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Fz [ietertoien  [onmwikkeing g [NewDevicefor Invacreniel Aneurysm Agprcved | Wedscepe, BE [Contour Neurovascular [02 Netactel implariaat_|CEmarkerng [2 Markiosating [Ceres Endovascudar ies amounced hat has received European GE Mark [Hips-//sriis iiedseape conyvienarlilc/025374

Europe system Jroproa for fs lead produc, the Cortous Netrovasculr System, fo the

reatmentof insacranil aneurysms. Contour Neurovascular System represerts a

Ine: and potantaly disruptive, standaione soluten fo he reatment of brated
[sac inacrarial aneurysms compared o curently avaiable technologies.

2 [Fisch [Fe @ [Facial Cont aversy 1s Gausig GF Werk Dakys [DDT B53 [pocitesel gecoste batomen [20 Overy [Emre 2 Warktosaiig [Tension over ier and balons al re eiher costed wi or are Gescned © |IL{pS.//srwus i0GIONITE COUpACINCI-CONIONCESy=

echnciogie Jor New Peciterel Devices release pacitaiel has cased up th Und States, but across the pond may be |casine-ce-markedelave-new-paclitaxel-deviees
J ifferent story. The mata-analysis pushed in te 2018 thet showedancreased risk of desi for patients vested wih cite! devices seems lo have:

Joven European regulators pause with regersto thse devices. Eden Prac, I,

based Sumodics submited all the required iodues or fs Su Vel drug<oated
Jbaioon (DCB) to th European noted bosy before the end of the company's
[ical year 2019, but GEO Gary Mahara sad the oganzation has temporary
[ped GE mer reviews fr new pects devices pending more follow-up cite

[fom studieson csrent pace devices.

7 [System [Ortuikeing @ con snaps up merical device CRO NedPass _|FierceBiotesn Bh [ero [20 Over ovemame CRO Oven [con = boosting 5 medical device and lagnoste research offering wh 2 buyout [HLps ffs iCroebioloch ConyCro/icon SIps-up-
Intemational Jil for Parisian medtech CRO MedPess Inernationa medicaldevice cro-medpass-intemational

wz [Kimsche. [Fes iB [No orl Difrence Observed 1 JEVT Vote. [Endovaseul To3ay EE [paciesal gecote batowen [20 Gverg rete analyse pactmal [110veg [eestor saeiing o xplor a sks of pacasak coated devas (PDS) 1 Tk nine no-morality-dierence-

technologie [Ansys of CLT) Patines Treated With Paciaxe! eccte alonnen Iptientsvith chronic imb-teatening schema (CLT) have published anew. |observed-in-ievt-meta-analysis-of-cli-patients-ireated-

[meta-analysisicingna ference in shar-to midst mentale versus outcomes i -pmcliianel

| atints keated with uncoated devices The study comes cn the heels ofa

[sar meta-analysis published in the Journal of nerventonal Racology (VIR)

Jy Katsanos etl in January 2020, akough te sides defer i thek nclusons

Imethods, and esuls.

2 [Nedische [Ortuikeing B [Fit Asst Device Approved and Launched In Today, BE Fit hssist [ Wearables, incl (CEmarierng 2 Markiosstng [Ft Asis Devioss LLG, announced GE Viark approval fo 1s wearable FL i fitness approved:

Irupmiddelen Europe sensoren op hid [nsitinermitent compression device to increase vei diameter before fistula ung fnuched-in-curope:

[Placement and to assist n fit vein dition for hemodialysis for end-stage rel

Jfscase paints Fist Ass provides a patent focused evidence based approzci]
lo surgical vein entiancement fr al types of arteriovenous fists and can be

use to enhance ves befee isu creation as wel s afer surgery to prove
[maturation Fst Assitis a creative solution wich for the frst tme alow patients

lobe nicted and drecty Influence tei cinical outcomes with a comfortable

Jon easy to use deve.

2] [Fimscne [Ree m [Meta-analysis GuestonsPCIvs CABG nomen [TCTHD Zr ois CABG [20 Overg [meta analyse POI ve CABG [11 Overg. [Thereare new data ining hat women wih mulivesse disease mayco beter Tv tctmd con meta-anl fons:

lechnciogie ih Muivessel Disease in vrounen Jovi CABG than with PC, this ime rom a mela-analyss of 15 as, although on pci-ve-cabg-women-multivessel-disease.
Jo minor ofthese inchuded gender-speciic data

mz [Fimsehe. [Ortwikkeing. B [Tamoren beter Zeer oens operate Radboudume E33 [Toorescente,radoactutet an 11 ee methods [02 Nieuwe terapieniecne ID esutaten van a eerste oncerzosk werden ber ips Tw eu 2020/moren-beter|ischnologie de race die zich specifek [Beedvormendebestaing [Therancstcs en 2in veebelovend. De metro bok te verken. Hise was |zichibaar- rat

Jon aan kumadsarcige celen|s fechneken [Fipkema's ncerzohsgrosn werekdwid de eerstede deze method, usar

[stescente,radiactietén de acer de zich speciiek binctaan

|weadasraige celen gecombineerdurd. succesvol begepastbijpaténten. Er

oer lop meer paatsen gewerktmel radioactiove tracers en ook wel met

ihigevenda stcfen, ma do combinetio mel de speciieke racer wes neg ist

Jeeder vrtoond.

2 [CT cheat es  [ormwideing i [E75 miioen voor Giglale wtwsseing mdische [ICaheath 3 [Wo voorster [75 EPO partgegevers [extra soba voor [06 Economiach miune. [Viiter Brus2a joe nog een welsvonrsel denen om zefenhuzen en |ips. Zsa iclhcallhWie nse 5 Iloeioor |MpsZAvw maion

|pormotica legerens [ine te verpichten ondering digital gegevens ui te wisselen. Om snel aan | digitale-uitwisselingz-medische-gegev jezoregids nifzicke
Je wette umnen uodoen wordt 75 miloen euro subside beschifbase gested miscnicins/S246

|Utencei i Bruins dat ate ziekentuspatenen onine, im een persoonie
Sie

loezondheidsomgeving hun igen medische gegevens kunnen nen, delen of

ii

ad Ibatien in-cieen-

medisch-
dossier hm

[72 [CT hea 8 [Feo 7 [We bev voor betrouvbaarhed redken canact EQ Fuerkerann Try Fskanker sop [os Wamrschamrarmcce [DS Kae van ho bes voor beounbasrted van Sar phonespps de Jann edison fate:

[porta Inudeankerapos onbetoubaar |uicatwikingen beoardeen, s siect Dit bit ut zenreview ven Keroine  |nicuns/nicuwsartikcl wcinig-beowiis-voor-
[Freeman.. in The BA. De auteurs concluderendan ock dat de huge marie otrouvybaroid-husdknkorapps. him

|eerop daze apps sen CE-merkenng haben gekragen, ret vokioet, En dat men

nog) rit ken veouen op deze apps om alle huikankergevallen te sporen

3 [CT Heat & _ [Ortwikeing 7s [Bralllostsenbord n race voor Goal Student [eehrisch weekblad 3 [praftecetsebord [77 veg ioT brafetoetsenbord voor [OF Nieuw product [TUle-tartup Fiabe: Err oar iio Zar technischv cekblad nie sen |ilps cursor,

|oormotica Entrepreneur Award smarphones [smertones waarmee biden vi bei teksten kunnen Ukken op hun |bordin-race-yoor-slobal-student-cnirepreneur-award (Lue nlnicuws/2020/
Jsmertphonsen kunnen swaen door webpagina's Hable s een add-cnblustooth

Jorate toetserbord ie bincen nsisat stk ekstn te voeren en de smartphone

Jeenvouigerte bedienen
fobmari/weck-

lentreprenzur-

award.

https: fsa thea

I nl/nicuws/award-
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£5) [CT, cheats [onmikeing iE [Slime softer herent vege varmen [im gezondhesszara BE [romputeregortne [77 Gvera OT [computeraigorime [10 Nae ortwdeling [Gimme sofware ken tens een endoscope Ge vioege eke neskennen van ips: //fntee sondicidszory slime -soflwars-herkenl-

[pomtca siokcarmanter Jchcrmkanker bi peténten met en zogencemde Barret siokdar’. it bikt uty roc revormen-slokdammkanker!
Jonderzosk van Amsterdam UNC. de Teshrische Universiti Eindhoven (Te)

Jon het Catharina Ziekenhais ut Eindhoven. Zj pubicoerden onlangs de

resuteten nde fonaangevende medsche idschiten Gastoenterckogy en

[Gastrointestinal Endoscopy. Het nieuwe computrelgorime geefop cen
een rode markerirg bf een verdachie pik. De ars kan dan

[pandelen door het verdachte gebiec naderte inspecerenen bijaorbeeid een

[pote nemen

Fz [Sree [Ortwikeing 2 [Rerzening Keita manegemencem voct [im gezondhestszara 2 NEN-EN150 15188 [16 Wet enrogeigeung _[hezening norm. [05 Sndaarisatis wet. [NENENS0 15138 Wedische braor — Bondere ise voor waited en |ips.Ie0m dds org nUDGIACTIE:
Imecische boratoia tor commntaar 2tinhet Do orm is bien voor-medisclie-lsboratoria-

|eische tsboratoria een bekend begip, De eden van de. wor

[pebben fot begin april cm op de herziening, amens Nederland, to reageren.

2 [iro dingrosti [ortwikeing a [Gren nui mine op te sporen met snevest im gezondheriszorg B= [snetest [76 POC extzaliost_[snellest voor merza grip [01 Niewprodiet [Ft iaasiricht NIG heeftop de Sposdeisende Fulp (SEF) sinds kori de |iips.//fmi ge zondheidsOrg./griep-in-winlie-minien-
Jbeschikking over cen snefest voor rep. Door het sfemen ven een beet: + te-sporen-met-sriltesi/

[iceitim (via zon wetenstzafe kan in tani minuen worden bers of mand

Jet griepuirus oncer i eden heeft Voordat i sneles: beschikbaar was, werden]

[ptienten die verccht werden ven een griep besmedting geisoleerd cpgenomen.

2 [Nedische [Orvikeing 2 [Goek moduceertsim muzistussenvoor mensen [im gezondhedtszara [zien ruzeriussen [20 Overg ominsap [01 Newer Cuik brengl ajar sen op de markt voor |ilps. Ape ondicids org nlquidk-mlduceoriSh
|nuprmidelen met cement: Je vaten [mensen mat siaspprobiemen: de Qwiek snoaze. De muziekkussenintevertie | uzickkussen-ycor-mensen-met-dementic/

nmicdels door Vins (de lendeilke keanisorgenisete voor lngdurence 2013)

Jrkend ais “hecretisch goed andebcuuce tarvente” in de rgdurige zor

& [Fisch [Criwikeing 7 ews medisch hupricael voor Zeer conplore [I gezendhedszars Fen [Telescope Guide Extension [12 Operate nsbument [neue cabeter [oT ewwproduct [FT Catharina Fart on Vaatcerrur Is el serte convum Tn Nederland da eer 7 : wo E

technologie [oterbenandelngen |catreter Jew product in ger hee genomen voarzee! compere Wort" Susy

Het gaat on de Telescope Guide Extension Catheter van

[Medion Deze kthete set gespeciaiseard carciokogen n staat omcp
[moe beresken plekken binnen het vastseisel e komen

m2 [otertoien _[Ontwikeing a [Doorsibare masgbalon in de Sd gen obesias [medcalacts [Fen [epee masgoaton [02 Net ctf ipariaat _[imaagballon popular EZ [Door senoenerends wang wordthet saril locates wast Ge Else Tow edicts 20200010; =

aroct succes Jn worden gelatin 2020 utgebreid De masgbelon is bade voor  naaballon-in-de-striid-tegen-obesitas-groot-succes’
Jtenten met overgewct de nog niet in aenmerking komen voor een

Imaagvertiinig. De berandeimethodeis revoutionar, amdst ce ballon thing
[minute wort gepasts zonder mech ingrep. De inovatieve

Jochandeimethoce ict gemidded to cen cowishistos van 15 ko.

a [CT eHeate[onmkeing 75 [Vecisch dossier cpslaan in ondernudse Tatoo [CT8healty 207m mecisch dossier [06 Wearables net (Gossier de had [0 ans ortwheling [Wetenschapners van WIT hebben een mane ortwibeld om medsche. Tvs icthealth al mew s/mediscl-dossier-opslaan]

|pormotica jsensoren op hud Jove vaccinates onderde hui. ak een anzihtbee ton, op te sian. Dit nderhuidse- tattoo)
Joebeurt met benuip van een speciale, voor het cog crzichbere, Kewstol, Deze:

crc met cen micronaaidestar onder de uid sangebracht en kan egelketjd
Joo dienen om vacates tat denen. Da informatie van hel medisch dossier

J in tatoo’ opgesiagen s kan met en aangepaste smartphone uigelezen

worden. Tests metop mensaje hui toonden aan dat de quantun-dot patronen
J mac vif ar nog korn worden utgelezen, Tens de tst werd vi ar

Jloctsteling aan zonicht gesimulesre

2 [CT heats [Fimo 7% Weg zetonmizen mel Cr problemen. medeoh const 227m [Fr problemen [77 Gverig oT [03 Wemrechamnginicen: [DE problemen met veiled van Giicserves heeft voor = moeste [ips raw imedisclconlact neu Slaatsic|pormotica Jekenizen en zoginstelingen in Nederiand beperke gevolgen gehad. Dat |nicus/meuwsartikel weinie-zickenhuizen-mel-citrix-

Jconchdeet kennisplatorm IC Tateath na cen ond langs de websites an
[problemen him

Jongeseer negertig ziekenhutzen en zrginsieingen

7 [Sree [Crtwrkeing 7 VeapiEn platen uigebren én ngeperkl _[medich comact rh Cancaii mplrtaten Regie 16 Weten [a E we [pe mera Tdische mplartaten vot urgebrad. iets de bedoeing [Lips Jw medischeoact nl/mie nn Iaatste-

|regeigevngmioo Jt vanaf ein mei ale hoogrisic worden vermeld in il t -

Jetentiossies en ht Lancet platen Register. Op mat gemaaite  |ouypeperkt um
|olentaten werden uit tgezoncerd van deze mekplicht.

wz [GT eae [Onmwidkaing a Wet gegovensuvaselng if dsen aan GT [IGTanealty i [Vol gegevensurviseing [15 EDI palerigegevens [sen aan bovallgng [05 Stndaarisals wet [Ce ewe Viet soktorische gogeversutweseing de 20rg 2a bepalngen |Hiips://srww Jethealth n/memws/wel-

[pomosica neveiiging |regeigenngmiono Joeuaten die het mogelf maken om ssen te sialen san. onder meer Jeceevensuinissoling stoi-eisen confor bovetliping
|foratieveigheiden privacy. Ook ueorden bepaingen pgeromen die

Jertficering van CT-producten mogelf maken, Det sel minster Brus van

[Medische Zorg & Soot in reactioop Kamenvagen naar aarieiding van do Ci

Jroblemtie afgeonen anus Bruins kenakt ecter dazorgaanbiedrs
Jrimei zoverantwoordelk bien voor hun [GT en informatevelgheid

Kip

Ath mien

ripatic
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[CT cea &

[pomotca

[fii [Vogel Goal bs Gelderse gz Winch ne

nishingrmai

Fafonaezoragds [FS EPO paentgegevens [datalek [F3 Waarschamngincicen: [Recker hebben moe toegana gehed ol mediohe Gossirs ven Tonderden

Jcenten van een goz Kine in Gefiecand Dear saan vosrnaimen,

[chiemnamen. gebartedeta en dgnases van mensen. Het ek ostond nadal

dal deinaen, wren gasp. Er zi geen

Josgevers zi morulae de steling Pro Pessona ween na een beht van

[RTL Neuss.

[Hips vn malommleoreeids nse /nicuns/ 52405
mogelijiedatalek-bi-pelderse-per Minick-na-

him!

