die

pioeasuikenwaarden

ver 60 minuten

oorspelt.

34 finische [ontwikkeing [140 ts Finally Here FDA Clears Abbott's |VIDDI Sian

echnologie Freestyle Libre 2 CGM

ow Titanium Foam Spinal Implant Comes B0Aun

PPre-Attached to Disposable Delivery Device

Teestyle Libre 2

T ts Al-powered Diabits app is

apable of predicting blood glucose levels an hour into the future, an

fmprovementon industry-leading continuous glucose monitoring
ystems that offer 20-minute predictions.

powered diabetes app that claims to accurately
lpredict blood glucose levels sooner than the industry-leading
ontinuous glucose monitoring (CGM) systems, which currently tout 20;

minute glucose value prediction capabilites.

IBio Conscious Technologies said an in-house silico study of ifs Diabits.

[a1 algorithm demonstrated its abilty fo provide 80-minute blood

[glucose value predictions. The Vancouver, British Columbia-based
i i

who uspany peopl ea

GM to monitor their dally blood sugar fluctuations

rips: /fwww mddionlinie com diabetes new-app-predict
Iblood-glucose-levels-60-minutes-future

8 POC testizelfiest freestyle
fibre non-nvasieve

ontinue glucose monilor

patch.

Pagina 15 van 40

OT Nieuw product

3

yl ICG can be used in adults and children

ver age fora 14-day period.
[The first generation of he Freestyle Libre won FDA approval in 2017

[The device was called a gamechangerfor continuous glucose
onitoring because it could be used as a replacement for blood

lglucose monitoring (BGM) for adults

ration of the device differs because, in addition to

aving a pediatric indication, it has Bluetooth capabilities and optional
falarms

its a real leapfrog in CGM technology,’ Taub said. “It has bestn-

lass accuracy with 14.day perfomance. It measures glucose every
frinute. It also introduces optional alams to the Freestyle Libre

platform of products which is great. Now patients with diabetes can

understand when heir high glucose threshold or low glucose threshold

lautomatically. The system alarms an

fheir glucose level is. With each reading they see what thelr glucose
alue is and what direction its heading."

hi

[mage courtesy of Xenco Medical

INew Titanium Foam Spinal Implant Comes Pre-Attached to Disposable|
[Delivery Device
(enco's CancelleX porous fanium implantis optimized for energy

[absorption and bone in-growth, and designed to achieve bone-iike

fmechanical properties

[Surgical implant maker Xenco Medical continues to fiex is innovation

les, most recently with the launch ofan injection-molded titanium

am implant that comes pre-attached to a disposable delivery device.

[Optimized for energy absorption and bone in growth, the

fiterconnected network of pores tat pemneate each CancelleX porous,
im imelant serve to achieve bone-like mechanical properties,”

aid Xenco Medical Founder and CEO Jason Haider (pictured above).

enh
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CT, eHealth &

Domotica

Ontwikkeling

Lead Author Encourages Close Read

ase Series Hints al Excess Stent

hrombosis During COVID-19

HRA: Warming to be added (0 paclitaxel
Hevice IFUs in Europe

DA clears ts first prescription video game

reatment for ADHD

Bgfevende stents

mplantaat

7 Overig ICT

Field
Safety

ote +

[Spel als onderdeel

lbehandeling ADHD

34 Bysteem [ontwikkeling [142 Eudamed update: Phased implementation  [Emergo 2May Fudamed [16 Wet en regelgeving [Vertraging Eudamed [05 Standaardisatie, wet- [Tre melementato of Fe European
Database

fo Wedioal Devices. tps. fan. emerson coun bog 202005 endaned-upd

planned for European medical device, IVD [regelgevingNoBo [Eudamed, has been delayed by two years and of phased: Tani a

jatabase fre Medical Doves Regulation (MDI) hasbeen
So

by one year.
[The European Commission has informed Emergo th

ik ts tn a i
late of application in May 2022.

