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[[ Neplexopeva Napouaciaong |

e Eloaywyn
e KaBoplopoc LatpLknC OUCKEUNC

e [eplypadn tnC TAELVOUNONC TNC CUCKEUNC

e [leplypadn tnc Stadpopnc mov akoAovbeite yLa
TNV €l0060 TNC CUCKEUNC OTNV ayopa

e [epypadn tnc SLadpopac TWV TIELPOUATWY TWV
LOTPLKWY CUCKEUWV OO EKELVOL TWV GAPUAKWV




[[ Eoaywyn 1]

e HYnnpeoia Tpodipwv kat Qapuakwv (FDA-Food and
Drug Administration) sival Evag opyaviopog Twv
Hvwpevwy MoAttewwv

e Elvol appodia yla tnv mpootacio Kol mpoaywyn tng
dnuooLac vyeiag, LECW TNC pUOULONG KOL TNG ETTOTITELOC
NG AoPAAELOC TWV TPOPLUWY, TWV TIPOLOVIWV KATIVOU,
CUUMANPWHATWY dLatpodng, dapuakwy, epBoAiwy,
LOTPLKWV CUCKEU WV, KTA




Ewcaywyn

MEDICAL DEVICES

COSMETICS




Elcaywyn

e To Kévtpo Zuokevwv kat Aktivoloykng Yyeiac (CDRH)
elvatl o kAadoc¢ tov FDA mou eival urtevBuvocg yla tnv
EYKPLON TIPLV TNV EUTTOPLKN SLABECN OAWV TWV LATPLKWV
OUOKEV WV, KBwc¢ Kot TNV eniPAedn TNC KATAOKEUNC, TLG
eMLOOOELC KL TNV AOPAAELD TWV CUCKEU WV QUTWV.

e O OpLOMOC TOU LATPOTEXVOAOYLKOU TTPOLOVTOC
nepllapBavel mpoiovta amno tnv anAn odoviofouptoa
LEXPL TILO TTOAUTTAOKEC CUOKEUEC, OTIWC OL BnUaTtodOoTEC,
KTA
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Ewcaywyn

Developing a
mobile health app?

Find out which federal laws
you heed to follow




OpPLOMOC TOU LATPOTEXVOAOYLKOU

TLEOLOVTOC

Eva 0pyavo, ouokeun, edpappoyn, emwvonon, epduTtevU, in Vitro
avTtidpaoTnPLo 1 OTLONTIOTE MOPOKOLO, CUMTEPIAAUPOAVOUEVWY
OTIOLOUSATIOTE OTOLXELOU, LEPOUC N EEOPTNLATOC TIOU:

e Elvol avayvwpLlopEVo aro TNV doppokomolia Twv Hvwpevwy
[MoALtelwy, N OTIOLOUONTIOTE MOPAPTAMATOC TOUC

e [lpoopiletal yla xprion otn dStdyvwaon vooou N ylo TtV
Bepareia, meploplopod N mpoAndn vooou otov avBpwTo n o€
aAla {wa
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OPLOMOC LATPLKIC CUOKEUNG

e 'EXel OKOTIO VA EMNPEAOCEL TN SOUN 1 KATIOL AELTOUpYLA
TOU OWATOC Tou avBpwrou N aAAwWV (wwv

e Aev 6pa HEOW XNULKWV OPACEWV EVTOC N ETIL TOU CWUATOC

Tou avBpwrou  aAlou {wou

e Aev eéaptatol amo To va petaBoAlotel yia tnv enitevén
ToU NPoPBAeTmOEVOLU OKOTIOU TOU




| To CNUAVTIKA CNUELQ

2TOV OPLOLO TNC OUOKEUNC e€atpouvtal ta mpolovia
Touv:

e EmiTUyXAVOUV TOV KUPLO OTOXO TOUG MECW XNULKAG
dpAonc LECO OTO CWHAL

e E¢aptwvtal amo 1o va HeETAPoALoTOUV yLa TNV
eTitevén Tou PaoLkov TIPOLAETTOUEVOU OKOTIOU TOUC




Ta latpoteXvoAoyka npotovia
Katataocoovtal BE Baon tnv
grukwvéduvotnral

@




[[ Katnyopia Zuoksvwv |

e OLyeviKoi EAeyyoL lval EMApPKELC YL
TNV NOPOXI EYYUNOEWV OXETLKA LLE
NV o AAELa KoL TV
QTIOTEAECUOTIKOTNTA TOUG

e MMapadeiypata: ehaotikol enidbeopol,
yavtia e€€toonc, Ko XELPOUPYLKA
gepyaAeia XELPOC