[iro dmancstea [Crvikeing [rnetestoontufza ig damkanker nde ever [sor Tn retest [F€ Diognostsche.

aboratorium testen

ivnetest overs [Een cenvousige unetest kan mogel ie izaingen van dormianier in de ever

Josporen. De nieuwe test biedtongeeer 80 prosent zekerheic, evenveel al cen

JOT-scan. Dat concludeert Nick van Hotzen van de Erasmus Uniersdot n een

[romatisonderzosk Huisrisen baschien nog ist ove de tt. Da test moet

Jest nog ap een grotre groep priten worden igeprobeerd. Van Huzen

Jontdekte na aren van onderzoek dat mensen met een utzasiing van darmanker

Jeen verhoogde hoeveelhei van bepaalde sukjes eit ia hun ine heboen.

Tvs SKipr

|darmikanke rin-de-lever/

[Fimsche.

ischnologie

[Orviieing. El [TULASystemfor Awake Ea Tuse Placement FDA
(Approved

dgaget [Fen Tuiatube delvery system [12 Cperate mstumert [pasisen busies ren met

locale verdoving

[2 Markiosating [Tusker ecical based i Sion Valley. has ion FO approval fo fs Tula

[System o deiver local anesthesiaciresty overd the ear chum and piace an ear

ube without sry pin. Indicate for patients sox months of sge and der. the Tula

lontophoresis System celivers an onized anesthetic agent, cad TYVEION, and

Jaich is combinationof idocaine and epineptuine, nto th ear. The cectically

Jenarcec medicine i forcedto move tomer the ea thanksto an sie cuen:

Joenereted within an cr pug speciicaly itd to the patent The plugs make sure)

Ihe numbing solucn stays within the esr nd doesn’dr ot It fakes shout ten
[minutes to diver the local anesthetic, cing which ime the hid fs fee toda

|ahatever hesshe wants.

tps Two medzadzet com2020/0 tula-sysiom-for-

|awake-ear-tube-placemen-fda-approved him!

[CT seam &

|pomotics

[orikkeing [Timor Tissue maging an A Bypass Path Lab or

Brain Surgeries

gadget [AT voor hstopathologie: [f&Af nieigence. [AI voor

siopatholgie:

[Teme [amar in are ose athe Unversty
Jot Michigan have shown has possible to scurstey nelyze bein fumr sue,
[winthe aperating room and assess fs nature using rficilteligence. The

[pew technologycomes intheform of the NIO Imaging Syste fom Invenio, a

Jpomoany outof Santa Clra, Calforna It uses stimulated Raman histology,

Jaeuelopa tthe Univers of Michigan, o quickly mage issues a re

|mircscopic scale without any taining, completely bypassing the pethobgy lab

[The technloay is so fast tat surgeons ce take folow up actions thet may

Jrevent the ator rom regroing without having toscheculs another cost
[procecre.

tps Tw medgadget com/2020/0| tumor-issi
ing-and-ai-bypass-path-fab-for-by series him

[Fear

technologie

[orReing chine Keeps Livers Ave To a Vieek, Rowe
njred Ones.

dgadiet Tn [Franspintatiever

Jreservaicr

FECTS Tenergeniovensanr

|ranselaniati fever

[oT ewproduct [Fs colaberalion of real researchers For Urersy Hostal Zirh ETH

Jzwi, Wyss Zsich, and the Uniersty of Zurich has created a machine tht can

[keep human Ivers ae for up to week; For comperison, curent methods of

[Petusion can keep vers gong for skout 24 hors.

[Moreover, th same device can b used f rhabkate njred ives so that

thy = healthy enough tobe used or ransperts. The mulsparamete cevice
[descrived n journai Nature iechnology where the researchers detail how the

Jdeice, a got ofthe Livife projec ofWyss Zurich. can manage a er outside

Ja human boy by regulating is oxygenton, glucose levels, Hemalocrt conta

Jen rienagenent of waste byproducts

Thi 0

livcrs-alive-for-a-week-revives-injure hil

[Kimsche.

fechnologie

[Ortrkkeing [GamimaTies Help Prevent Recurence of Maigrant
Brain Turnors Afr Surgery

gadget 25am [Gammatie tems bestrar I

IBeskivarmendabesiraling
stechnieken

[FOR approval 2 Marktosating [GT Medical Technologies,a company based n Tempe. Azra. wonFA|serance for ts Gammaies tobe used o prevent malignant bai tumors in

[pews diagnosed patients. The devices, about the size of postage samp,

Jsotain Cesiunr13t, a radioactive isotope with hate of aoutten days.

[The callagen materia win which the radioactive seeds are placed is rescrbabe

Joy he body and dosent requ seperate etaction procedure. This surgically

lvgeted radiation therapy procedure wos recent made avaible in few

[posal fo patients with recurrent bin tumors, ut th new nication makes.

[he devices, rare new veatmen, avaiable for new cases.

tps Tr. medgadget com/2020/0| gammatiles-help-
venl-recurrence-of-malignant-brain-tu

[GT erat &

[Pomosica

[Griwrkeing [FosAPsSiossopes Detect AFD. earl

Murmurs

[Wedgadget Zr EE [TE Ai risigence FOR approval 2 Wartossing [EF0. 2 makerof gvend aigial setoscopes fas st recened 1 FSU FOA ip fr imodzadzel com0R001 ekos a powered

|ssrance for davis t use Al sigoitms to detoct tral
leon (AFR) anc heat mune. Using tis capably primary care
physicians, who ar not nearly as extensively rained af spoting heart issues, wil

Joe ableo erty potent cases of AF, as wellas vulvar and structural heart

|seases, eh an accuracy smart seasoned cardiologists

detect-afib-heart hum

[Fimische.

achnciogie

[Onwieeing imricors MRICompatble Ablation Catheers

[Cleared n Erope for Cardiac Arhyinmia Treaimer|

iesgasoet [297an imior blate cheers [20 Overg. (CEmarkering 12 Marktositing [cor edical Systems, basecoutsieof Minneapolis, Mineo, hos on he.
[Eurapean CE Mark fr ts VisionMR Ablation Gather and Vision MR Dispersive

[Hips medeadect com2020/0 impos

lation-catheters cloarcd-in-curope-for-
[Flecicde. These devices slow fo cardiac bison proceduresa be paformed

Join MR equipped operating rors, herby uilzng he accuracy of

aceerative MRI to target sources of anhythmas.
leardiac-arrhythmia-treatment imi
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[pomtca

[orvidkeing [Onera Siimpesance Pach to Detect Skep Apnea edgadact [07 [Sensar voor pneu degnose

Jouten saapiinek

[06 Wearables, inci Fisch stude

jsensoren op hud

[pT Nisam product [Onera Heath company headauerteed in Sicon Valley but wih RED dfices

[he Nethetans, has cevelopes a bicmpedance patch, tobe worn on te chest

ht can cetect sicep apnea. has just cen successful ised n 25 patents

Jon th resus sho tht is about as accurate as automlic scoring ting a

[nadia polysomnography respiration channel (sensi of 8.4% specicty
175.2%, anc an aceuracyof 72.5%.

[Because the device i aly uncbirusive, and is wor on the chest, hes the

[potent to allo for sleep apnea cagross outsideof seep lcs. Tris may

[imeravetho qual of diagnoses, as ptints il be abl o perform testing under

Jpormalconcitens n thelr own bed

lips Tw ComR0200 omer:

Ibioimpedancs to-detect-slecp-apnea himl

[CT cheat &

[Domo

[Ortikkeing [ewoQWERTY for iegrosing, Tracking
Parkinson's Wis FDA Breakifvough Device

[Designation

edgadaet EJ [Sofware om parkinecr te

Jaetecteren via

[smartphoreicamputer gebruik

[07 OvergioT Fézbreaktrough device

designation

[oF Nieuw product [Now The FDA hes grried Breakirough Device designationon Vedica,a |
Jbaset in Camtidge, MA, ors euroQNERTY software tat moriors

and fine whie a person uses tsi

Jcompute or smartphone. Th sofware run in the background and the person

Jing monitored doesnt have to do anhing othr then continue usinghe device

Junning the newroQWERTY souras they aves have.

Tw 2020/0 neurowerty-for-

snosmg-Aracking-parkinsons-yins-ida-breakihe

|device-designation tml

[Kimsche.

technologie

[Crivideaing [Wort Fest Parable URI Caared by FOR atgadget = [poratie mrt IT FoR oaiting
[Becktvarmendetbestaling
stechnieken

2 Warkiosaiing [Fpertings Lucy pono care MR tend fo scaring a head, neck. as

[wells the extenities, in jus about any clncal seting. Tris can be of pater
Juse In emergency rooms, intensive care unt, andin facilis that curenty dont

Jbave access toa convertonal cinial MR

ips Tw 202003 words iste iips.//www fietceh

Ipotable-msi cleared -by-da hum] tech com/medicch|

fda-clear-world-s-

first-portable-

|bedside-mri

[Fisch

technologie

[Fimsche.

iechnclogie

[orwrkeing

[Orvikeing

[Novaling FDA eared 1 Prove Long-Term Lung
[Falure Treatment

[Cybernet unvess antmiercbiltauchecreensfor
oso computers

egadget

Frrcchiotesn

eh [ervacarpenk beadener [70 over FOR oaitng [2 Warktosating [Tohelp adress some of he challenges of ulkzng echnical vert, Te

[FDA ns just cieared the Novelung System, a producto Fresenius Medica Care,

[hatlets cicans chooseto use extracorporeal gas exchange over mechanical

|ventleion when managing patients or extended periods of me.
[The Norling System s an alonedevicethet performs everyting fom C02

exchange to oxygenation of the bloos, and has been clearesto do so for over

Ji hours, an ndusty frst.

[ups Tra meduduet com 2020/02 novalung-Taa-
i fail

[Cabernet maker of bles and

Imoriors, has unveted a new, large touchscreen designe fo esist the grouth of

|fecton-causing organisms and imitthe spread toughouta hospal

[pong wit mold esistant properties baked no the resin of the devices” housing

he Irvine Calfcrnia based company describes is new oferings s the words

rst tly atimicrcbial computers

[ovbernet previously launchecta 10.14nch rugged medical abet featuring an

Jonimicrobal sree and eeic in early 2016. The growth resistant properties

Jove chemically banded o the surface ofthe ass, which he company says wil

Irot degrac ove ime or wipe off hen using cleaners or dsinfectants.

hips: fw fercebiolecl comymedicchicybernel-unvelk|

[Kimsche.

technologie

[Grwidiaing minaling cancer surgery Win dye Tal makes

tumars glow

[FerceBiotezh £3 crescent dye [70 Overg icFigevend varie

ankercelon zichtoaar

maakt

[02 ews trerapiehiiiiek [By sing a oorescent dye Tat ins 1 cancer cols and makes ham gow Quig [11

Jsugeny researchers belive the can help make sure everypiceof a person's
Jamon has been remover

[Fest discoveredat Purdue Uriversity and being developedoy On Target

|Laboreores,the meleculer markers atach thamselvest th surface f ing and

Jovarian cancer cel an ituminate when viewed rough an endoscope equipped
Jv a earnfared camera.

[Now researchers have launched phese3 ils ofthe inavenous dv. dubbed

[01L38, 1 king and ovarian cancers witha boost from previous FDA fst rack
Jon cxphan designations.

Tr i T convmediechvilluming

|cancersumpenv-a-dve-mkes-umors-slow

[Fimsene

technologie

[Ortvikkeing [FOR approves hydrogel mectn for skess wary

ineontnence

Ferceiotesn Bukamia hyaroge! [72 Net actel imparfaat _[Fyaroge injecte tegen
reontrente

[oT Nieuw product [Te FDA Fas approved he rection ofof Fydrogel pacers cesaned to help
im up the walls of tre urethra in wornen with stress unary incontinence. By

[susporing the uretie's volume ard increasing ts naturel casing pressure the

[niecions am to prevent urine leakage curing del aces

|Contura estes tat svess urinary incontinence afects a ge percentage of

women, though onl= small number go ont receive veatmentbeyond

olen pert due (othe infamous sks of erm side effects
related to past sega! methods such as ransaginal mesh.
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[orvidkeing 0 [FOR clears Gympus duodencssope wth addons!

cleaning tons

Frrccotesh 3 [OvmpusTF G1907

lauosenoscope
[15 Scopen& cameras [Ormpus TIFQ1S0Y

auodenoscocp met

vetbeiering mb  renigng

[2 Markiosating [Folowngte FOA's successive clearancesof new. reprocessing <orscous
Jauodenoscape cesigns Fom Pentax Medica and Boston Scent ate as year,
Jcometce Oymous Metical hes now receiver green ght of is own.

[Te agency cleared he company's TUF-Q190V dusdencscope featuringcaer,

Jisposable enccap. Removing the single-use cap alos fo easier acess and
Jeeaning of the deice’s complex elevator components, ufere bacteria and

Jbomaterhave been known fo survive ierilzaton processes and pass nfections

Jon to the net patient.

[Te clearance aso covers ne, proprietary fusing acaper use for fre

Jeaning of the scope’ levator mecharisi—es well as water sistant scope

Jconnectars and sealed levator wre chanel hat minimize the is of boy
[hus reaching th imardsof the dice

hips finan fieroebiotech comedic f-clears:

lol mpus-duodenoscope-additional-<leaning-toals

632121

[Fimsche

fechnologie

[Grvikaing 0 [Praises wireless, jedlbie oxygen biosensor

nabs OE mark

[Freeman Em [ies Ovygon Paton [20 very Fcteartare zuursasansal 2 Wartosaing [Ti yours sir Pofusa’s biosensor sarmed 11s CE ark 1 measure sue

Joxvaen eves. ts followup has foloned suit. The latest EU clearance for a

cece version of the cece, which provides doctors a oroader data picture

Jon ates paiets 2 more convenient wayto creck oxygen eves ther ibs.

[The Lumee Oxygen Platform i desgned fo monitor tscue at isk of low oxygen

levels I tients with condiion lke peripheral rer disease (PAD) and chronic

Jimb schema.

Ti I STE

oxysem-biosensor-nabs-<e-mark

[Kimsche. [Fie [FDA warns of cybersecurdy gaps in GE Healthcare's

patient monicrs
Fercehiotesh [57am [GF Featincare cca

rormaton stations.

[07 Overg ioT [Cyberveligrarsprcblenen

met bepaslde monioren van

oe

[06 Croersecustyhacken [Pe FOR hs deliver nateto hear provers rd facies warning them

Jpbou cersecurty winerebitie uit certain clinical information stains mede|

lov GE Heatcare

[Thesa devicesan tlemety serves sre main used to marior end display vis

[sans nd patent formation inlucing thei hee rat, blood pressure end

femperature. Accoting to te agency, explo have been uncoreredtht coud
[flow atackers to remotelytzke cant) ofthe device, ging hem the ablylo
[sence alms cr generate fais nes.

(ps. www fiercebiotech conymedtech da-wams-

yhersecurity-gaps-ge-helthea iont-moni

Ihups www mddion

line comvge-
Ihealthcare-devices-

vulnerable:

levberattacks

[Fimsche

fochnclogie

[Ortwikeing [FOR approves Medion:try, wreless, inal

invasive pacemaker implant

Ferceioteon 257m ica AV [07 Actef mpl [Neuve draadioze

pacemaker van Medronic

2 Marktosating [To FDA approveda new tiny pacemaker fom Medion tal oes nol equ

ihewingof separa alactrodss bahwoen tha implant and the haar
Less than one-tenthte size of ational pacemakers nd describe 2s one of

[he words smallest, th Micra AV deviceis designed to be placed enicly win

he heaet's right venice and aiechseto the muscle wal using sme tes.

[The system is based on the medtech giants previously approved Micra

[renscatheter pacing system for treating radyernhythm. Whie identical n size

Jon shape, the Mar AV is buitfo patients with aioveniculer block, which

Joccurs when electrical signs from he hears upper fia have rouble reaching

lowes, pumping venice

[Fis Zr fiercebioloch conmedich K-Ipproves- [hips Zw mddion)

tiny-wireless-mininally-invasive- kk line coms

plant linv-pacemaker-

Inovw-fda-approved-
[av-bloc

[Fimeche.

fchnciogie

[Orwkeing 57 Wierobot tiedcal vel disposal deve fr

remote catheter precedes
Frresioen Ex [ery robot [72 Operate metumert [Rosot om op arian

ingrepe met caters utte
[oT ew product [GAN FRANCISCOthe annual J. Morgan eaieare Corference. Wiecbot

[Metical unveiec new device rat aims to et physicians conduct catheter

based procedure rom outside the operating room, sparing them om radiation

Jexposure end physica! sires

[The Liberty robot sapst a patient thigh and alow surgeonsfo advance and
|maripuise quieres and microcatheter through the ood vesselsvia a
Jpendneid emote nol ukea video game canirllr.
[aston the sti obat's small size—and cisposabiy, with ‘one-and-

Jone” design thet can be mall back fo the manufacturerfr recycing following
leach endovascular proceciura—aims to cutback on spel’ captl investments

[robotic infastuctre.