4 ysteem ntwkkelng [145 TOV SUD becomes fourth Notified Body [Emerge Silun oiified body. 20 Overig Notified body IVDs 5 Standaardisatie, wet- rman Notiied Body TUV 5UD has yul com/blog/2020/06 uv-sud-

Hesignated to European IVDR regelgevingNoBo IMark certificates under the European In-vitro Diagnostic Medical lh-notified-body=ck d d

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

ldesignated to the IVDR ahead of the Regulafion’s May 2022 date of

pplication, according to the NANDO databas

34 finische [Risico, fi26 VA's Paclitaxel Analysis Finds increased [Endovascular Today TMAay pacitaxel gecoate 20 Overig eiigheid 11 Overig
EOEr]

ofan Tiaxelanalysis- find: RK

echnologie tortality Risk, But No Dose Association; allonnen en paclitaxel vices by madi ak tty cr

11 Overig

12 Marktioelaing

BrenDrmoon5 avatae omne anes of printin Circulation. [ey courages.close-tead

[The VIVA analysis. which included 2,185 patients across eight studies

th a median follow-up of4 years, also identified an increased

mortality risk associated with PTXD use. However, it founda weaker

ortaity signal, and no drug-dose relationship was established, in

feoniradistinction to the finings of Katsanos et al's sdy-level analysis.

roup of interventional cardiologists from Spain have published [itps:/ww.medscape. con viewarticle 932021 7ahid=13591
etalls on a series of four cases of stent thrombosis (ST) in patients |o_3023&sre=WNL_mdplsuews_200612 mscpedit_candaua|

th COVID-19 seen at their hospital. The authors I 17241 hn
ases are relate triggering
rombotic complications.

JF a ty Feld

sary
notice We UK Wedkines and Realfcare products

[Regulatory Agency d clinical

EE
oated balloons and palitaxel-sluting stents used in the treatment of

peripheral arterial cisease (PAD) of the lower imbs.

he FDA has cleared its first video gamefor chil with attention lattps:/ ‘www fiercebiotech com /imedtech/fda-clears first-

Slowing Aklnieracives rescripion-video-game-treatment-for-adid
[Endeavor to be prescribed as a digital therapeutic.
[Played on a touchscreen, the software provides challenges and stimuli

at target the brain's neural systems linked to focus, cognitive function|
ind multitasking. Its designed to be used as part of a wider therapy

Fegimen, which may aiso include medication or educational programs
to help improve attention in children 8 to 12 years old.

finische

echnologie
[otwikkeling [15 Supersaturated Oxygen Therapy Cleared in

EU to Treat Widowmaker Heart Attacks
nedgadget May upergesatureerde

uurstof toediener

20 Overig Emarkerng 12 Marktoslating [ZOLL Medical a part of the Asahi Kase| Group, won EU clearance for R 3020/05 3

gen (S502) Therapy System fo be usedfo dowmak

inimize the damage that heart attacks cause within heart muscle. lyiacies in|

option beyond percutaneous coronary intervention
|

(stenting) that can help stricken patients recover vith improved

[These days, heart attacks are usually treated by placing stents atthe

ites of narmowing coronaryarteries. This has become a standard of

I
i

frinutes. Altrough blood flowis restored, affected parts of

oninye 0 be Saved of cygen. SuperSaturaled Cnygen alows

10 push hyperbaric levels of straight
flo oxygen-deprived myocardium right after placing a stent, This helps

issu
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34 CT, erealln & [Ontwikkelng [155 [ifeSignals Receives CE Mark for ECG [nedgadget May, [CG wearable 6 Wearables, incl |CE-markering [12 Marktioelating [LifeSignals, basedin Fremont, California,

Domatica Remote Monitoring Patch ensoren op huid fre CE war forts

LieSignals
ECG Remote Monitoring Pater Tne

lpatch, integratedwith a remote monitoring platform, is designed as a

ontinuous ond Sn (ECG) and heart rate monitor.