[[ Katnyopia Zuoksuwv |

[eviKO oToLXEla EAEYYOU:

e Amayopevon voBeupEVWY 1 e AavBaopEVN EMWVU LA
OUOKELWV

e Kolwvomoinon Twv amaltoEwV TPOTOU N CUOKEUN ELOEADEL
otnv ayopa (510(k))

e Edappuoyec kaAng kataokeunc (Good Manufacturing
Practices (GMPs))




[[ Katnyopia Zuokeuwv | |

[eviKO oToLXEla EAEYYOU:

e Emionuovon

e Eyypadn TWV EYKOATAOTACEWV TTAPOYWYNC
e Katnyoplomoinon tTwv TUTTwV CUOKEU WV

e Tnpnon apxeiwv

e EmLOKeUN, avTkataotaon fn enotpodn xpnUatwyv




Katnyopia Zuokgvwv Il




[[ Katnyopia Zuoksuwv I

e OLyeviKol EAeyxoL aTtO LOVOL TOUC ELVAL QVETIOPKELC yLaL VOl
eéaodpaAiloouvv TNV acPalela Kol TNV AMOTEAECHATIKOTNTA

e Onwc KkatL oL urtapyouvoec peEBodol ou eivol SLAOECLUEC
yLot vat SwoouV TLG EYYUNOELG QUTEC

e MMapadeiypata: TpodoOOTOUEVEC AVATINPLKEC KAPEKAEC,
OVTALEC EyXUONC KAL XELPOUPYLKA 0BovIa




[[ Katnyopia Zuckeuwv I |

[evika oToLXElO EAEYYOU:

e [lpotumna erntbooewv (eBvika ) deBvn mpotuna,
QVaYVWPLOMEVO o BEoTiion Kavovwy)

* JUOTAMOTO EMOMTELOC OTNV ayopQ
e Mntpwa acBsvwv

e Avamtuén kat dtadoon katevBbuvTnplwy ypopupuwyY




Katnyopia Zuokevwv Il

[eVIKA oTOLXELOL EAEYYOU:

* YXESLOOMOC EAEYXWV
® JUOTAOELG KOl AAAEC KaTAAANAEC SpaoELG

e ATQUTAOELC TTapakoAouOnong







[[ Katnyopia Zuckeuwv I |

Ou e€omALlopol autol elval onpavtkol ya tnv:

e Slatnpnon otn {wn N umtootnPELENG TN {wng

e mpoAndn tnc e€acBevnonc tng avBpwrvng vyeiac n
adlKaLloAOyNTwV KVOUVWV alcBEVELOC 1] TPAUATIOOU




Katnyopia uckeuwv Il |

e H amoattoupevn Stadkooiol EMOTNUOVIKAC EMAVEEETAONG
glval n EykpLon mpLv TNV epmoptkn Stabeon wote va
geéaodallotel OTL oL cuoKeVEC Katnyopiag Il elval aodaleic
KOl OTTOTEAECLOTIKEC

e MMapadeiypata cuockevwv katnyoptog Il mepthapfavouv
OUOKEUVEC KOLALaKNc utofondnong, kapdlaka stents,
TEXVNTA o)L, KATT.




Elodyovtag Hiot GUOKELN TNV
ayopa




Eloayovtac Hwa GUCKELN oTNV
ayopa

Mpwv TNV epmopikn 6tabeon kowvomoinon 510(k):

e [0 CUOKEUEC TTOU €lval oUoLOOTIKA LOOOUVOLUEG
(substantially equivalent (SE)) pe pwa cuokeun

uTtooTAPLENC

e O kataokevaotng evnuepwvel tov FDA 90 nuEPEC pLV TNV
£LOQYWYI TNG CUCKEUNC OTNV ayopa

e O KOTOOKELOOTNG MIPETEL VO atoOELEEL OTL N cUOKEUN Ba
elval SE




Eloayovtac Hwa GUCKELN oTNV
ayopa

Altnon €ykplong mpLv tnv epmoptkn dtabeon (Premarket
Approval Application-PMA):

e [Ipoidvta tnc katnyopiac Il
e NEoL TUTIOL CUOKEL WV
e [Iponyoupuevwe dev €xouv Bpebel SE

e Mrmopel va XpeLaoToUV TtPO-KALVLKA Kol KALVIKO dedopeva
TTOU TIPOEPYOVTAL ATTO SOKLUO(OUEVN CUOKEUN