[ip srw ficrocbioloch convmediccl ipi-icrobol-

medical-unveils-disposable-device for-remote-catheter-

[procedures

[Fisch

fechnologie

[Fo [Vicironic warns spine surgeons fs Nazar X robot

ould come loose and fall

[FercaBioen Ez aor Xrabet TZ Crate armen zor robot voor

|rcgoperates kan oskormen

[ran poste

[PS Wamrsehamr rce [Veron lead customers of F< Wezor X Tobi Sige Sytem of Is potental

lo come loose and dstach se rom an operating room table, and possiblyfal
Jsoona patient uring a sine procedure.

[The manufacturer hs racked te fssue tothe system's pneumatic posting

IPrauare, ich fs, mounts and locks the device tthe OR bed Frame. Over

Jime. ar leskge rom certain madels can esken the system's rp. accerdingfo
[Medroric

ips Tran fiercebiotech com/medrechymedironic-

Jims spine-sureeons-its-mazor-s-surgery-r: uld-

me-loose-and-Tall

[Kimsche.

technologie

[Ortuikkeing 5 [FDA cles PhotonCare’s handhekd OCT scammer

for checking ear nections

FrceBiolezn TOM scope. mn

[Beckivrmendaibestraling
stechnieken

[FOR dears Phone's

handheld OCT scaner for

checking ea nections

2 Marktosting [FctoniCare received FDA S10(K] clearance for fs hand-held. norinvesive

|maging scope tht llons physicians to check for fis deep behind the

Jeerdrum—oneof the mein signs ofchikéhood eer fections.

[Te TOM Scope diagnos device uses opial coherence tomography. o OCT,

ioscan the mide ear with near-infrared ight an provide  cross-sectcn image.

Jsmiarto an uirascund. can then determine whether fluids present and

[enrectenize is type and censty, sven in cases with heat wax buldp.

[ups Tran flercebiotechc Lecl/fda-clears-

Lufections

[Fisch

technologie

[Feo Eos Goronary Diaton Catheters Face Glass

Recall

EE Wo Trek FX Coronary
|Diateton Catheter

[72 Operate stuart Recallvan NG Trek RX.

(Coronary Disizton Cethete|
[PE Wearschanrerracen [FBbot Laboratories facinga Class | Recall f 1 coronary ieton carters.

[Te Abb Par ILbased company sad tha certain ots of the NG Trek RX

|Coronary Distaton alheler would be impacted by te recall.

[The "URGENT MEDICAL DEVICE RECALL Nofficstion informed customers tht

[specie ots of ts Coronary Citation Catheters with ciamelers of 4 mm, 45 mm.

Jonas mm ray est ificuty ormabyto defise he balloon du to weaker

|materia proximal tothe allan bond resulting ro excess heat exposure dung

|manutacting, and he penta risks ith he use of he acted products

[clude a erboism, thrombosis myscardialrfarction and ado

[ntrvention.

ips Fro inadionling convabboIlPAE 0095

|coronary-dilation-catheters-faceclass-i-recall
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[orvidkeing [Dural Scala Path Vide of Boresarbable

[Polymers Earns CE Mark

IEE 2 Ciseei path [20 over [CEmarhering voor

atghtngsptch voor de

ura mater

[pT Nisam product [aoscala dural scolant poh mace of beresaroabe payers, has receivedhe
[GE mk and is now commerciay avaliable n Eurcpe. Gevelped by Potgarics

ih pach cau help rcuce cratrospinal ud (CSF) leakage afr sctive

Jeramlsurgery
JoSF leakage isa widely reognized complication of peur osurgical procedures
iat con resut in creased mary, proanged spa says posible surgical

revisions, and enhanced costs” Rudy Mereel, Polypanics's CEO, fold MD+DI.

Incidencerates vary depending on age ideation kcatcn of surgery and

Junerlyng pathology. bit tot GSF leakage occurs in32%ofsucal
Jcases*

[bioresorbable-poly mers-cams-ce-mark

[Seem [oiaing. [New gurance pubtshed Tor Weds Devios and 7D]

(Cynersecuty under NDR and VOR in Europe.

Ea [Cadamse on Waren Giga on [5 wr

|regeigevngniono

[THe Medial Devi Coordination Group (MDCC) published new guidance on vr)

5. 2020 to help manufacturers fl all he relevant cybersecurty requirements in

Janes ofthe Medical Devices Reguation (DR) and In ir Diagnosti: Medical

[Devices Reguiaton DR)

[ipsa ciergoby ul Convblop 20200 Linen
suidance published: medical device-and-ivd-

[Sysieam [ortkkeing. [European Comission sues haw gudance on

[Futaimed medical device dabse nomenciure

[Emerge 27a [Gudance on Euamed

medica device dabase

romenciature

7 Weten egeigevny _[Gucanceon Eudamed [6 Siandaardsete,vere
medica device debs regeigevig/NoBo.
romenciatre

[Te European Comission hes cana requremens parang to omencitirs

|merical devi manieciurers ud use to ener thei product information info the

fortcaring Eucanmed database.

[Toth end, the EC has sued wa recent guidance documents

|one document covering the European Meal Device Nomenchturs (EMDH) to

Joe usec by manufachrers once Eudemedgoesuly online:

[Another guidance proses backround infomation on aly's Classfazone

[Nezionale dei Dispositi Mec OND) nomenclature, whihilbe used asthe

Jasisfor the EMON

[ips ww emergobul 202001

mmission-i w-snidance-eudamed-medical-

|aevice-dasabase-nomenclature

[System [Crtvikeing [Steof ley: European Commission provides est.

[furs on Noted Body MDR, IVDR designations

Ereao en Upto on otfed bodes. 16 Wet en regeigeving [Updo1 nol bodies [7 Stndaerdsste, wel-

|regelgevnamioso

[Recorcing to an update rom the Eurapean Commission 44 epplaticns from

[Noted Bodies fr MDR designation have been submited as of January 2020,

four month befor the Reguiation's May 2020 apikcaton date In addon. 11

Jpopicatons for VDR designation have been submited so er, tuo years out from
[hat Reguatons May 2022 compliance deadline

|Athough mst Noted Bos row designated to issue CE Marking under te
[European Medial Devices Directives have begun the work cf cofzining
Jsignation under the MOR, the numberof Noffied Bodies actualy designated to

|he Regulation and whose designation data as bean enter nto the European

[NANDO database has oly recent cimbed into tho coubie digs 12 offical

Plus nine NANDO entries sof January 21, 2020, (Tree acdtone!

[Note Bodies’ designation formation i awa ing publicaton in NANDO,

Jpccocing othe EC report)

[ips Frwy emergobvul convblog2020/0statepiay-
|european-commission-provides-latest-figures-notified-

[System [Ernat problemen fale Zokennuzen 1a laet

erkend

metech carat [ete Zoranhuzen [TE Welon rogeigeung |e ie evening [06 Eccnomsch nian. [Fel bankas n 2016 van het MG Sitarvaart n Amsterdam en de WG

in Flevoland host cen stuate’
Tre meds: facta Taiste-

Jopgoievar di nds tookomstvoorkomen most worden Porton zio last

Joeweest met het orderkennen ven de est van de stustie en znte lang bifven

[Pangen in hun igen visi enrlopvating. concluderen de onderzoekers. Ook

Jeter, bi da gezondneidsinspecte, de Nederlandse Zorgaoret (7a) en et

Imiisterie ven WS, is te lt rend det hel echt msging, 20 & vesigestld

iu keliemst-pi illicte-

ickenhwizen-te-aat-erkend- hu

[Vedsche

[ruprmiddelen

[Fm [Vara donderdag 5 rear alleen nog sposdndzer|

3 ACTA doo skort mondneusmaskess

redraracs. [ [kart morareusmaste [ove eo mondreTsmaskers [03 Waarschumn grein [Foor sen andel ekor aan mondiapes 1 ACTA (hcademisen Cerirum

Ao
tpww medicallacts n/2020/030 /sanat=

ear pi vanaf donderdag 5

[mrt aan te passen Dez maatregel houdt in dat ACTA vena deze catum

[peer nog spoedgevallen behandek en operde behandelingen fan afonden

cbij-acta-

|door-tckort-mondn

[GT arent &

[pomotica

[Fisk [Dalek van van 4325 patenigagevens 5]

Flevczikenhuis, patenten geinformeerd

medialis Et [65 EPO patienigegevens datalek [= 3 [Retr Test patienien ovr ean datiek dat heel [ips medical ols nI2000/03/03, vara] Mipsis skipel

Een zorguesiener van he heeft

[Patienigegevens op cen USB stick gezet. Deze USB-stk is veraen cp een

[parkeertrrein nab et Flesezikenhus De US8:stick is doc cen gebruker van

[bet parkeertrrin op 8 okcher gevonden. De vivder heeft this de Us-stick

[even gecpend en besicten deze frug to brengen naar ht Flevoziekentus,

432 culuis-palicnien- uieuns/imec

|ecinformeerd/ r-flevozickenhuis-

[paticnien-vis-ush-

ticki

[Nediche

[nupraoeien

Ministers: snel plan voor voorroad meds

neschermingsiddelen

[emt meische.

Joeschermingsmidelen

[20 Overg. [kortdoar coronavirus [03 Waarschanng/ncident [Ret mister van Voksgezondhed vA zo sel magellk met en pa Komen ont

crten aan mesche 200s to voorkomen.

[Flips Fv skip igenieeephEvoor-
|voorraad-medischie-besches

[00 het ministre wera woensdag verlegd met onder meer everancirs van

decaD. on Er werd op

et miniteio ver WS ok over medsche hubmiddelen in bredere zn

Joesproken zoals wandgaas en chrusgische maskers, Veel van di spun
[worden gemmaait in China, waardoor ekorten dreigen

[Fimsehe.

technologie

[Oriaing. [lekron=che nes spoartbarrelisordarm op redeah caract [oromsane nes [70 Over kironsene neus dagnase OT Nieuw product
bart sckcterm

[Fetis mooi met ben van een dreagbare siekvonee nus feen e058)
Jeen baetisiodarm op te sporen. Dat bit ut ean proofotprncple-onderzoek

door Youn Peters& a. (Racboudurnc) gepublieeed n Gut Volgens
Jonderzosksteder en mart Per Siersema zi sense en specific

met debi en. in

i dearom dato tena deze gosdiopeen ietinvasieve techinek gang 2a

|vden nde hussrsenpraiie

ips Tv medischeoniact ni/nicuws laatste-
Iniemes/nieuwsartikel/elektronische-neus-spoort=

lbarretslokdarn-op hum

[Srsteem [Ortwikkeing. [Terzinge na overnames gracile scd-everancier |

care

[Fr [Gkvortseh clerton dossier [05 EPO patiertgegevens[ovemame bedril [06 Economsch nian. [eCBear Terzinger neat Ds Heer Sofvare, everarcirvan ECD Plancars, an

Je hirean gelicerde -healtieverancer Servian over. Hise is het bec
Ira eigen 2eggen de grove ecteverancie (elktronsch clnten dossier) in

[be mek vor geharcicapien ouren- en tiszerg

[mS Cunener ovens
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[nupracoeien

[fii [Vn Vor Tear sen bessherngsmiddelen

Inusartsen npenc:

redich carat ER rediche

loeschermingsidelen

[20 overa [kortdoor coronavius [£3 Wearschawngineioent [5% oder van de voorreden| Tesh Van husarsen [ips Tv ee:

legen het SARS Cov:-2-vius, nu echt rel, wearschunt ds Landeike

[Husartsen Vereniging (LAV). De huisartsenveceniging sist eldestwana et|miisteie van VW: or de rag wasrom de mateiian da uisarisen rit

Jerefen Een uierst scr wordt det usar sen del geen zor verlenen en)

|moeten docrverwizen naar andere prkijken enlf de GSD omar een situate:

[zonder becchermingsmiddelen net voor kan duren,sefde LH.

nicuns/nieunsartikel Ihv-en-vpltckort-aan-
|beschermingsmiddelen-huisarisen-nijpend him

[CT eHeatn &

[pom

[Ortwikeing 2a versoepell regels wegers extra coronafosten rodeeh coract Tmt [dita consuen [16 Weten regeigeung _ [tdeije versoepeing [05 Standaarasalie wel- [FlefaceTo n mogen per rect daa ftps Tuvww atste-

Joe gore (N76) versoepeltde Tenvoor tek

|vanege de coronacrsis, zoat de rs op besmeting word verkeind en arte

deze dia consuten vergoed igen De regeigeuing dicteett normal date,

[voor het open ven een db aan he begin van een ziekenfusirlec, face-to-

fncecontact moet zn tussen een patenten en zorguerenar dis een bc msg

Joven De Nz sat welen de regelgeving dus vooropi te verrumen, zodat ale

Jeest=consuten dita! mogen piasisyinen en gececlreerd kumen worden.

oronakosten hum

[ro dmgnostca = [57 [Waarschuuing over zeftesen voor coronarss 3 [corona zaest [iEPoC hes [03 [Teste ci thus gebruik kunnen worden om na te gaan of J het El

fe creat zin verboren as ze niet set eoordeeld zi doer sen cangemelde

|stent. Elke zeftest moet coor een sangemelse instante (noted body)
Jocoorceckd worden, De test most een CE:markering dagen.

Fuips Trig 202003167

|wing-over-zelftesten-voor-coronavims

[Vedat

[hupriddelen

[Fe [Trlgraspacte hondadazandan mandkapes
ckoniuizen zi onvellg

[mandtaps [75 Gverg [omeige Io Ge pas 7 gelverd aan Fins Tv mu nlGorom ins/60 T1047: -

[zkenhaizen, zn ondeuadel en kun niet worden gebruik Het minstere

[ven Volksgezondheid s een ferugroepacte geste Het gaatom 600.000

Jzogeheton FFP2.maskers (mondkapjes met ce fire) ce iet aan de

|vellgnexisesen uocioen, bevesigt de woordioerder, Voigens

Jonderzosksorgansatie TNO werken de filets in de mondkapies iet goed, of

[sen de mondapies ie genoeg aan op het zich, adsde NOS

horde rdduirenden-inon
lonveilig him

[Fimsche.

fechnolegie

[Ortwikaing [30 printers bedon up in coronacriss [Behrischwaertiad Tmt rien oar

loeademingsepperatur

EY pran voor

lbeademinasepparatuur

[02 Wows therapies [Varoge de gence)tsxorienop ho! gebied van onde: andere

dor schaleien

Tv techmiseleskbhd nl niems/3d-

bediven

lover op de producti van essentise nderdelen. 3D-priners spelen isi sen

Joeenorikerol. 3D-prnen is uder dan massaproductie en het geval dan
|mecische onderdelen het blangrih dtda productenaan all mecische eisen

[voldoen Maar in geval van ood Kuen 30-priters uikornst eden ocr el

Jon preces speciafistische andardelen te produseen.

[iro darostca. [Fi [Tescapactei coronavirus n gover door (oko aan

eboretoriummateisal

[kartaan [FD [ekortaan [=

|sooratorium testen

[etl matin ie essere) ain om = kunnen vastsilen of emand beset

is met hetcoronavirus zin cheers. Er eigen tekorten de de voortgang van de:

|dagnoste. in gevaar brengen. In Nederiand woxden nu a relate veing mensen

Joeest on ht rus.

|ps0 A astel032 7 TAG eSCapacGil Cros-
gov: ickort-ganlaborsioriummateriaal h

[OT eHeath &

[pormotca

[Ortikkeing [CZ rokapp voor nine huatsenzerg verona ul cereal, EZ [app one hukarterzerg [oR app online hisartenzorg [11 Overlg. [GZ Foot do algaopen woken de onwickelng van de Medicodapp versnel De

Jpop, de vanaf deze wees. (24 maar) Is Is eenvande

(ps: rw icthealth nies s/ez-TolpD-v0or-online-

[voor het huisartsentekcrt Klanten van de zorguerzekersar die geen eigen

|uisrts hebben kunnen ia de Mecicoo app een onine huis rasdplegen.