E medgadget com 2020/08 lifesignal

ark-Tor-ceg-remote-monitoring-paich hml

[The ECG Remote Manitoring Patch is disposable and captures data

fforup to three days.The deviceis lightweight andsplash-proof. Each

pate features the company’ patented LCT100 Lit Signal Process.
Juhich operates on a coin-cell battery and detects, stores, and securely
fransmis patient data to a cloud-based platform thatis accessible by
iealthcare professionals

a4 CT, eHealth & [Onnkkelng [156 ftalPatch Wins FDA Emergency Use nedgadget May, [ECG wearable 6 Wearables, incl [FDA emergency use [12 DA
i

luhorznionor
Cardiac Woriarng ensoren op huid toelating Bumocaaton sas or vosof etapa the

[EoVID Pa [OF intarat of nospiakzed pater incrgoing dr Vosmont or
OVID-16.

ydroxychloroquine and chloroquine, used to treat some COVID-19

patents westsossuinth
el tanionen dFnn vst ven ond

life-threatening amhythmias. VitalPatch allows clinicians to remotely
nd ovina mor pavers at isk of QT prolongation due to

OVID-1 treatment,

5 Tips: meds adeet com 2020/0 vitalparch i

covid-paticats. html

ii-portab

finische o Scope 4 Cysto Disposable Cystoscope _ medgadget Disposable cystoscoop [13 Scopen & camera's. [Nieuw product 1 Nieuw product ambi a Danish company, is releasing a single-use flexible

echnologie Released by Ambu ystoscope. Used for visualization within the bladder during diagnostic
fand interventional procedures, the Ambu aScope & Cysto comes ready,
fo go in its sterile packaging and is disposed of once a procedure is

omplete.
[There is no reprocessing involved, the device doesn't need fo be

repaired. and a clinical practice simply needs to keep stock of the

copes to provide relevant services. The chance of transferring an

infection between patients drops to essentially zero.

‘edgadzel com2000/08 bulterly-telez id23 CT eHeallnd _[Ontwikkelng [159 tier TeleGuidance for Remote medgadget Say Cho op abtand il] [Software om op astand 01 P Tiety Networka rasound wands that can tam [ir

ltrasound Exams During COVID Pandernic te laten be Smartphone nto a complete ultasound system, has unvelled is

9s technieken maken en bekiken [Butterfy TeleGuidance The

stem relies on a physician, or another certified ciiniian, to guide the

fuser remotely using Butterfly's software Itlinks the Butterfy ultrasound|nd the smartphone it's connected to with a clinician's computer, who

[ray bs very Gr ana: Ths aircon san

posit,
move and roe

augmented reality signs that describe howto manipulate the

asount and vhie taking to te mciidual perioming he exam

ind seeing what they are seeing

3 in-vitro ntikeling [160 Paper Device Rapidly Measures Lifium _ fnedgadgel 2May nel test Lithium gehalte 08 POC testizelflest [i bloedlest i CE ED »
medzad

fiagnostica [Levels in Blood based vels In a drop J lt ELE nl

blood. Th device could

heloiki at,
frack of their blood lithium level

[um carbonate fs weed to ot bipolar iscrder, ut mst be:

fadministered carefully as the concentration range in which the drug is

fherapeutcally active is close to is toxic range. This means that

patients require regular blood tests to make sure that they are not

feceiving too hig
[At present, these blood tests need large blood samples and expensive
[pment to run, and not al esing labs can pero them.

To

dress tis, the Japanese researchers have developeda
expansive papovased densb detect iamm oe pond, which

ould be used in a doctor's office, or even at home by a patient.

& into fontwikkeling [161 [Automated Robot Takes Swabs for Safe medgadget din Robot om swiab tv COVIDI10 Robotica 7 Ir fe for COVID-18 typically inva hoa 2620/06 drobot-tak

iagnostioa [Covid-18 Testing fiagnostek af te nemen product abo colecta sample for

processing.
CniciansSaath tisaskave to wear a complete of quip

[Evesometing atcob be sen wheomriiie ovr tong oes of

me.Moreover.
since sampling is naw widely permed ate ofin weather is hittin

ia mas.
low, a team of robotics engineers at the University of Southern

[Denmark have developed a device that can automatically perform
ffroat swabs withouta 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 collected, it deposits the

wab into a glass jar and screws its op closed.