-versnelt-uit

[Vedsche

[ruprmiddelen

[Grviieing indkapes herbukbear door siarlsate [eric weekoiaa BET [Tove rondipes zinte Gus ortwidaing

seriseren

[TU Get on Van Staten Medical hebben een proces orwikel &1 getest om
[monckepies zeker vier te kunnen gebruiken. Het proces i direct en veral

|neetosar

fips Tu Ta oun [Nipsww delta a]

|berbruikbaar-door-sterilisatic. delftniarticle/mon

(CT, cheat &

[Domotca

[Ortwkkeing. [E=te patent behandeld mel bestaligspan vanAl [Bshrisch weekblad mn

inteligente

[bestalingspln gemaak dmv [18 Alice] eligerce. 10 ue ortwkeling [09 17 maart werd aan Amsterdam UNG de serie patient mel tps wo tech niin ecrsie-patient:

Jbehandieid op besi van een ontuikkeld doar

|tligentie De besiling ven tmoren bi prostate vind een Amsterdam

UME onder andere plaats mide brachytherapie. Hiei worl de patient

|mwendis besiaei doo een radioactive bron eaten stan in voor

[ngeorachtc katheters.

van-al

[CT cheat &

[pomota

[Rim rfsche noten over onderzoek naar Knsmatze

netigentie

[Fedich contact ieligerte TE Ail religerce. [03 Waarschawngircicen: [Ft gebruk van Kunsimetige iellgante (aricel rellgence, A) voor medische.

|doekinden word: dr velen bejubelc varege de ngekende mogeiikheden
[Foch ner cok fe plaatsen omic presiates

[ips Tw sncdiscliconiact icons laatste:
[ven Al nog eens worden overceven in wetenschappelike publics. DE ijt
itce resutoten van cen systematic review doos Myurs Nagercrane dies

locpubliccerd in The BN

ar- intelligentie-. him

[CT cheat &

[nomics

[orwieing [Covgpgeet bien viminueneen coronene

indiostie

heath BET [Corer [0470p Tove [Se 2 meartis de Covhpp In nederand acts. Wensen beantwoarden via de. Fiip Zr ict hoalih now s/covapp-gocher
Joep cf ce website van hetiskent.s 26 eenvotcige vragen over zsken ls

resect. atid berocp, symptamen of Kashi et. Alle formate wordt

Josanoriiseerd opgesiagen en er worden geen persoonike ofprvacy-geioeie|
Joegerens gedecid met het ziokenhuisHet inulen duet zon  minuten en

[vevcigens geet Couapp direct de utiag. Dat kumen ook aznbeelngenzi
[voor mogefike vervolgactes. Denk aan het acuies om cortact to nemen met

Joen arts of om 14 dagen in thuscuarantine te gaan. De ufsiag bevat ook een

|aRcode die, inden noc naar een ats of zekenhus gestuur kan werden

Jzodat de zh kunnen vcorbere den op de komst van een patent

[OT eHeamn &

[pomotca

[ormidkeing [Meaput vorzorgmedewerkers om tevort aan

Ieschermende middoln

mein [77 OvergioT Overy [E71 een meKpunt geopend voor zorgmedemerkers om het ekort aan
middeen in haartto brengen. Het inet kom van NU91, de

Jberoepsvereniging voor verleegiundigen en verzorgenden Vent het hele land

[Komen signslen inn bi NUS1 deter biocraseld ovodoende mardmaskers

Jan te bescherming tegen het coronas.

[ips 50s nArikel 2308705 meldpuni-voor-

 oremedewerkers-oniekorm-heschommendo-

widdelen hunt
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[Vediche

[nupracoeien

Tedd van

(Coronstekorten

sti tegen [ft rondianes [20 overa [karen [F3 Waarschamngincicen: [Isemerwerking retde TU Dei, Franciscus Gast, Reiner de Groal

|zkentas en nz cverieg met verschsende zikenhuzen en Deskundgen

|tere Meise Hulpmiddeen is een meihcce getest om gebrukis monckepies

io sterisoran vi sen genariak tersteprases: Da tesiresuften komen

Jovreen me de result vn rime monchepies.

[Eps zones zor mone pesTedder an

|de-afvalhoop-in-striid-tepen-coronatekorten’

[GT creat &

[pomoica

[Grviiaing oderondss bodyven biden COVID16 AT

sofware gras aan

[i gezondheriszorg [ras [TE Ail nisigence [gras m coronmeriis0 [110verg [Tons on Galt imaging laneeren GADACOVID. Deze nieuwe od voer

Junsimatige nelgensi analseert roigenfolisan is bedoeid om

Jzoraepecialston te hoken bi hot beheren van GOVID-19-gevallen, Do bedrien
[nebo de tol gratis fer besshitkingestedte ondersteuning van de sis

ips: fin eczondheidszore nnedetiandse-bedriven-

Ibieden-covid-19-ai-software-pralisaa’

[OT cheat &

[porotica

[Crivikkeing [Googe en Apple bouwen corona-acking in op

smarphones

3 [racking pp. [04 Foran veckig oop Tove [Google on Apple gaan cen samerinering san om overheen te her
Jcorona-onderzoet. Dat moat een sinde maken aan fchnische problemen bi do

Jontuikkeingven de corone-apps' die overheden wilen gaan inzetien,

ips finos nlartikel 2330078 google-en-apple-bouwen-

[CT efeath &

[Domsica

[Ortwikeing [Lancering det onine poraal voor et dial
lutwselenvan relevant COVID-19

sen

[im gezondheriszarg 3 [dgteal uewisselen cova19 [07 Overig OT Gta nsselen cou19 |11 Oveig. [Pips raaktin nauwe: bet minster van buips I

[Woz an Sporten het Erasmus Madisch Canirum ht nine COVID-19 potzal
Joscrikbuar waarmee Nedelandse Ziken zen peti ate mel chien

[kunnen delenel paienten verpaatst worden nasr een ander ziskenhis wegens|

|COVID-19. via het portal urn radiioische beelden, versiagen, docurenten)

i. de orsiagbrie] en anders relevanienfcrmate ove sen paint

beschikbaar gemaait worden voor het crvangende ziskentuis. Himes ken de

Jsreding van COVID.19 patinten over Nederiand worden ondersteund.

[portaal-voor-het-digitaal4
2 ianering-landelk-online-|

cvan-relevante-covid

19-patient ens ussen-ziekenhuize:

[CT seam &

[poms

[Orwireing [Rabat gaat werken aan ree coor app oe [72207 [Forrasee [Tr EE [oT ew product [FeTkab lat So we corona-app or HKeRn or carorabesairgen
Jrte brengen. Dat get minster Hugo Ge Jonge var VINS een de Tweedie

[Kamer sen. De zeven backing apps ie faelopen weekeinds dens een
Jpopahon waren geselectee, valln af. Over vier weken moe meer due2
Jove of en zoje, hos apps ingezet kunnen worden

9-mei-met-niem

ipww icthealth nl mews s/kabinet Komi-tierii hiips//nos artikel

233 304-minister-
lde-jonge-sicl-tcarn|

|samen-om-zelf-upp-|

te-bouwen himl
[Nedsche

[ruprioelen

[Ontikeing [Scholier hep ziskerhus met Simmghedf voor

Imonckapies

[Ares [opr ubstuk voor moni, [1430proecproduct _[Pubstukvoor monchap [01 Nieuw product [schoter mash middel 36 printer een husk voc mondhapes 200at deze

Jeter en passenderziten

[ips Trvwow youtube comwalch—sAOVIZFEU

[Fimsche.

iechnciogie

[Griwiiaing [Gpen source beadsringsapparas oa fest shel

rzotaer

heat Z3 [Open sours

Joeedemingsepperat

[2 vera (Gren sours

|beadenmngsappersl na test

nel rzetbaar

Gms orfuhaing [Evkale wake geadan varseheen hel meus over ann Zid open Fins rw icthealth.nl mewn slopen-soutce-

[source de De. veal

|dsarvan, de VentiatorPAL Pr, is Inmiddels et succes gatestdocr paciaiten

[van de Universitet Twente, Racoudam: en de abikant FreeBreating, Di

Joetekent dat et belaaibareen snel onkkelde beacemingsapparaat op ort

min ngezet an worden

nclesti (haar)

[etentaen [Orvidkeing [Abbotts Fexlay Cleared n EU to Delver Portico

Transcatheter Aor Vahve

medgaget [Applsicr voor Trenscathler (12 Operate nsbument

[aotakiep vervangng
moritocietng applicator

ra

12 Marktossting [Abo announced tat received he EU GE Merk for the nom Flexav dsivery

system for the company's Portico transcatheter aortic valve The Flex delivery

Josten gees physi more stabi, end placement accurscy

ips Tw 2020/03 abboti-recsivesce- [ups lcardiovascal

Jtring the TAVI procedure. Whe valve echnaiogy improvements have haped
reduce adverse events and lead to beter patent ouzomes, advancementsfoJoeverysystems ave crc to mproving the placementand positioning of the

|vaie, according tothe amouncemert.

Jao

nai for- flex -delivory-systom-for-tmnscatheter-

In ion himi
larnews conyabboti-
receives ce-may

for-flexnay-delivery

[Vediche

[nupriddelen

[Orkeing [Tie Wis EU Clearancefor ClerUP Sinus Rafe!

Device

iedgaoet Tick GiearUP Sis Rell

Device

[20 Over ce markerng device om met 12 Markiosmting
lzenuustimuate dachien

van vestopte sinussen te

[verichten

[Gan Francisco based Thi Heals anounced that fe company hes receved CE

[Merk approval in Europefor ClearUP Sinus Pan Relef, small handhekd device

[ht can temporary relieve alergy elted sinus pin, pressure, ad congestion.

[ClearUP is small handheldceviethet delivers proprietary micrceurent

[weveform tht sbmulstes sinus nerve bers under the sin to relieve pan related

lo aterles ti designed to reat symptoms in fue mites and can be uses upto)

four tmes per day. ClearUP employs ght an vibration system to guide the

Jr along he mst coil reatment pons slong the heal nasal bone, and

Jorow bane. There is a one-buton arial wth thee levels of evefor nensiy,

Jon symptom rete ass up to sc hours.

learance-for y

[tips Tv medgadet com2020/0iivie-wins <i

[ptertaen [Crivikaing [V-Weve Shunt for Relel of eat Falla Synploms
Cleared in EU

adgadget [V-Wave Venta 7 Viet actif inpaniaat oor &

nerarum shunt ep

[Feat fen ser from igh pressure win he lf sie of lr

Irearts, hich can ead to ifcuties breathing and othr debitaing condiios. V-

|Wave, an szae frm, won the European CE Mark of approval or ts Ventura
trata shunt hat ams to reguiat eft aria prsstrby creating a passage fr

[boo flow om the ef othe right alum across th Iteraral septum.

[The device is implanted dung a minimal invasive vanscathees procedure and

Jonce there tous some bioad to fw rom the eto he right side of the heart.

[heresy louerig the pressure and impact of hui bulk wii the kings.

nips Tw 020/03 /v-waveshun

[GT erent &

[Dorota

[Crviieing [Symmetry UNS Wins EU GE Wark for Difculto-

Treat Depression

egaonet 3 rervusvogus simulate.

Livenova syne

[07 Atel mplanioat__[cemarkermg voor

eurostimultor om

|depressito bonanciion

2 Warktosating [Cvetiova anounced oday tat Symmedy. = device for vagus nerve sumuaton ips Tra 2020/05 mei as
|(¥NS) therapy, has received OE Merk approval or deoression

JSymmey sa smal device that cimuatesthe vagus nervto improve symptoms
of depression anqi of ie. Afe surgical implantation, the device regularly
[sends mid electric pulas to the vagus nerve, which & connected to areasof he
Jorn that contol mood. Whi previous devices for NS therapy have received

JOE Mark for th raatmentof depression. Symmetry is the nest and

Jspeccaly designe fr tis indication.

mn depression hunl
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[orvidkeing [EchoNous Recenes EU Approval for KosmosAl
lUkrasound Plato

edgadact Tom Echonous Kosmos Al [16Ai nisligence |CE-marheing echosysieem [12 Markos ating
metal hulp.

[Echonous announced rl hes received he Eurcpean GE Nerk of approval Tor

5 Kesmos plafom, an uirasound and Abased sofuare system tat helps
[physicians obtain agnostic maging and make cinicel decisions at th bedside.

[The Kosmos platform consists of an eigh-ounce ulrasound devi, ths Kosmos.

[Toso, which aio hes ECG and dighal ausculatn fanctans. ts connected fo

the Kosmos Bridge tablet. which uns Al based sofware that anayzes the

Jtrasound images f assess heart and lung function mare quickly and accurately.

[ips Fv 2020/03 eshomous-receives

lew-approval-for-kosmos-ai-ulirsound-platform himl

[Fae

technologie

[orwkeing IT Engineers Working 0 Sub Emergency
Veniate for FDA Review

[Wedgadgel [Zam Beederningsapperaal [20 Gwen Oa [oT ew product
beaderingssyeteemvoor
(COVID-16 patienten

[THe ogaing COVID-TE emergency ffecing near Te lie gobe s making

|mericalviasnoa hot comment: During norma ime, busy nensive

[are unis can expectto use  dazen or so venliatrs at the same time As

ory virus, COVID-19 can make breathing on one’s oan mpossibe so

|ventiacrs ave expected to be in dire shortage amost everyahere.

[croup of MIT engineers ere working o submit a variant of the MIT E-Vent

Jdesiants the FDA, under Emergerey Use Atthorizalon (EUA), a ventistr made

Jou of a bag vaive mast (aka Ambu Sas) and ready avaliable elections,

Jctuatos. and motors. Bag vaive asks are themselves found near every

[hospital be incase emergency arygenaton is necessary, so they shoud be in

Juicer supoly aready.

ips fr TOR z

|ventilaior-submitted-for-fdi-review him

[Nediche

[nupriddelen

[Ortwikeing ProlectvAr Serizes Inhaled A Using UV Light edgadget zm [ProtecthAr ut sleisatar [20 Overg [UV seriasabor van

uchtter

vocrkoming besetting

[oF Nieuw product [Medmmune, a UK fem, recent revealed ProtectvAt breathing devce hal

Juses Uv ightto sterize inhaledai and prcect wearers against erborne

Joe used by healthcare staf and others uth occupations) exposureto aitbarme

Jpttogens.

[Potectr consists of a nese and mauthmaskhet connects, ia a flee hose,

fo small radon chamber won on belor harness. The madison chamber

Jus Uephotonsodisinfect nated ir UVe damagesa pathogens DNA or

[FNA, ich prevents fom replicating and necting he body.

Jpinogens. pote ncuding SARS-Gol-2 (COVID-19). Th device is meantfo]

Fuips fray medgn m0 protectivanr=

lizes-inh him

[Vediche

Inupridoeien

[Crviieing [New Drie a Dare 500 195 Masks Pe How iesgadaet Frescerb Temi ngs

Jtericator

[owe [OV-Stertator voor grote [01 Nieuw product
ental 95 maskers

[Prescent an Oriani, Carat fim, os 1st sited BHng ordersor a dove
ht con rapa dsifoct NGS masks using ravioiet (UV) light. By bathing the

[masks wt ht ie UV-C range, the Terminator Col device can process up fo

500 masksper hourTissque spectacular, gen the curent shortage of[masts and shouldbe enough to keep mot cial facies fom running out of

[masks curing cur current pandenic

|p vn iedoa0aet Com2020/03nen-Jeviceto-
sinfecl-S00-095-nexcks-per-hour hil

[Vedsche

|nupricdelen

[Oraiieing [STERRAD Sterizers Topi Liste of NGS Masks iegasget [Sertator 95 maskers [75 Gverg [Serator sin stata [110ver

95 maskersot 2 heer
herogebruken

[STERRAD sterzars, made by Advanced Serication Products (WF, an rine,

|Cetforniaem, ae common sigh n hospitals sound he worl. They e used to

roprocess surgical ‘ols and ther qupment but now he same doves can be

|mmeditey ulze to urn singe use N35 masks fo reusable devices. ASP hes|

ust quale new reprocessing protocolha can add wa ext uses fa common)

[eS masks, ring their usell eine Areacy nstaled STERRAD systems can

Joe esi implemented to process th masks, and ASP clas tht a ingle
[STERRAD setup can repracess 480 masks per day.

biips Tr 20203/Sterra Soars

Jriple-ifetime-or- sks hil

[Kimsche.

technologie

[Otvikeing [CardoCup's Coole Heaters EU Cleared Hep

Win Respiratory Dress.
medgadgst 3 Regulator

ichaamstemperatiur

[20 over (Comarkerng devcoom [12 Marktosating

ichaamstemperatuu te

requeren tidens ECAC

[CarcioCuip, a fm based n Coleg Sabon, Texas, won European reguatory

[Foproial (CE Mark)for is MCH-1000 cooler-heatrsha are used to contol

[patient body temperature, typical curing lung or feast procedures, This could be

particular usefl during the current GOVID-19 pandenic, since ihe MOH-1000

Jean be used alongside extracorporeal membrane axygenaton (ECO) to

[pds acute respiratory disess.

Landing the CE Mark is  Femendous milestonefor Cardio.” ssid Doug

[Platt CEO of the company. “The approval lous us to ofe ourtechnciogy to

|meio hospitas al over the European Union (EU) ata time when ts greatly

[peed We ere excied to be inthe fina stages of areements with European

Jtbuton prtners 0 aide our commerciazatn ef and ge he MCH.1000

io he EU ss quicly as possible”

ips Frwy 2020/04 cardioquips-cooler

eaters-cu-clearod-to-help-with-respiratory-distress him]

[Fimsene [Ortvikkeing [Next-Gen Ther SuperSaturaled Oxygen Delvery

Syste FDA Approved

[medgadget 3 [Supergesatureerde zuirsiol

loediener

[70 Over [Fie-gosdeuring 72 Marktosating [ZOLL Wdical row parof Asahi Kacel Group. wor FDA approval fo he test

[version of is Therx System. Theproducts designed fo deliver SuperSeureted

[oxygen (8502) therapy to it heart muscle ss following “idowmaker” heart

tacks, aka left anterior descencing ST-elevaton myocardial fercton (LAD

STEM etroni toe! costucton

The systems used right ater blood low i resored during angioplasty and sent

|implanttonto pump hyperbaric lvls of wygen ssaght nf inured cardiac

sue. Is important that thi happens within sx hours ofthe onset of symptoms

[ips Tvs. medzadzet com 2020/04 next-gen-thero
doxveendelivery-system-c

|approved unl

[Fimeche.

fchnciogie

[Grvikeing [rapnoGuard Hobs Prevent Ventiaor
[conpications

medgasget 3 Device om aug van

Jencctacheaie cute

|vaasborgen tidens

lbeareming

[2 Gverg [GE en FOR gocchowing [12 Markiosaiing [Ventators are important o main palin wi severe ezprabry Gets due.

io COVID-16, but the machines cay ther onnrisks An over nfatec
Jendosachealtube cuf could damage the ache, whi an under-ated cuff

Jeo resu in aspiaton ancl preumenia

[Anepnouerd developed by Hospitesh Respraton an steel frm, an

lendoracheai tube pus coro unt meant tobe used wit vertiators fo prevent

[romliatns ofboth or. and under nfiaton. The company hes announces the

wil provid is AnspnoGuerd devicefo size ost ree of chirge

[Fits Tims mcd zadzct com020/H ans help

|prevent ventilator complications
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[vie dmancstca [Crtwiieing [705 [Gensive 10 Minute AnibocyTestorSARS COV-2

Developed

redgadaet [Fiehaam ESCOVID10 [FE POC estat.

19 te dsgnosticeren met

Jettest

eu Teahrek om COVID.02 Nave Trarameresniih [am of researchersat he Souer Medical Univers, China,

Jon collaborators report development of a rap agnostic assay fo deteion of

[SARS-CoV-2 aniboies in human blood They repartaccurat detection wi
[patient samples; with only 10 minus 1 get a react pc blond sample

[The new metho i a ater! fow aseay, much ke a home pregnancyest Human)

Jserum is. btained fom a test patent and acted onto one side of he cevice,

[are flows tough the paper due fo capiery action, The researchers

|moregrte COUID-1¢ proteins na thin ine an this pape t bind he anodes

the aniCOVID-A3 antbadies are presen, they wil bind ang tis ine, ois,

[here valbe no binding acity. To Improve resoluton, he researchers also use

[secondary binding of rbbit andhuman IgG anthodies, inked with a fucrescent

reporter. towing or greater accuracy than an unassisted visual readout

[Srsteem [Ortwikkeing fo [COVID-1 Eurapean Commision ooking to

[postpone new MOR by one year

[Cardiac Rim News. BE [Wedcal Devi Roguaten [05 Srndaardsato wet.

[regelgevngnioo[16 Wet on rogelgeiing [opschorten VeroderingMedsche Hupmicdelen

[Dunga GAsectioncf a European Commision (EC) cologe ecing o1 75 cardiac (Lens, Comicovid=19-eropes

[March EC Stefan do stated hat the

[were foking o delay th “entry nt force f the nev European medical device

[regulations (MOR) because of the gabal coronas pandemic

n-looking:to-posipons-new-mdr-by-one-year!

is ow cmorgobyal

lconiogi2020/03etrcp.

Jeanommission-
[proposes-one-year-

deloy-medcal dees:
plon?utm sources

[Sram [Crwiiaing 3 [COVID16: European Commasin agrees @

[postpone new MDR bezause of pander

[Cardiac Rim Rows. Gop isda Dove Foguaton [05 Sndsarisatis wet

|regeigevngmiono

TE Wel enregeizorng _[opscharten Veroderng
Medsche Hupicdelen

[Te European Commission (EC) has adonied proposal 1 posipar by one your

the date of cpplicaticn of the ow Medica Devices Reullon (MDR), which as

cardiacrhy mews, comicovia-10- is Awa cmergobyul
004europ.

tue to come nt force on 26 May ie year. The postponement, a press release:

repos, i to alow ember States, heal nsitons and econcans peratorsto
Jrotise the fight againsthe coronavius pandemic” As previous reported, he

Jonnouncementfofows he EC college (idee) masting on 25 Merch in which EC

Jspokespersan Siefan de Keersmaecker stated hat the commission were lacking
lo delay the entry io force" of he new MOR because of the global coronavius:

Jpandemic

-8rces-10-posiponc- ccausc-of-

oficiah-proposes-cne.-

year-nar-

(delay7uim source=RAD
[ARRum_medum=Emal

J2utn_campaign=Emai-
RADAR

Its deviacay cominen

[Ersteem [Crvidkeing 3 [COVID-18 Tr Eurepe: Postponed md remote

Noted Body aust for medical devce

Imeruacturers

Enea Theor rotfedbey outs [TE Welenregelaevng _[guidoncefor poskonedor [05 Standasrasatewet.
remota noted body aut [regeigevng/NoBo.

[New aurdance rom be Ewropean Commissions Hedical Device Cooranaton

[Group (MDC) tamperary makes alban fo pestpaned or remote ucts of

Tw A combloz 2020/04 eonid-10-

Jeuroy c-notificd-body-mudits-

[metical deve: necessary for of CE Marking and

related requirements

medical-device-manufacurers

[System [orien [107 [European Parlamen: oficial supports posiponng

IMR dee of appcation
Eres Zar icical vie Reguatin [05 Sendaarisatie wet.

|regeigevngmio
[16 Wet enegefgeung _[opschoren Verodering

Modsche Hupmicdoien

[a viely antcipaed move, the European Parlement has adopted fhe

[Commissions proposal to postpone the Medical Devices Regulation’ date of

Jropicatonby one year as healthcare reguitors, governments and ndusty

Jrapple withthe COVID-18 emergency.

Tw 2030/04, n

|paiamen-officially supports postponingids date-
icatio

[Fimsche

zchnciogie

3  Taparoscopisch opereren veib ten ioe van de

[COVID-19 pandeme?

itegreal 20a aparascane [15 Scopen & cameras |veighes oaroscopiseh

opereren

over [Since oe ubraak van ce COVID-18 parcerne veel gezaga en:

Jove ce wize warp ht ius zich verspret Dt heef reeds ote geuoigen

Joehad voor deze wesrop da cagefse zorg wert ingerich Desondanks koi]

Jdageis neue informatie beschbaaren oistzan met eerzelfd sneheid

[ewe vragen Een van do wagen i of laparoscopisch opereren momerteel

eli is.

ups I 9TRjis =

lopereren-veiligten-tijde-van-de-covid-19-pandemic.

[vio dmarostc [Graken To [Smatohone tsedmupiex30 mnte Mueet aed

st of ve vius fom nasal swab axtact

bona er aor [Serbo based vO [TE POC teslzeliest _[Smarprone based VD [10 Nieuwe ontwireing [Fea Sensis and spec election and 1aparing of Techous Fatiogers [ips pubs ec orenconenta 2020LCD

|mocrtant fo patent management and epidemic survelence. We demonstrated a

[point.ofcae system nlerated ih a smartphone fe detecting ve vrus from

[pasa iat media, usinga panel ofequine respratoy infectious diseases asa

[motel system or corresponcing human diseasos such as COVID-13. Speciic
Jute cia secuences of fe pahogens ere apie by loop media
sctherral amplification on amicachip and delected alt end of reactions

Jy the smetohone. Pathogen-sked Norse sal seb samples were coresty

[dognosar using ou system, with afimi of defection comparable o that of the

rion lt-basest tet, polymerase. chain reaction, wih resus achieved in

minutes

OL CO004B Id Abstract

[etentaen [Fisk [770 [Could Your E-Cg Disrupt Vous Pacemaker? isdeneet 3 ctf rt

mplartaat ene sigaret
[07 Actef implaroat Over [The magnets in vaping devices might be abe fo weal havoc on hear. ips Twn Jaina asplarticle

Jpacemakers and efits, a new case repot suggests lkev=228884

[Nediche

[rupriddelen

[fio i [FOR warns of remalre EpiPen auto Teck
ctetions

Frrcetioteen Bm Even [20 Overy Vooridge acivete auto. [03 Waarschuwngirciden:

nectar

[The FOR warned patent, parents and proviers hel various EpPPen models

Jeoud malfuncion and spring their needs eary.
[Tis could happen spontaneously fcetin pressures are applied whi removing

he bl sefety release on the rear of the epinepiine automjectr. For example,

|he device cousctulehe release is forced sdeagys—such a fs person is

[poling the EoPen uth one hand and uses thei habto push of tie safety cap.

[rcistonaly, the FDA described a mecnumberof EpPens tt may have been

shipped with sight raised or losened be safely release. which may sso

Jos he rectorfoactive prematurely. The agencyrecommended tat sats

Joctvate the deviceby uling the cap stright up ule holding the EpiPen in the

Jother hana

[ups Tw fercebiotechc fecha
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[iediche

|nupracoeien

[orvidkeing iB [French str Dianose nets GE mark for nosebleed]

stopping baloon

Ferceioteon [Tom [CAV dee [20 over Ballon voor stopper

bioscnaus

[pT Nisam product [French strie hos receiveda OF rerk fo a sal ibe device desaned

fo aopy gente pressure and hat nosebleeds.

[The Strasbourg oased Dianssic pian to eventual make ts icodstopping

Josoon avaisble in hospitals throughout Europe, te U.S, Japan and China

[ater being inserted ro the nest, the company's GAVIT device expandsto
Jcoform tothe shapeof he cavity and provide ghtamountsof compression o

Jrelp sto the bleadrg, inclcing a te front or back of he away.

[cen be used fr spontaneous bieeds ar lft in place fr up fo three days in mere

serous cases. inching after operons such as sinus surgeries or hinopastes

[Hips ferechiolech commed cel rencsianp-

|dianosic-nets-ce-mark-for-noscbleed-stopping-balloon

[Fisch

technologie

iQ [FO designs BOS wide anging Ars Wusen

Jump rezal 25 Cass |

Frreoesn [Fare wisn pup [70 Greg [Recall nuusporpen en [03Waatschuwniincident
monitors

[EDS recang hnareds of thousands f= Ars HUSTON Pups and Veal Sin

Imorors ueto mutiple system faut, nluding software: and user related
sues.

|Rcooring to the FDA tha errs can fea to delays or nfemuptions in rig
fusons o urder- or ove-dosing of medication st Lnepectad ats. The agency)

Jategorized he recall as Class | is most serious following 55 reported juries

Jon ane deat

[The recal affects about 774,000 devices nthe US, distributed from as early os:

July 2004 This inches system PGs. pump moriles and patent conrled
[devices for managing pai.

ps roy fieroebioloch Cony med col 0 desi ics-

s-wide- laris-inflsion L-as-class-1

[CT eat &

[Domota

[Rio ia [FOR warns of cybersecurity risksim Bluetooth Low

[Enercy-equoped medicel devices

[FerceBiokzh [mt [Bicetooth connedtivty [07 GvergicT [Gybersecuty rk Bluetooth [03 Waarschuwngfcident [Pe FOR hl taken steps tort and Houta] ips Tw
Ti

avans:

series of cybersecurity gap relatedto Bluetooth Lou Energy communicaton that

Jc fect ceten meccal cevces such as wearabie glucose monitors and

|nun pumps as welas pacemakers, nurostimultors and hospital us asound

[macines.

[Dubbed SwesiTooth, the collection of 12 publicly avaible expos could be usec)

fo retess crash device ancistop fom functioning o accsss cental user

features. Tre agency sad ts notsweof any cere ventsried0 these

[ineraities.

Medical devices are becaming increasingly connected and connected devices

[rave inherent risks which make them vuneratleto security reaches, said

[suzanne Schertz deputy reco of the FDA device center's Office of Sategic

[Partnerships and Technology Innovate, in an agency statement ‘These.

Joeaches potentall moc tre safety and sfectveness of he device and. if not

remesie, may ead o patent harm”

|medical-devices.

[Nedische

Inupridoelen

[Crvikeing [Drog Delivery Patch Shows Promise for an

[overlooked Disease

EE Teor [oral adhesive dog delivery
Jpaen

[20 vera oral adhesive crug detvery [OF Nieuw product
pater

[FFYX Therapeutics reported postive cinical Ul esuls fora

lochesive crug delivery patch to teat oal chen pans (OLP), an infammatory
Joon characteze by lesions and uicers inside the mah.

JFvein s & muco-adhesive bo fyered patch cesigned to dalvr 2

product (such as ciobelasol)recylo wet issue surfaces. Ls

designed to adhere fo mucosal surfaces for extended perio, faklating un

rection divery of  phermaceutcal agent othe target se of action impacting)

[isease progression, whie ting celery to surrounding ares.

| mage coutesy of AFYX Therapeutics

| bioecradabledru celvery peich met the primary and mulipe secondary

Jendooins in phase 20 study in pats with oral chen planus (OLP), a chronic

|fiammatory coniton characterized by lesions and cers insice th mouth

[ips Tv dmg-delivery ms

|promise-overlooked disease:

[Riser

technologie

[orkeing 3 [FO Grants Breakthrough Designation for art

Falure Deve

[3] [Zar [Visone, [TT Actermplariaat [pene eter

delivering synchronizes

(aaphzgnate simuaton

[oT ew product [Feriand, GRbased VisGard fs developing VisOre. an Impianie system fal

delivers synchronized diaphragmatic simulation (80S) theraoy for improving

Jartiac uncton

|VisCercie hs been genied Breakthrough Dee Designation for an implantable

lechnology tore heart faire (HF).

[More specifica. the Portiand. OR based company's VisOne s & device het

[rents moderateto severe HF with reduced ection faction and preserved.
[vennculr synchrony. The system deers syncivorized diphagrate:

[stmsation (SDS) therapy.
|Greg Harts VP of Cini! and Regulatory Afar snoke with MDD! about

[VisOne and how the devi hes the paterta to make a diference in the ves of

JHE paverts

[Wo implant wo bipolar leads on the underside of the ciophvag snga
|aroscone. is minimally invasive and takes vio smal haltinch incisions tat

Jl us to lent the leads onto th diphrgm. We piacea small generstor

[subcutaneousy inthe abdomen, which detects the cada actly. then sends.