html

34 CT, eHeallh 8 [Ontwikkeing [162 [Ocutn 8K 3D Eye Surgery Imaging System medgadget run fr 7 1 pr [Oeutrx, an augmentedreality in Irvine, California, |urips www medgadzet com 2020 kad

Domotica veiled fealty product s releasing an ophthalmology visualization system designed fo make itsurpery-imaging-systen-unvailed html
feasier for surgeons to performprocedures. Right now,

ophthalmologists have to remain in constrained positions for long

lperiods of time as they work with a microscope, but the OR-Bot from

[cut helps to alleviate some of the limitations of eye surgery by
lowing the camera to be separate from the standard optical
icroscope, thereby giving a great deal offreedom in terms of how the

urgical field can be visualized and worked on
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finische [ontwikkeling iedironic's MiniVied 780G with Artificial [medgadget Kunstmatige pancreas
i

12 Markitoelating [Medtronic won the EU CE Mark for

WETechnologie Pancreas Capabiltes Cleared in EU insulin pump that features both ead SmarGu;

nd MD-Loge, an algorithm
fel i

Tem
used tsbe used by patients

iabetes between ages 7 and 80, automatically delivers both basal

insulin and correcting boluses every five minutes, if necessary.

Ee sche {ontuikeing fies meatin ziskennuis Noordvest Alkmaar, fi gezondheidszorg Iau] Chiirgische slimme br 06 Wearables, nel [chiurgische sme Bil 10 Nieuwe ontwikkeing Ibe br Uitgerust ef een icrofaon en wee camera's, waaronder |ifips fits ezandlheidszore alpri urn-7ickeahy

echnologie biimmebr help bi hart. en vaatoperaties ensoren op huid fen met en pla zaemiens De expert op fan kon

ee
EE

amera bedienen close up ;

y

octane volgen. De ars kan ge bl edlenoh met spraatcommandos, [2uiopstiics

iets werelcd voor het erst dat ceze innovate wordt toegepast.

. één van 's wereids

kiootste becriven op het gebied van medische technologie. Tidens de

ngreep kon een technisch expert van Medironc de arts ondersteunen

biden het plaatsen van een vaatprothese via de lizen

Pe 7s een draadioz

fprstin 2015 werd gelmpiantzerd in Nederand. Waar een Kassiske

acemaker onderde huidin de bovenborst word: geimplanteerd en

et twee vasigemaakte draadjes (leads) wordt verbonden met het

rt, wordt de Micra-pacemaker rechtstreeks in het hart

lgeimplanteerd. In die grote ziekenhuizen in Nederland kregen

Za} fricra AV [19 Overig GUWSEE Type TT Overig
minipacemaker

3 insche ntwkkeing [166 Eerste Keigen
echnologie hieuw type draadioze minjpacemaker

eds viimanate: i

wegen werd fjdens de lassie van de Kleine pacemaker
Beoruigaman van een simme bri. Via deze bri stond Prof. dr.

Juss Sherer 5 stash mal san

sod oie pas van Sielions

Ontwikkeling Rigoritme kan screening borstkanker ediscn contact 2 Nieuwe terapieltechniek Jen vieuw algorkne om het
sco op borsKenker te voorepeln. kan fpsow nedischcoutact aliens arseerbeteren anker op

betogen Inge Lakeman a(0a. LOC, Erasmus MC, NK)in Sehr ie
eneticsin Medicine, Zj evalueerden het rekenmodel onder ruim 85000

af|sept osen ale made Pupmcelan bate fps evdilatoning CE-markering bijft voor edisch contact edische hulprmiddelen 12 Markttoslating
evcremmmgemareten

SL arseI Sinanetn geval van nood toegestaan om medische hulpmiddelen zonder |
---HAISAALII

fie markering te gebruiken en te leveren. maar datis binnenkort

orbi, 20 meld de Inspectie Gezondheidszorg en Jeugd in sen

hi op dt website.
i

nder

markering die zorgaanbieders al in huis hebben,mogen na1
eptember ook niet meer worden gebruikt. Wel mogen de voorraden

ror bewaad vou af eres:

Sheri svstean
bf se visugol

an covid-

[or speciteke medische nupmidaeien.