Jo smal shock tothe dishragm. Thi ust imustes = sme pton of he

[daphragm. doesnt afectbreating tal

ips Faw inadioninecon a arants breaking:

|designation-heart-Falure-device
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Imendhapies
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cheats [Fdeoacamer [70 over pepsi aarmsysioem [ov [Ferzoekers van het Lois Urfverstai Widisch Cerirum (LUNG) on Pet [itp Fran icthealll aliens/videocs

Calumet
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[mechanism
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Johalenging cuspid antomy and severe TR. Sustained TR reduction was
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[Ersieem [orvidkeing [rae [Eudamed update: Phased implementation poned

Jor European meocal deve, VD datasase

Enea 2m Eucamed [05 Sandsardsatie wet.

|regeigevngmioso
[fc Weten regelgeving _[Verbeging Eudamed [The nelementation othe European Delabess for Medcal Devices, Evcamed,

Irs been celayed by two years and the mplmentaton of the Medical Devices.

[Regulation (VR) has been delayed by ne year. The European Commission

Jha informed Emerga thal pars of Eudamadwi be made avaiebie fo users

efor the oficial Eudared dete of application in May 2022.

[Hips cmersobyul comblop 2020/05 cudned-

mplementation-planned-curopean-

ice-ivd-database

[Sree [Crvidkeing 3 [TOV SUD becomes fourth Noted Body Gesignated

lo European oR
Enea Em otto body [05 Sendsarcsatie wet.

|regeigevngios

[20 over Noted body VDs [German Noted Body TUV SUD has cbianed desinaton o sue GE Mark

Jerficates uncir th Eurcpean In-viro Diagnastic Medica Devioas Regulation

|OVDR). There are now four Noted Bodies designate to the IVD: ahead o he

[Regulations May 2022 datof application accaring to he NAND database.

[Flips Zvi cmersobyul comblog 2020/06 uy-sud-

Ibecomes-fourth-notificd-body desipnatcd-curopeanivdr

[Fimsche.

fchnciogie

[Fino [1% [VIVACs Paci Analysis Fin Increased Nrtalfy
Risk, ut No Dose Associaton: Lead Author

[Encourages Close Read

[Endovascular Tozay BET [pactesel gecoste baibmen

Jen pacitasel agrevends sierts

[70 Overg [veigheid Towers [Ear hs mont, VIVA Physisans announced Te publcatan of an anaes of

Imortaity ana, devices by Krishna ND, etal, which

fips Tevtoday convnewsivivals-paclitaxcl-analysis-finds tps fet]

| svalcbic onl shea of print n Crcuton. Th data were isa presented by

[Gary Ansel MD, ding a Ching Cross ita! session on May 25. The.

|estietors performed an nividual patientsvel de (PD) analysis of the

Jatey of pachkavekconsining devices (PTO), frter exploring the creased

Imoral signal rst dente by Konstantinos Katsanos, MD, eta in hei

[carter 2013 Joumal of the American Heart Associaton publiction. The VIVA

Jonlysis, which included 2,165 patents across ight studies wh a median ol

Ju ot years also ctf an nreased moray sk associated wih PTXD

use Howeues, itfounda weaker mrtady signa, and no drug-dose relationship
|wes estabisned, in contrastcton tothe findingsof Ksanos tafs study-evel

Janis.

nsk-bl iation-ead- o aed:

shiflmortiy-

nicture

[Fetertaen [Fo 7 [erga races FOR WTing Trent

implant fey studies

Ed Vets Goria bromet

Jirlants

[72 Netter Frpariaat [FDA var ener [FS WamsehmireceT [Te FDA esd to varing Teer To ras plat anArsTs week, Ftp Tv fiercebiotech com

|cluding Alergen fr fing safety stues

Ih ik of two implrt model the company tok of the word market ast

vee.

ming-over-recalled:rece

|studics

[otertaten [Reo 3 [FDA Updales [formation on Abergans Actors ©

[Reach Pan's shout BIOCELL Ereast plant

Recall

For EX avele BIOCELL textured

Joreast impli and tissue

expanders

[02 Netactef inplartaat _[BiA-ALCL Tove [Base on Ue curently avaiable nYarmalion lung Te newly submiied daa,

[FDS anatysis demonstrates tat tho risk of BA-ALCL wih Allergan BIOCELL

lexturd implants s epproxmetly © ties the risk of BAALCL with extured

[Implants rom cther manufacturers marketing n the US and confined

Jstouton of Allegers BIOCELL textured breast implants would key cause

Jseous, adverse healt consequences and poenialy death rom BIA-ALCL

ips Tvsfia gov Nicedsaety-

communications /fda-: llergan-vohntarily-recall-

atreile biocellextured-breastimplants-and-tissue.

[etentaten [Fisko [148 [Case Series Hins of Excess Strt Thrombosis

uring COVID-A
edscese un [cordovascule stent and

leovio-te

[02 Net oct impantaet_ [stem Fxombose. 1 Overe [7 aroup of nterveniona ordologsts rom Spain have puslished deta ona

eres of fou cases of stent fromboss (ST) n patient with COVID-18 seen at

[hei hospital The authors suggest tat these cases arerelateto rus related

|rvoercoagulebity riggering tramboe complications.

ips Fra medscape comviewarlicle/93202 Pulid=13
5910_3923& sre=WNL_mdplsnews 200612_mscpedit_¢

lard&uac=61059SR&spon=2&impl D=24172418 faf=1

[CT een &

[pomoica

[omieing [750 [RWearable Thal Fs Te Potertal1 Deal COVID: [EE] Ed [Wearables mel

Jsensoren op hud

STReTg wearable vo: [10 Wave orakelng
covip-19

[Fates and BRRDAsDiorof Research Tnvovaten, and Vertes (DRIVE)

Jbeganto develop & gal bomarker tht predicts respiratory infects.

[Pefminaryfcings have been promising showinga tong correlation between

Jol sheciding an changes in person's prysilogy. Now Empatica wile.

[sponsored to run a vaidaton af specito early detection ofCOVIDAAS.

[ps Tr inddionline conveonidTo wearable Tas
i Loovid-

197ADTRK= Infor Iq mid=13544801q ci

451604

[Fimsche.

technologie

[Fisk [i57 HRA Warning ba addedt pach! devs
IFUs in Europe.

[Vascular News Em [pacitexel gecoste balomnen

Jen pacltanel agfevende serts Fu
[20 Overg [Fie safely nota - Updete [11 Overlg [a rw fei saat noi. tho UK Medienesand Healhcare products

[Reaulatory Agency (MHRA) tals that a warning nd cincal summery section

|i oo added tothe instructionsfor use (IU) of 12 pacitaxe-<cated balons and)

Jpacitarek elting stents used nthe ealmentof peripheral atrial disease (PAD)
Jot he oer ims

Ipaclitasel-coated-device-ifus-in-curope!

[Foire dmanostca [oezing i [aa Fare researchers Beect cary Kine cancer|

ith DNA methyion screening load test

Frees [72m Gaia eat vou viosge

[detect nirkenker

[FE Degrosteche. Fiogeite est voor voege [02 Neuve

laboratorum tesen detect niekanker

[Ganga Blood esl aE Dana Farber Cancer

found hey were ablto spct some of th earlest signs of Kidney cancer, a

Ipotentely atl cease that cutenty facks 2 bros screening exam.

i early ste, th test was nearly 100% accurate st denifying people wih

ney cancer base on the blood samples, usinga combination of igh
ivoushput sequencing and analyses of DNA methyaton—te chemical process

 httags certain sequences of enatiz code vith aditcnal molecules that ater

[hei function.

1 a cient mot than other DNA-based uid biopsy tess, whic ay read

ou the ode sel fo seerch for seit talons Inked to dfrent ances.

tea, the est huni or DNA released by cancer cals nfo the loodstresn

|merked with ebnormal meltylaton patterns conperedtto DNA from heathy cells

[oh can be used as clearer evidence ofthe ciseese:

Tio Tierobiotect

iearly-kidnoy

aber:

mei hylati

[CT cheat &

|pomtica

[Orvideeing [155 [FDA cleas is rst prescription video game.

Ireaiment for ADHD.

Ferceiotosh EQ Endeavorix [07 Overg OT Shela onderdest

benandeing ADHD

2 Marktossting [Te FDA is cleared frst vdeo gamefor chicken wh atenbon defict

Ipyperactity isorder (ADH), acing Aki neractve's Endeavorto be

Jrescried as a dital therapeuiic

[Played on atouchscreen. th sofuier provides challenges and stl tt target

he brain's neural systems nes tofocus, cognitive function and multtshing 1 5

[designed to be used es part of a wir therapy regen, whch may aso include.

[mediation or educational programs o hela improve atenion im chien 810 12.

Jvears oi

Tvs I Th com/medicelyida-clearsits-

Firsi-proscription-vidco-game-trsatment-for-adhd
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[orvidkeing [75% [Supersatureted Oxygen Therooy Cleared NEU To

rest Wionmater Heart Atacis.

edgadact [Supergesaturere zuusiol

[toedinsr

[20 over CEmarina [2 Markiosating [FOL Wedel a pert of re Ase sel Group, won EU clearance Tor

[Supersatureted Oxygen (S502) Therapy System tobe usedto minmze te
Jdemage that heart atacks cause wii heart muscle

[502 ithe oly option beyond percutaneous coronary inerventen (string)
[at an hel sticken patients recover wit proved outcomes

[These cays, heart attacks aro usualy Fated by placing stds atthe ies of

Jrarrouing coronary arteries. This has become a standard of care and

|trventional cardiiogiss can accurately place stents witin minutes. Afhough
Iploo Bow restore, affected parts of the ert conte a be sarved of

Joxvgon. SuperSaturated Oxygen alow tervertionl cardiologists fo push

[voerbri levels of oxygen straight to oxygen-deprived myocardium right after

[placing a stent This helps demaged tissueto recover, leading to reduced

ips Tw medzadzelcon 2020/05 supers

loxveen-herapy-cleared-in-cu-o-treat-widowmaker-heart
Jatacks him

632121

[CT eat &

|pormoica

[Crivikeing EB [CieSignas Receives GE Mark for ECG Remote

Moritoring Patch

ECG wearable [7 Wearables. nel

Jenson op hud

CEng 2 Warktoseting [CieS gna. based in Fremont. Calfori, announced re  receed the GE Werk

for LieSignels ECG Remote Monioxing Patch. The patch, integrated wha.

remote monitoring plato, is designed asa coninuouselectrocardogranhy

|€E06) and heart ate monitor,

[The ECG Remote Moritring Patch i disposableand captures dat for uo to

vee cays. The device i Ightneight and spsch pron, Each paich features the

Joompany’s patented LC 1100 Lil Signal Processor, which operates ona coin-cell

[ptery and detects, stores, and securely ransimits patent ca to a oud-based

[plain tht is accessible by heeihcare profesonals

ips Ju medgadzel comAOR0ISTes pols

[CT eam ©

[nomics

[Fimsche.

technologie

[Crain

[Ortwikkeing

3 [ViaPatch Wins FOR Emergency Use Auborzaton

Jor Cardiac Monkoring in COVID Patients

[38c0pe 4 Cysto Disposable Oystascope Released

oy Ambu

redgadget

[medgadget

ECG wearable

Disposabie oysiosconp

[76 Wearables, incl

jsensoren op hud

[15 Scopen & camera's

[FOR emergency vee.

[esting

Nieuw procict

2 Warktossting

[oF Nieuw product

[VEaiConrect anounced Tal has recehed FOA Emergency Use fips Tur in 2020/03 alate ins
satus fo use of fs VitaPatoh to detect changes inthe QT intenof
[patents under ging dug reatrentfox COVID-19
[Hyckoxyehicroquine and choroquine. use1 teat some COVID-19 peter
Josscciated with isk of prolonged QT terval that can ead tofe-eatening

Jini. ViealPatc alow clniians o remotelyand catinuously mont

[patient aris of prolongation ue a COVID-19 reatment

[Fmbu.a Danish company. s releasinga single-use lexi cyslosoape. Used for

|vsualzation whi the bladder during diagnostic anc lerventonal procedures,
he Ambu aScope4 Cysio comesraryto go nis sterie packaging and is

[disposed of once a procedure s complete.

[There i no reprocessing involved, te devi doesn need o be repeied, anda

Jinialpracice imply needs to keep sock of the scopes fo provide relevant
Jserces. The chance o pansteting an infection betusen patents drops to

Jessentel zero

Jda- ion-for cardiac

mn 2020/03/a:

[GT ees &

[pomosica

[Griviieing [758 [Buterty TeleGudance fo Remote Usrasound

[Exams Dusing COVID Penderic:

medgadaet Tomer Echo op rstana i [oftware om op arsed

te sen maken)

stecmnieken en bein

[PT Hew product [Eutrty Network. = maker of poreble ufrasound wandsrat con ma.
Jsmerphone into compile ulrasound system, has unveiled fs Bute
[TeleGuisance that ets ust aboutanyonedo scan. The sysiem relies cna
IPhyscan, or ancthe certfed lncan,o guide the use remoszly sing

[Buttery software tks the Buy ulrasound and the smarhone fs

Jeomnecta to with acirician's computer. who may be veryfr away. Th clinician

Joan poston. move. and rotate augmented eelysignshat descrbe howto
[manpute the uasound wand whl talking othe inde! perorming the

Jexam and seeing ufiet they ae seeing.

ips ir

for-remote:
2030105]

exams during-covid:|

|bandemic. um

[iro dmgnostos [Crviiaing IE [Paper Docs Rapidly Mozsures Liam Loves 1

[Boos

ratgadget me Settot Litvum genale [7 POC teatzalit. [biosdtest [02 Weve trrapiatioche [Researchers ai Hokvaiaa Universi n Japan Fave developed a

point-of-care device wiich can measure im kwels n op of blood, The

Jdeice cold help patints wits bipolr disder keep rack of tei blood tur

eves.

Jitu carbonate i used to best boner disorder, but must be administered

[srees the concentration ange in which tre dug is therapeutically active is

[seto ts oxi range. This means that patens equi regu blood fests to

Imake sure hat hey ae not ecefing too high a coseofthe rug
[it present these blood ests need lrge loos samples and expensive equipment
fo run, and not attesting labs can perform them. To adress ts, tre Japanese

eve developed an paper bese cevie to deect hun
nthe blood, which coul be usedna doctors fice or vena home bya

patient

bins Tw 2020/03 paper device-

|capidiv-measures lithium evels-in-blood him
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eg [ive danostca [onmwikkeing [i67 [Afometed Robt Takes Swabs fo Safe Covi Ts [medgadget en [Robotom swao by COVID [10 Robotea [Ronkodiing nieuw product [oF Nieuw product [Testing peop for GOVID-19 ysialy Involves performing» oat sweb 1 Coles] ilps. ww 2020/06 automed-robol-

Testing |dagnostekafte nemen [samplefor prosessing. Clricians performing this tsk havetowera complete

[package of personal protective equipment (PPE), something tel canbe very
Juncontertabe aver long periods of tim. Marco. since amping is now widely

performed uesideofa lc faci and the weather is tng summer

femperatues in th norte hemisphere, he ciscomertfo lirica tof can be.

Jrrrouing Now, fam of cbotics engineers at the Univers of Schern

[Denk have developed a device that can automaticaly perfor throat swebs

Jiua hun clician being nthe veinty

[The robot reaches no the throat and moves a swab against he seectad sue

Jot. Once the sample is cotected tdeposis te swab no a gass or and

Jscreus is top closed.