2 Niet actie 12 Markitoslating SRE leSURNe

Tr
LI

mplantaat IDx Insertable Cardiac Monitor (ICM), hard-t con
a

Schaal

pot cardiac arrhythmias, such as atrial fibration,—fn
[mplanteerbare
hartrtmestoomis detector

Boston Sci's Lux-Dx Smart Implantable

Arrhythmia Detector FDA Cleared

origin.

[The device's detection algorithm has two separate components, one of

Juhich detects a suspect arrhythmia and the other verifies the finding.

i
[ing Goveionamton companant wa te ante ovis nes
fo prevent faise positive alams.

[To help cardiologists get the most outof the monitor, and as a side

penefit during the ongoing COVID-19 pandemic, the LUX-Dx can be re-

mmed by the physician remotely to adjust mia

fetection settings. Other similar devices involve patients visiting their

loctors for a change in programming to happen.
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fedische

ulpmidcielen

[Grtwikkeling [i73 Reusable N95 Face Mask is Easily Steriized [Medgadget ET} erbruikbaar 195 masker 20 Gverig [Gniwikkeling
ruikbaar ngs asker!

an silicone.

1 Nieuw product [Researchers ai WIT and Brigham and Women's

es,
a

po‘help with the response to the COVID-19 pandemic, as masks are|

ligh demand and supplie
orash Wot mash bate

pn
‘made sure that the masks could be produced at scale, using

injection molding as the means of production. “One of the key things

a
set ey eh crs peasatc

Sse
is

i ee[wanted to maximize the reusability of system, and we ind
irons

Tips: fav medeadset con

askais-casil cd.

implantaten ontwikkeing [172 Edwards’ KONECT RESILIA Aortic Valved

onduit Wins FDA Approval For Bio-Bentalls
[Medgadget 0] Combinate van aortekdep

fen aortagrattin 1

mplantaat

2 Niet actie

my

[FDA-telating 12 Markttoelating [Fcvards Liscienceswon FOR approval for fs KONECT RESILIA

devi bio-

ental procedure. Typical.hese comes swgores eds
otic valve, and at least a

rt of the ascending aorta, and replace them with an artical valve

nd an otic graft that are sewn together The KONECT RESILIA is

fessentially a prosthetic valve and an aortic graft in a single device,

making it easier and faster to complete bio-Bentall procedures.

finische

echnologie
[Ontutkkeling [75 agus FDA

Emergency OK for Asthmatics with COVID
Medgadget Ti franscutane newus vagus. 20 Overig a

toelating

With COVID-19 exhibit a Wide range of Symptoms.
Some are barely affected while others suffer dire consequences.

[People with asthma are in particular danger, as SARS-CoV-2is

fespiratory virus that can make breathing even more dificult. Now, the.

[FDA has issued an Emergency Use Authorization for the gammaCore
pphire CV non-invasive vagus nerve stimulator (nVNS) to help adult

fasthmatics with COVID-18 (or those suspected of being infected)
vercome difficulties breathing when drugs are not appropriate or are

insufficient

been approved as

ffor migraines and cluster headaches (see fashoacks below), but t was|

way for

s asthma. The new Emergency Use Authorization, in a way, validates

hat research. “Results from prior pilot studies that evaluated

ule treatment of belief that

InVNS may provide much needed relief to patients who are

experiencing asthma-related breathing difficulty, which can be

lparticularly debilitating in patients with COVID-19.” said Peter Staats,
IMD. Chief Medical Officer ofelectroCore. Potentally this may lead to

[tne vagus nerve stimulator being used more widely for asthma and

fother reactive ainway diseases.

fps:
medgndget con2

ovid hi]
0Tlvagus-nerve:

Tisch

echnologie
RWKKEINg [776 XL Cleared nEU 16

Remove Large Stroke Clots
Medgadget Aig Device om grote

bloedoroppen te

ment Efoslatng [raeTs Rapid Medicalhas won European reguiatory clea

introduce its XL device for ischemic Rup vo. nedgndest con 2000 08 pert ever helearely
Isiroke causing clots from intracranial vessels. The company calls ifs

ine of devices ‘stentrievers, a ok and operate similarto

fonts but can retrieve clots out of the body.
lot removed from the brain of the first sine patient treated with

PgerviererXL at Sochum Universty HossDe ER TRIEVER Ki oanbs vad 5 somove clots a5 big as 9 mm

lhesancard
0.02 intemal

13 can go into arteries as narrow as 1 mm anda
ae

senkievers

fiom Rapid Medical to cover all vessel sizes between

[TIGERTRIEVER XL and TIGERTRIEVER 13.

Tots hm]

CT, eHealth &

Domotica

[Ontuikkeling exStride Helps Overcome Freeze of Gaitin

inson's

ledgadget Tug rojector om freezes’

fidens het lopen van

parkinson patienten te

joorkomen

6 Wearable: incl

sensoren op hu

ople wilh Parkinson's
di

er
rips: www medgadget com 2020/08 hexstridehiel

fisorders often suffer from a condition known as For

ory understood reasons, inating a step is often a challenge
[Patients report a feeling of disassociation between one'swill to move

fan the legs not responding accordingly. This is both frustrating and
an lead to falls in many cases.

logical conditions, fooling the brain, by diverting

ention and using other ticks, often works to alleviate symptoms. A

wailable that ui

fovercome-reeze-of-gait-in-parkinsons hl

eis people with Parkinson's and similar conditions walk confidently
th every st

[The NexStride attaches to canes, walkers, and walking poles. A green
laser generates a ine ahead of the user's feet while a metronome

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

reen line gives users a target onto which to step, which is aways
fivere and always the same, while the beat seems to behave like a

entle nudge to get going

egisthe

ulpmiddelen
RWKKEIg [78 [TONES Device to Help

Birth
Medgadget TAG Device om comix van

vrouwen afte

luiten om vroeggeboorte
fe voorkomen

20 Oveng 2 Nieuwe [FeaRTE BF Faas a Huge ical Shales, Gharsuingfifelong consequences for both children and mothers.

sites salons pu mIlS

be
msei

ortaiity for children under five year

aCoeve oh ee veri
Jusing current methods such as medications, surgery, or hormones

A company called Pregnan Tech out of Misgav, Israel has now

fesigned an implantable device that reduces he load on the cervix,

lkeeps the cervix elongated despite contractions. and thereby delays
fine biomechanical cascade and prevents the breakup of the collagen
network that leads to spontaneous birth. The LIONESS, as it's called,

urrently being tested in a clinical safety trial in women

bout to undergo hysterectomies. Next year the company plansto
have ts device trialed at King's Callege Hospital, London, in pregnant

men at high risk of preter birth

pl Teadzel

fuelSm
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mplantaten ~~ [Ontwikkeling [i7e

leared in Europe.

Endologix Alto Abdominal Stent Graft for AAA[edgadget

finische

echnologie
niwikkeling 180 Reducesvice

Symptoms of Kids Bor Addicted to Opioids
Aug

bdominale aoria graft [02 Niet actief E-toelating
mplantaat

[12 Marktioelating
nin ors ALTO Abdominal Stent Graft System. The

impiantisintended toopen Up endovascular aortic repair to a wider range

arEe enor
fand challenging aortic necks.

Ideally, the aoric neck where the stent graft creates a seal is regular
ind smooth. In many cases, this is simply not so and a conventional

fmechanical seal doesn't work suffcienty. The ALTO features a novel

iymer seal that seals tightly even imegularly shaped lumens,
Juhich has been shown to keep a stable neck diameter five years post
implantation, according to the company.

[Endologix, based in Irvine, Calfomia, won clearance in fhe European [ir

imedgadget com/2020/

Bnpiebdominal Torussten-grafi-for-auar-cleared-in-cur

iibreiding patienten
et opioden versiaving te roep
pntwennen

2020/082 Nieuwe Hikdren born to mothers addicted

in their frst few weeks offe. Morphine Is commonly used in Neonatal

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

fueaned is typi to four weeks,il the while the children are kept in the NICU.