2] [CT aaes [Onmwikaing Te [Cour 2D Eye Surgery Imaging System mogadget er [pro 7 Town product [01 Nisa pr
[Cou an augmented realty (AR) startup based i vie, Caifoma is roeaseg |ips: vray 202006 ocutr Si3deve-

[Dorota lunvelec realty Jo optthamologyvisualization sys designe fo make case fo surgeonsto [suryeory-imaging-sysiem-unveilod him

Jpeform procedures. Right new, ophthalmologcts haveto emain in constrained

Jpsitons for ong periods of ime as they work wih a mirascape, but he OR-Bot

[rom Ocuirc helps to elevate som of the miatons of eye surery by allowing
he camera f be sapere rom th standard opicel microscope, thereby giving a

Jereat deal of oodom infersof how the surgical kd can bo visualized and

[norked on

0G breathalsZerc

[Fimsche. [Ortwikeing idironc'sMined 780G wih rial Panes [medgadget [Furstnatge pancreas [20 ver CEmarierng 2 Marktoseting [Wedronwon tre EU GE Mark for 5 Mined 7806 closed oop insulin purtp |LLpS-//srii 1 {com/2020/06/medironics-

echnologie [Copabiies Cleared in EU | ht fears bot Medroric's own SmarGuard slgerifim and MD-Logie,an |minimed-780g-with-artificial-pancreas-capabilities

[gothdevelopedby Dreahed Diobeie,a smal rael im. The system. | clcaredt-in-cu btm]

|dicated t be used by patientswith tye 1 diabetes betweenages7 and 80
Jptomatcaly deivers oth basal insulin an correcting boluses every ive:

[minutes nocessary.

3 [Fimsare [Ortwieeing [155 [Primecs in 2wkents Noordwest Akar, skier [Im gezondhesiszara Zl [chiurgichs seme bri [06 Wearables el [chrrgeche simme br [10 Nieuws ortwkkaing [5 iT wigerust me oan wierofoan en wed camera's, waerander een me! cen |Hips://ft ge zomdheids org nUprimenr-in-zickens-
fechnciogie oil hept hart. en vetoes sensor op uid Joptsche zoomiens. De expertop stand kan deze camera bedienen an vrivestaliur heheholo Bitar

Jdesgewenstincise up de vorigangven de cocraie olen.De arts kan debi |
aatoperaties’

oedinen met spraakccrmanco’s Hes versio vooe net erst datdeze
[oe

| novatie werd toogepas, Noorcvest werkt envoor amen met Medroni, 660

Jans were grocist beceen op het gee van medische technologie

[Thdens de ingroep kon een technic expert van Medtronic de ats onderscunen

cen ht piastsen van een vaatprathese via de lezen

3 [Fimsche. [Orkeing 3 [E=ste Negeriandse narpatinten Koen meu ype gezondheriszors 2 rica AV [7¢ Over eure pe Tove [Be Wacrapacemaker een dreadices minpacemaer de voor het eerst n 2015 |ips Ile 0nd ory /cersie-nederiandse:

technologie raadioze mepacemaker minpacemater Jergtmplanteed i Neceriand. Viaar een kiassioke pacemaker ocr hud [hart patienten-krijgen-niemy-type<raadloze-
| de bouesberst wort d enmet tage andes

cade) wort veeboriden met ht eet, worct ce Miers.pacemate rechstecks in

Jet ort gemplantera. n die grote iekenhuizen in Nederland regen oiengs

Joo eer Nederandse hartpatsnen het rewsto type raadicze.

[minipacemaker. In het S. Antonius Zikentuisin Nieuwesgein werd tides de

|mplantatievan de Heine pacemaker gebruikcemaakt van cen immebri. Via
Jez bri ston Prof cr. Lucas Boers, in contact met een producexpertven
|Medtoric

[CT.eHeatn &

[Dorota

medsch contact[Ortwikeing [Write kan screeting borshankes verbeleren [gore [1€ Afi nteigence  [aiorime bj screening [02 Nieawe ecapiefecnniek [Een new agortme am het ico| Te an nips Trans

borstarier Joevolkingsonderzoekop cen duu efectiver en eficigntr maken. Datbetogen |njem

[ng Lakemanea. (0.2. LUNC, Erasmus NC. NK) in Genetics in Medicine. Zi

Jovlueer den ht rohenmodel onder uim 6500 wounen

artikel lateral flow-tests feilbaar-bij

medech conact[Nedische [Ortuieeing [zanderng C= markerng Bf voor

[ruprmidoelen neschermings materiaal
medische hupmddelen [20 Over [CE-marierng 2 Markiossing [Varet1 seotember moclen dle medische behave,

en voor weer een GE 5)

[merkering nbben. Sinds haf mrt was hetin geval ven nood toegestaan am

|metische hupmicdelen zonderci makeingte gebruiken en te everen, maar

Jd = bnnenkcrtveori) 20mekde nspeciie Gezonvheidszorg en Jeugd in een)

Jericht cp de igen website. De medische hupmiddelen zonder marker die

fn hus hebben, mogen na { september ook rie oer worden

Joebruikt. Wel mogen de voatraden worden bevard voor ais er veer ekcrten

Jonstaan bi cen nieuwe golfvan cov19. Zorgearbieders kunnen wel een

Jonnefing aanuragen voor speciiske medische hupmiddelen.
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[vie dmancstca [Crtwiieing ii [Them Fisher bukds S20W] coronevius est lube

manufacturing facity n 6 weeks

FRrciosn Ber [Feebehoren Caranetesten [FS Diegnostsche. [06 Econcisch means.

aboratorum teen

[Opsehalon product

Coranstesten en osbharen|
[Ta help meet re relentess demand for GOVID-18 dagiostcs, Thermo Fisher [Hips vw Trerocbion eno lier

|Seentic hes stood up a new; $40 milion manufacturing faci in i seks. |builds40m-coronavims-test-tube- clit
[The 120 000-squarefoo plant at 5 Lenexa, Kansas st vl be dedicated fo

[producing viral anspent media the combination of buffing soon and plas

es hat Keep swe samples vile nd they can be tested In the lb or the

[pose cronavus,

seeks

[etentaen [Orvikeing Tm [Boston Ses Lux-Dr Smart Implanted Anyi
Detector FDA Cleared

iedgaget [Fr implantcerbare
ratmestoornis cetecor

[02 Net ctef inplerizat_[FOA-ataing 72 Marktossting [Easton Scenic has anounced winning FOR clearancefo 5 LUX-Dx ns
[Cerin Monitor (10M) an imple tht can elect hr-ospat cardiac

Thr 2020/07boslon-scis-Tun-dx:i

rh thimia-detector-fda-cleared. hil

Jrtytnmin, such as ail rion, and he diagnosethe orig.

Te device's detection algor has tu separate componerts, one of which

Jdtects a suspect ahythia and the iver vere th fining. Once an

Jryinmia is confirmed, the wireless device sends a signal a th patients

Jerdilosist via en app ntaied on the patients phone. Having a double-checkin

Jeomponentwihi the implants brains heps to prevent fle posite alarms.

[To help cardioloiss get the mostout of the manor, anc as side bereft during
[he ongoing COVID-18 pandemic, the LUX-Dx can be re-program by the

[physician remotely to custi thythin eecton sings. Oter simier

[devices nuove patents visting tht doctors fora chang in programing fo

[pepoen.

[edict

[hupriddelen
[Griiaing [Resa NOB Face Vash & Easy Saried atgadget TE Farbriaar 168 masher 70 Overy GriwitRaIng [oT emp

195 maskor van icono:

STV and righ and Warm s Rasp Tal ave Gevaoped ar 105

face mask mado fom scone rubber, which rousabo and is casi sere
[The researchers hope thet the mast could help with the response fo he COV:

16 pendernc, es mess are in high demand and supplies are bw.

his group of researchers has developed an N95 mask that canbe easily

[terized using a variety of methoss, and sfely reused In doing so. thy made

[sure th the masks cau be produced at sale, using nection molding as the

[means ofroducton. “One ofthe key tings we recognized early on was that in

Jorderto hep mest ie demand, we needs to realy restrict ourseles to methods:

ht could scale. says Gowan Traverso, a researches nuohed in the study

We ais went to maximize the reusabily of the system, and we wate!

ystems hat couks be steed in mn diferent ways.”

ips Tr 300 Treusable-no3-face:|
aslisecaily-ste

[eterteten [Orkeing [Eavards KONECT RESILIA Aor Valea Gonaut

Wins FDA Aoprova For Bo Bentalls
iedgadaet ET [Combate van screen on

laotgrattn 1 implataat

[02 Netoctef implartaat_|FOA-etaing 2 Marktoseting [Edierds Liesciences von FDA approvel for 5 KONECT RESILA soc vabiea

Jconcut, a deice designed speciallyor perorming bc-Bertal procedures

[Typical these complex surgeries requre physicans toremove the aot oot,

he sort valve, and at east & partf th ascending aorta, and repace tem wit

Jo artcial valve and an acrtc grat tat re sewn together. The KONECT

[RESILA is essentially a prosthetic vlve and an aoc graftin a sige device,

[making t easier and faster to complete bio Bent prccediaes. tps: vss medgndger com/202007/edvardekonect=
all-procedurcs himl

[Fimsche.

chnciogie

[Oridieing [Vagus Nerve Stmietor Ges FDA Emergency OK

or Asthmatcs wih COVID

esgaoet zr [ranscutans ners vagus

Jstmutator

[70 Over [FOR-erergency oemtng [12 Marktosting [Fecple sticken win COVID-19 exit a wide range of sympfoms. Some are

Jarel ffctet while tres ser re consequences. People wih asthma are in

[prtcular danger. a5 SARS-CoV s a respiratory vius tht can make breathing
Joven more dficut. Now, te FDA hes issued sn Emergency Use Authorization fo

Ihe gammaCore Sapphire CV non invasive vagus nerve sinutor(WS)tohe)
[put asthmaticswith COVID-18 for thase suspectedof being fected) cuercome.

Jficutes breathing when drugs ae not appropriate or are insuffi.

[The gammaGore stmlstor has been approved as  esiment option for

|miteines and cluster headaches (ses flashbacks belo, bul twas ntaly
researched asaay for treating reactive anaay iseases such as asta. The

[pew Emergency Use Authorization, in a way, vadetes that research. “Resuts

rom pric pot sues tha evaluated gammaCore for the acute reaiment of

Jsthma supportus belekVS mey provide much neededreefto peers
Jao are experiencing asthma- related breaihing dFfculty, which canbe

Jartiulary debilttng in pet's wih COVID-19,' sad Peer Staats, MD, Chief
[Metical Oficerof eecrcCore. Potentayths may lead to the vagus nerve

Jtmsetor being used more widely or asthma and oes reacive aiway diseases.

tps. wow. medzadget com2020/0T vagusnerve:
fda emergency-ol-for with

wid hon!
[Fimsche.

fachnciogie

[Crieing ITIGERTRIEVER YL Cleared EU a Remove Largs]

stroke Clots

[Wedgadaet Device on ote

looedproppen te verwderen
[12 Gperate metument [CEB 2 Wartoseing [SroeTS Rani Medica his von European reauetory clearance © nioguce 15

ITIGERTRIEVER XL devic for removing large Ischemic stoke-cavsing clos fom

ncacranal vessel. The company cals ts Ine of devices sentivers 2s hese.

look and operatesimiar to stents but can reve cols out of the body.
[Cot removed ram the bran of th rst sok patient ated wih Tgeriever XL.

Jt Bochum Uniersty Hostal
|The TIGERTRIEVER XL can be used to remove clots as big as rm in diameter

Jan 53 mm in fnot, a vi standard 0.02 tel diameter microcatheter, The

JcampanysGE maried TIGERTRIEVER 12 can go info arteries as narawas |

J end thre are seniors rom Repid Metical 0 covesall vessel sizes

lbeueen the TIGER TRIEVER XL and TIGERTRIEVER, 13.

Js T202008 ieee Gr

|elcaredin-cu-to-semovearge-stroke-clots hil
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[etenteen

[orvidkeing

[Ortvikeing

[NexSiide Helos Overcome Freezeof Gain

Parkinson's

[Endologix Ako fbdominal Sent GraftforAAR
[Cleared n Evrope:

[Abdominals sor galt.

jsensoren op hud

[72 Net ctf impartaat

Nieuw product

[cETossing

[pT Nisam product

72 Marktoseting

[Fecele wih Parkins disease and some over neurlogcel dsorders cen

Jute rom a concron known as freezingof gat. For poorly understood reasons.

|niiting 2 step is ten a chalenge. Patents repota fesing of isasscciaton

Jotusen one's wil fa move and th lage no espndng accordingly. This is both

rustling end can ec ofl in mary cases.

[Wits many neurological conditons ooing the brain, by diverting attention and

using one tice, cen orks t aleviate symptoms. A new device i nc

Jovailabe thet uiizes ute visual and audio cues to help people eh

[Parkinson's and sar conditions welk cont wih every st.

[The Nexto ataches o cancs, walkers, an walking pes. A ron laser

Joeneretes a ino ahead ft users feet whi a mek rome clicks ae steady
rte. The two effects work togetnertoeffectively prod he brain to move he legs

Jutberately and without hesitation. Th green ine gves usersa target nto whieh)

lo step, hich  aueys there and vey the same, while th beat seems to

Jpehae ike a ente nudgeto ge going

[Endolog based in ve, Calforti, won clearance fhe European Union for |
[ALTO odomival Stent Grat System. The plan is tended to openup
[endovascular sot repair toa wider range of abdominal acti aneurysm (AAA)

patients. partculry those wih short and chasencing aor necks.

ideaty. the crt neck ner te stent grat rests seals quia and soci

|nmeny cases. ths is simply not so and conventional mechan sea doesn't

Jno suficenty. The ALTO features a novel polymer seal tt seals dahl even
[regulary shaped mens, and which has been shown0 keep2 sable neck.

|fametr fe years post plantation, accordingo the company.

[Hips medeadeet com 2020/08 nexsinde Tein:
lovercome-frecze-of:pait-in-parkinsons him

20200 Tones mpano:
|

tps fra smedzadget com2020/08/endologis-alto-
labdominal-stent-graft-for-ssi-cleared-in-<urope. bm!

[Fimsehe.

technologie

[Ortikkeing 0 Neuostmuation Device Reduces WihGaval

[Symptons of Kics Bom Addicted to Cpiids

dgadaet Tog ewostimustor om babies

met cpioden versleving te

Jontwennen

[70 Gverg breiding patienten groep [02 ieuve rerapienichiiok [CPiren bor to mothers addited to opiads sur hough withdrawal in he fr

ew weeks of ie. Morphin i commer used in Neanelal Intensive Care Units

|(NU) to aleve sympicrns whe the ids are weaned frm rug dependency.
[Tis typically kes two o four ueeks, a te wi the children are kept n he

INU.

[2 new lecticel device called Roo from Spark Biomedical is now undergoing

esting thet my hep shorten the weaning te to ton days or less by stimulating
he craria nerve branches on an ear he ear. The therapy it ecminiters, called

|Transcutaneous Auicuer Newostmalation (AN), reportedly motates he bran

io release endorphins that bin to opioid receptrs, and thereby reduce he

Jorn hunger for poids. This technology wes already successful tested ine

Jsnial vial on acu patients sufieing fom poi vithcrawal, so th same gente
lo-administr therapy was atempted ith neartes as wel.

This neurostenaton ging the bean ate bit of & boostof 15 own
Jendogenous opioids o perhaps reduce the needfer exogenous marprine, wich

Jb al these dangerous side effects when delvered for prolongee periods of time

nis crcl neeodeveloprentluindow: sacl Bashar Eadran. PhD. an

Jpsitant professorat Medical University of South Carolina (MUSC)

tos Fra medunduet com 2020/08 euros timulation-

vice withdrawal-symploms-of-kids-born=

laddicted-t0-opioids huni

[OT erieat &

[oormotca

[Ortvkeing Ql [Smart Tracks Levels of edation nr Bod
or Personalzed Dosing

edgadget Tog Satoh on

medicinconcenraties te

monitoren my zweet

[76 Wearables nel

[sensoren op hud

eaw product [oT ewproduct [Te watch works by stimulatingsweat ands he underlying Sin rough an

Jelecric cunt. The device can then analyze thesweatand can dent the

[electrochemical signature of specifc drugs using a votammetic sensing

terface. The resus rea me continuous measurement of tug levels.

This technology s 2 game changer and a scant sep forverdfor realizing

Jpersnaiized medicine,” sad RonaldW. Dau, another researcher miolved n tel

stu. “Emerging pharmacogenomic solutions, which alu us to select drugs

based onthe goneto makeup of indidusls. ave aFeady sho fo be useful

|mprcving the efficacyof treatments So, i combinationwh our weareble

Jsluon, which hes ust optimize th drug dosages for each ndvidual, we can

[pow rut perscnaize our approaches to pharmacotherapy.

Fins fr medzades com0P00% sara mek]

levsl-of-medicaton-in-he-body-for-persomalized-

dosing hun!