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

indergoing testing, that may help shorten the weaning tme to ten days|
rless by simulating the cranial nerve branches on and near the ear.

[The therapy it administers, called Transcutan eaus Auricular

Neurostimuiation (tN). reportedly motivates the brain to release

fendorphins that bind to opioid receplors, andthereby reduce the

ins hungerfor opioids. This technology was already successfully

ested in a clinical trial on adult patients sufferingfrom opioid

drawal <0

he
same gente-t-scminister therapy was atampted

eonates as wel

Tre meureatmalaion s ging re brain a te bit of alsost of fs owe
fendogenous opioids to perhaps reduce the need for exogenous

orphine, which has all these dangerous side effects when delivered

for

prolonged pris
of time in

tistcl
nourodereloprenta

fives ofSou Saranas”

CT, eHealth &

Domotica

implantaten

ntwikkeling

Ontwikkeling

iE martwatch Tracks Levels of Medication In

'e Body for Personalized Dosing
Medgadget

fedironic’s rechargeable neurostmulator

implant nets FDA approval for bladder and

bowel contro

[FlerceSiotech

2A martwatch om 6 Wearables, inl Nieuw product
nedicinconcentraties te sensoren op hud

monitoren mov zweet

InterSim Micro 01 Actiefimplantaat Nieuw oplaadbare

1 Nieuw product

01 Nieuw product
Isacrale neurostimulator
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[The watch works by stimulating
an electric current. The device can then analyz:fn

an identify the electrochemical signature of specific drugs using a

oltammetric sensing e. The fesult is real-time continuous

measurement of drug levels.

[This technology is a gamechanger and a significant step forward for

[esiingpussiained
malin

ii
Sona Bak buses

wolvedin the study. ‘Emerging pharmacogenomic
SE isgenetic makeupf individuals, have already shown to be usefulin improl

feficacy of treatments. So, in combination with ornarae sun,hich helps us to optimize thedrug dosages for each indivi

spritesRencdoheadong

{dosing hl

After receiving an FDA approval earlier this week for its newly latips: www Siercebiotech com medtech/medtronic-s-nd i rm

psi dgadgel com 2020/08 smariwalch-track:

fe

tps /vewreimadionlin
iniaturized and Medtronic

keported that its first patient has received the implant through the

eveland Clinic, to help treat overactive bladder and fecal
pladder-and-bowel ledironic-upsls-game-

sacral-

Ineuromodulation-

lbowel-anc-bladder-

trol

632098



Bijlage 2: excelovazicht Peilstation MedTech 2020

inische ntwikkeling DA clears Watch's IV safety monitoring
Eensor patch

Tanscateter cuspid valve replacement
llow risk" for complications

[Fiercesiotech FmartTouch 20 Overig Sensor die waarschuwt

2 Niet actief inder complicaties

fricuspedaalkiep mplantaat

02 Nieuwe terapieftechniek [The FDA cleared a atch

fo detest eary complications from IV drug infusions—inclucing

peiiatlisrl
isis

shmaesien
is

m a misplacedni
aise Tor all ages, WNaloh'sSmarTouch device tapes over the

infusion site to continuously monitor for escaping IV fluids under the

aaaa ea

fetected by sight or touch.

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

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

Reaeoeafricuspid pacemat

nfitrations of about 2 millers orless. VWatoh previously developed al

al

JAC Gardtovascular nterventions nas found. Thesc, authore

jason H Anderson (Mayo Cinic, Rochester, USA) and colleagues.
include lve replacement for valve-in-valve or

alve-in-ring implantation offers a safe altemative to surgical valve.

Feplacement in the setting of pacemaker leads.

Shidy published in

ysteem [Ontatkkeing IE ropean Ts deploymentdats for

Be registration module

Required Essure Postmarket Surveillance

tucy

DA In Srief FDA Posts Interim Results from

[Emerge Le) Eudamed 116 Wet en regeigeving
perators

2 Niet acti

mplantaat

et:

|regelgevingNoBo

[The European Niedical Device C:

jeployment date for an important component of the Eudamed
latabase for registration of economic operators.

ie U.S. Food and Drug Administration (FDA) posted an update with

fhe wn
resus from he Essure Poskmarket Suvailance

(522)Although Essure is no longer being manufacturedorJsbuted, Mi FDA coninues to moniar ne sate profi of he

fevice throughan FDA-required posimarket surveillance study.

Tips. wveniergobyul comDog 2020108

atients- deep

fst oarFl

sou
envseeveuts Hebriea brichLe

burvcillace-sudy

fimsche

echnologie

mplantaten

[ontwikkeing

ontwikkeling

iE

92

world's first RCT with

kirolimus-coated balloon for below-he-knee

PAD treatment

Endologix Initiates Chapter 11 and is Setto

[Go Private

erventional News.

MoD!

Thug

Hdl

fagic Touch PTA 0 Overig
fSirolimus-coated Balloon atheter

elix Ebdovascular 2 Niet actief [Failissement

faneurysm Sealing System jmplantaat

CT dng-coated balloon TT Overig

6 Economisch nieuws

Concept Medical hr

he FUTURE BTK trial ofanette pute d

lballoon lasty in th

sense by
fenrolled on 26 August 2020 in Singapore.

[By going through bankruptcy, the Irvine, CA-based c

expected to

SiSti
milion php tontyTsance

sues tied to he NelleS ‘Sealing System
[Endologix has initiated Chapter 11 bankruptcy and has entered into ar

agreementwith Deerfield Partners, ifs largest creditor, to be taken

heet. Forthe dologix has regulatory

n

fe-werken-tegen-tu

ntwikkelen een 3d-printer die binnen enkele minuten een deel vanh
tenselic chaam kan namaken, inclusief levende cellen. Daarmee

orci het mogeljk incividuele modellen van delen van een patiént te

maken. bijvoorbeeld om buiten het lichaam geneesmiddelen te testen

3 CT, eHealth & [Ontwikkeling [194 pp voor huidkanker voorkomt duizenden  fskipr BiSep uidkanker app 4 App uidkanker app 11 Oveng Zs tevreden over de app Skinvision en bied! deze dienst cok uidkank Xe

Domatica huisartsbezoeken lkomend jaar gratis aan voorde eigen verzekerden. Uit nieuwe cifers ~|dnizenden-hisarshezoeken
s van op de hui

heeft beoordeeld. In de overgrote meerderheid van de gevalien was
een bezoek aan de huisarts niet nodig

3 sche ntwkkelng [195 ederiandse Ziekenhuizen gaan Sep fsposabies 20 Overig ergebruk disposables [11 Overig en GreenCyal starten Fel

ulpmiddelen ergebriken en aantal mn

[Nederlandse ziekenhuizen beterte circuleren. Dat kan de kosten voor

finstrumentarium fors verminderen.

3 CT eHealln & [Ontkkeling [196 Jntonius lanceert botbreuk-app om kipr BiAug Botreuk app. 2 App [potbreukk app TT Over [Fen euwe app voarkamt dat
patienien

Voor controle. [iis www ski I Torben

olibezoek te voorkomen rug moeten naar de poli van het St. huis. Metde bez he

itual Fracture Care app kunnen psdls
rien,

3 finisch ontwikkeling [oT print razendsnel org CT Ise D-printer (1430 printeriproduct _[3D-printer 2 Nice Terapiefeahiex  |Onderzaskers van 6 Uversitek Uirecht en het UNC Uteht U
Lkechnologie Jichaamsdelen
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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
oorbeeld: ehealth applicatie

voorbeeld: digitale zorg

01 Actief implantaat

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

ldaarmee 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
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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

an invloed voor veel mensen (patienten)
van invloed voor weinig mensen (patienten)
ja

nee

ja

nee

bericht van onafhankelijke bron

actueel

acuut/terugkerend risico

es probleem
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