Pagina21 van 23



Bijlage 2: exceloverzicht Peilstation MedTech 2020

[vie dmancstca [fii i [FOR fogs accuracy sues wil Thermo Flirs

[COVID-19test kt an software

FRrciosn =n [Fea ki [FED Tel Corotest

aboratorum teen

[Te FDA ilagged wo sues wil Thema Fisher Sciries moecular

|dagnoste forCOVID-19that cosa ea to inaccurate resus.

|The company’s TagPaih kt was one of the frst commercial coronavirus fests

Jorante an emergency auhrization by ha agency, in mid Mrch, Since hen. hel

lest hes served a te bess or several COVID-19 tegnostics—ncuding ai-

[pome sample collection kis developer by Rutgers University and P23 Labs,

Jomong othe accays—and nas been used with validated modiications.

Iman alert to cinical laboratory taf and heathcare providers the agency poired
lo nsfcient ming of samples Inke to Inacequate vortexing and centrugaton
Jof the test RT-PCR reaction plates, which can cause also pte rasuls.

[Thermo Fisher bas update the kits ntruetons o reduce thik, alfecting the

letitsef and any associated versions

J secon issue was traced othe assays internal postive controls and the.

[oftere used fo nerpret resus on the companys Applied Biosystems

|ntuments—atich ae iso idly employed by ather FOR. authorzed
Jeoonauirs est kis.

[Te agency recommended hat ab staf promt update he devices softareto
ewer version and comple a dita uli on 5 us as vel 2s review the

Jompiicaton curves or ll posiive resus to determin whethera plata should be

rested. The FDA aiso ged routine pla evel checks fo ensure accuracy.

[Hips fv fierochiolech conned col RETgs:

laccuracy-issues-thermo-fisher-s-covid-19-test-kit-and-=
software

632121
line convivdthermol

hers-cov

[etentaen [orwikeing @= mpl

nets FDA approvalfor ladder nd bowel control

[Fa resi Mero [77 Rete mplariaat [Nieuw oplandbare sacle

neurostimultor

[oT New product [iter recening an FOA approval earer Ths week for Fs ney Eo)

rechergeatie sacral nerve smut, Medironis reported the fs rst patient hes

Jrecetved the mplart tough the Cleusnd Gc, to help eat overactive bladder
Jon fecal incontinence

[The InterStm Micro comes tothe U.S. market mors ater fs main compatior
Jterd by Axoncs Moculaton Technologies. the SNM implni—utich received

5 frst FDA approval st September —but t's designedo be about ha as small.

Js a volumeof 2.3 cubic centimeters comparedfo Aries 5.5.

ips Trew onic fos fw mddonine c

rect prov:

rox. nd-bowel e-pss-game-secral-
Ineuromodaton:bonek

Jansladder-contcl

[Fire dmarostce. [Crokeing To [FO ruvorcss rs! ook To measuring COVE

[antbody amounts.

[FerceBioezn E bepeinaven [16D E

loovin-1s festen ~~ [COVIDAS:

Depaing van B [THe FDA aicrzed 1 rst serobgy ess designed 0 estinls the numbers of

Jcoronarus antbode in person's bloodsrea, insteadof spl provinga
Jposiiveor negateresutonwhether they are present

|White sil ot known howleng COVID-19 antibodies finger folowing an

|fecton—or wha eves may be nicessary to provide prolecive immunity, and in

[atway—theso ests can be use to cent pecple wi strong immune

system response to the vis.

ip fra fiercebiolecl con medlec Idaaulionizes

irs: tests-For-measuring-covid-19-anibod -amou

[Fisch

technologie

[Ortwikeing 15 [FDA cloars WWNatals V safely montorg sensor

pate

Forcotoen [for [Smortrouch [70 Over [Sonsor die waarschant

lextage tens oediening
van V-slestofen

[02 Nieuwe trorapiehichriok [Te FDA cleared a miieurzed and disposable sensar path designed to detest

Jeary complications from IV rug fusions —nclucing potential harmful leaks of

[medication into surounding sue, such aoma misplaced reed.

avaiable for al ages, Watch's SmartTouch device tapes aver the sionteol
Jootinuousty montorfo escaping fluids underthe sin nd i designedto ale
Jeregivrs hous before they can be detected by sightor touch

|Using an optical sensar, the patch is capable of detecting fi niratons of

Jroou 2 milters or less. Watch previously developed a rger, FDAclesred

Jpeioneral 1 mono that messes a person's issue ls volume changes, and

Jtachestoa patients Iv pe

ups Tray fiercebiotech.cont lech/T-clears-

3

[Erste 3

Image byTiemey- Adobe Stock[COVID-19 Meticsl Dice Sharisges and Wht he
incushy Is Doing About

[EE] [ZT FoR ist met tskrien
Jprodcten doar OVID:15

[20 Gren [FOR st met sarten
producten door COVID-19

Tower [FOR mantams  publcl-avallee, up-to-date oof he medal device 31oriages

130 the pancemic This fistis part of FDA's cblgation uncerthe CARES Act.

Jai was signed int aw1 Mech 27

[Othe 20 products that FDA sted on Fry, eight ave categorizes tesing

[susp and equipment rine are considered personal preci ccpmen, and

vee are ventiaton efsted products.

[The tosing led shortages include: Clnical samples concentrator Transport

Jeuture medium; Strie swabs. microbiological specimen collection and vansport

devices: nstumentation for crical ltl est systems rea time nce acid

Jompiicaton systern. general purpose reagents fr i vio diagnostic tess; and

il nucleic ac storage and devi

ips fra ComEd 19/c0va-1Y:

|device-shartages-and. ndustry-doing-obout-it

[etentaten [Fisk [187 [Transcatheter cusp valve replacement Tow sk
for compications

[Cardivasausr News = [02 Net actif impartaat [miner complicates 1 Overs cuspid vahe ne seting of
[pacemaker leads wihout extcton or rereplacement can be performed safely

J lw isk of ccmplcaions, study published in JAC: Cardovaseulr

 tevertions has foun, The study, authcred by Jason H Anderson (Mayo Cn,

[Fochestr, USA) and colleagues, concludesthat banscathter vale replacement
for valve-n+vale or vaein-ing impintation fers ase atemaive to surgical
[vie repacament nthe setting of pacemaker leads:

ips fcardiovascularmows comimnscalholorricuspid-
|valve-replacement-low-risk-for-complications/

[Srsteem [Ortkeing 7 [European WDCG sets ployment aae or

[Eudamed actor registration mode
Ereao = Eucared [TE Welenrogelgeung _[1egsbati economic

operators

[05 Serndoardsats wet.

[regeigenngmiono

[Te European Wedel Device Coordinating Group (MDC) has set a depoyment
Jatofor an impartant componentof the Eudamed database for registration of ndessets-deplovmen cag! 3

Jeconomic operators. nodule

[Fetertaten [feo 63 [RE of os of Coordination n Parison s Patents

ith Deep Brain Stimulators

Fox 307T [Goes bran sumator (TT Act mplorioal _ [Coodnatersies oT depo.

hersenstanulator
[PS Wamrschamrarraden [TRUS Food and Drug Adi S¥alion would [Fe To remind parts and heal

Jere provicers aout a potential safety isk assacitec wi he use of egg bran

[timation (088)devicesforthe eatment of Parkinson's Disease. Spezia

[stents with DES cevices may experience a oss of coordination during viter-

related actives such as swimming.

7 TT TILT

mi risk] rdination-during-watcr=

elated activities parkinsons patients-deep-brain-

wlators|

[ptertaten [Fisk [fe0 [FDA In Brief. FOR Posts term Results fom
IRequred Essie Postmarket Surveilance Sil

For om [Essure [02 Ne ati impartast (ier resulsof PHS study fi overs [7% U'S. Food and Drug Adminstation (FDA posted an update wi he term

resus from the Essure Posimarket Surveilance (522 Suey. Although Essure

J na lnger being manufactured o detruled, th FDA continues ta mon he

Jstey pra of he vice fugh an FDA. required posimarket survellance:

Js.

sv, da,2087 Tachi idz-brict-(de|

|posis-intorim-rosults-required-ossure-postmarket-
sunveiliance-study
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Trea

priate: [seaing system Jeminate about $180 milion of ett fom ts balance sheet For the pest few
Ivers. Enciologix has skuggled with reguiatry issues tied to he Nelix

[Endovascular Aneurysm Seaing System Endologix hes inisted Chepter 11

Joankcuptey and has entered into an agreementwith Deere Partners ts largest

Jerr, tobe tan prte

3 [Fimsche. [orvidkeing iE [Enrolment ieted inwarsFst RCT wih slim erventona Nev. EET gic Touch PTA Sroimus. 20 Overig [RCT drug coateabaloan [11 Overig [Concest ideal bas announced be envaimentof re est patient n he FUTURE ips. //ierventionaliews con/enmlnen -iiaied in:

technologie costed balloon for belowthe knee PAD restment lcosted saloon catheter J6TK (Randomised controled bial of rst soimus costed balloon versus standard |Fuge -bik-trial/
Josten angioplasty nthe reatmentof beowhe-tnee artery disease) al The

|des patient was successful enrol on 26 August 2020 im Singapore.

3 [otertaten _[Orwikeing E [Endologix aes Chapter 11 ands Setto Go [DDT Bl Veto Ebdovascutar Anerysn|02 Net actel mpiartaat _[Fassement [06 Economsch mieavs. [57 Gong Frough bankrupicy. he nine, GA based company expected Ti PR =

init r-11-and-scl-go-priva

then tegen-tinmitus

Jremeken, ncuset evende celln. Daarmee worst het mogelik incividuele

|motelln van defen van oon patente maken, divocrbek om buiten het ichaam|

Joenecsmidseln etesten

3 [CT, Heath & [Ontwikkeing [App voor hudkanker voor! duzenden [shor == [04 Ap uidkanker sop 1 Overs [C2 stevreden or de app Skinvison en biedt deze ienst ook Komend jaar utps://svww skipr nl/nicuws/app-voor-huidkanker-

[poms Inuisartsbezoeken Joris aan voor ce eigen veczekexden Us nieuwe cies ijk dt de opp. |voorkomi-dutzenden-huisarisbezocken

Jdizenden foo’ van verdacte pekjesop dl hid heef becordesid.n de

Joveorole meerderhe vn de geval ves een bezoek een de husars niet

Ipod

[Vedsche [Oriieing [755 [Nederindse ziekenhuizen gaan cperatearval _[skor = [dsposaties [20 ver hecgeoruik dsposables [11 0veig. [Falecycir Rene on GreenCyctsaren volgande maa een proefom aval [Hips //srive <kipr ieunw/moderndse-ziokenluion
[nupridgelen hergebruiken vn de co en nen sant! oann-o ¥

beterta crculeen. Dt kan de kesln voor instumentariumFors:
[veminderen

[CT Hea [ortwkeing. 3 [Antonis Enceert bobreut-app om poibezoek = [<hr z= [bobreuk zon. [oon obec eon Tove [Een neue apo voorkor. da patenten mel bobreuken voor coro erug |Lps.//srv Skipr nl/nicuws/antonius Tanceertholbreuk:[pomtca voorkormen Imoston ar de pol van het 5t. Antonius Ziekenhuis. Met de Viel Fracture Carelpp-ome-polibeack-ie-voorkomen/

[pop kunnen patente this aan hun erstel werken

3 [Fisch [Crtwikeing ie [Uecise bioprinter print azencsne ichaamsdein [Zara CT = 0 pres SD preterroduct [30-prrter [02 Nieuwe Urerapieiciier [Oncerzoskers van de Universi Urecht en hel UNG Uh (UMC) ortakelen| HDs. //sriis_Z01e-e1-cl IUIewsIIemP6130
technologie Joen 3 printer die inne enkele minuten een deel van het menseli chasm kan
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ICT, eHealth & Domotica
Cybersecurity, zorgportalen, elektronische patiénten dossiers (EPD's), wearables (smart watch, google

glasses), exoskeletons, apps en software als medisch hulpmiddel

Implantaten

Niet-actieve: orthopedische implantaten (heup, knie), reconstructieve en cosmetische implantaten

(borstimplantaten, rimpelvullers, bekkenbodemmatjes), vasculaire implantaten (stents), implantaten voor

maag/darm/lever/alvieesklier/urinewegen. Actieve implantaten (0.a. pacemaker, neurostimulatoren,

bionisch 0og)

In-vitro diagnostica

Genetische testen, laboratorium testen, zelftest (zwangerschapstest), (continue) bloedglucosemeter,
POCT (Point-Of-Care test, gebruikt door zorgverleners), producten waar gebruikt wordt gemaakt van

een VD in combinatie met een App (mobiele telefoon) thv diagnose of monitoring, analyse apparatuur
voor diagnostiek .

Klinische technologie

Apparatuur in ziekenhuis zoals beademingsapparatuur, nierdialyseapparatuur (kunstnier),

infuusapparaten, operatierobot, MRI, rontgenapparatuur, endoscopen, bronchoscopen (beeldvormende

technieken). (elektromedische apparatuur voor behandeling of diagnose, straling), maar ook bijv. de

kunstmatige alvleesklier (is buiten lichaam voor monitoring en toedienen van medicatie), nieuwe

operatie methodes/behandelmethodes, 3D printeR (dus niet het geprinte implantaat -> implantaten)

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

Medische hulpmiddelen reiniging, dentale producten, oogheelkundige producten, zelfzorgmiddelen, thuis- en verpleegzorg

technologie, klasse 1 medische hulpmiddelen, prothese

Systeem Wet en regelgeving medische hulpmiddelen, normen, nieuwe richtlijnen.

Ontwikkeling
Risico

Product Onderwerp
naam van product (bijv. Laser of als bekend de merknaam + naam fabrikant) Wat is de belangrijkste boodschap van het bericht benoemen: in enkele kernwoorden

voorbeeld: ultrasoonproductapparaat
voorbeeld: ehealth applicatie
voorbeeld: digitale zorg

versnellen wondheling
effecten op zorg, kosten, etc.

meer innovatie in zorg door digitale zorg

01 Actief implantaat bv. pacemaker, neurostimulator

02 Niet actief implantaat bv. Heup, borst, knie

03 Prothese/exoskeleton bv. buiten lichaam zoals kunstbeen

04 App voor mobiel, tablet

05 EPD/ patiéntgegevens medische data

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

07 Overig ICT Software/hardware, etc

08 POC test/zelftest POC test = voor zorgverleners
09 Diagnostische |aboratorium testen Testen uit te voeren in ziekenhuis labs

10 Robotica Alle type robotten (chirurgisch, bloedafname, revalidatie etc)
11 Beeldvormende/bestralings technieken MRI, CT, PET, echo, bestraling van kankerpatienten
12 Operatie instrument Messen, tangen etc

13 Scopen & camera's Bv endoscopen
14 3D printer/product
15 Qogheelkundig hulpmiddel Contactlenzen, bionisch 00g, lenzen vloeistof, oogmeetapparatuur

16 Wet en regelgeving
17 Augmented/virtual reality Live beeld van de werkelijkheid waaraan elementen worden toegevoegd door een computer. Bv

anatomische structuren in de patient op de operatietafel die met een VR bril zichtbaar worden voor de

chirurg.
18 Artificial intelligence Computersysteem dat grote hoeveelheden gegevens kan verwerken en analyseren om daarmee tot een

diagnose te komen

19 Dentaal/orthodontie

20 Overig
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01 Nieuw product

Legenda Peilstation MedTech

02 Nieuwe therapie/techniek
03 Waarschuwing/incident
04 Recall Product van de markt gehaald
05 Standaardisatie, wet-/regelgeving/NoBo NoBo = Notified Bodies

06 Economisch nieuws Overname, investering, rechtszaak, dingen voor goedkopere zorg

07 Counterfeit/illegaal
Vervalste medische hulpmiddelen, medische hulpmiddelen zonder CE markering op de markt

08 Cybersecurity/hacken
09 Training/skills lab/opleiding

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

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

12 Markttoelating

Impact (intensitieten omvang)

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)

Beleids- en maatschappelijk relevant ja
nee

Binnen 10 jaar actueel ja
nee

Realiteitsgehalte en nieuwswaarde bericht van onafhankelijke bron

actueel

acuut/terugkerend risico

ernstig probleem
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