Eloayovtac Hwa GUCKELN oTNV
ayopa

Altnon €ykplong mpLv tnv epmoptkn dtabeon (Premarket
Approval Application-PMA):

e Hdwadikaoio PMA xpnotlpormnoleiton oyt Lovo yLa
oULOKeUVEC katnyoploac I, aAAa Kat yla vea €Ldn Kot
OUOKEVEC TTOU Bp€ONKE va LNV LooSuVAHOUV OUGCLOOTLKA
LLE KATTOLOL KATNYyOopPLlal CUCGKEUNC

e Av ITPOKELTOL VIO TIPWTOTUTIO CUOKEUNC Ba XPELAOTEL Eval
armattoupevo mAaiolo amoAoylopou mplv to FDA tou

XOPNYNOEL EYKPLON YLOL TNV ayopa




Elodyovtag Hiot GUOKELT oTNV
ayopa

ArtaAAayn Twv avBpwTrloTikwyv cuokeuwv (Humanitarian
Device Exemption -HDE):

e [L0 OUOKEVEC TTOU Ba wdeArocouv TouG
aoBeveig pe omavieg maBNoELg
(< 4.000 ava €10¢)

e Haitnon ywa HDE Ba npemel
va amnodeitel to mbavo opeAoc




Eloayovtac Hwa GUCKELN oTNV
ayopa

ArtaAAayn Twv avBpwTloTKwV cuokevwv (Humanitarian
Device Exemption -HDE):

e OLOUOKEUEC Ba MPETEL VAL XPNOLLOTIOLOUVTOL ETTELTO ATTO
gykplon tou IRB (institutional review board-IRB).

e H tun tTNg cuokeung dev UMopEL va UTIEPPOLVEL TO KOOTOC
yLOL TNV EPEUVA, QVATTTUEN, KATAOKELN, Kol dlovoun)

e AnAaédn, dev uropei va untapéet meptdwpilo kEpdouc




[ AMN\OL TPOMOL YL ELCAYWYH OTNV
ayopa

MpwtokoAlo avarmtuéng npoiovtwyv (Product development
protocol PDP)

e Mo evOAAQKTLKN AUCN LE TNV OTIOLAL N EPEUVVA ULOLC
OUOKEUNC KOL N AVATTTUEN TwV avayKoilwv TAnpodopLwyv
yLOL TNV EYKPLON CUYXWVEVOVTOL OE EVOL PUBLLLOTLKO

TtAallolo




AAAOL TPOTTOL VLA ELOAYWYN OTNV
ayopa

De Novo taélvounon povormnatiou

e Mua Stadikaoia e€opBoAloylopevne avadlapBpwonc yla
OUOKEUEC Ttou €ival xapunAou kwwduvou aAla Sev eival SE

e Avutopata Ba taélvopnBouv otnv katnyopia Il

e To De Novo povomaTtL UmopEL va TIAPEL LLaL VEOL GUCKEUN
XapnAou kivdéuvou avataélvopnuevn otnv katnyopia | Ko
I, ammodevyovtac €10l Eva PM.




MPpOoCaPHOOHEVN CUOKEUN

e [lpooplleTal yla Xprion amo CUYKEKPLUEVO aoBevH) TTou
Kotovoualetol otnv popua rtopayyeAiog

e [lpoopiletal yla TIC ELOIKEC AVAYKEC TWV YLOTPWV N
obovtlatpwv (m.x. epyaleia)







lQLTPLKEC CUOKEVEC EPEVVOLG

Epappoyeg TG Epevvag
YUOKEUN KALVIKAC EPEVVOLC

SR evavtiov NSR

OpLoYOGC onpavIlkou Kivéuvou
NSR kaBoplopog

2 UVTOLLEUMEVEC QTTOLTIOELG

Epeuva anaAlaync tng cuokeunc amo IDE




[[ latPLlKEC CUOKEVEC EPEUVAC

e [lopopola e TNV TPOCEYYLON HE fAaon TNV
emktvéuvotnta tng FDA yLa tnv Katataén TS CUCKEUNG, N
FDA xpnOLUOTIOLEL Lo TTpooEyyLon He Baon tov kivbuvo
Kol yta Tn puluion tTwv KALVIKWY EPELVWV

e JYoPapoc kivduvoc (Significant risk-SR)
— umofoAn IDE
e Mn 2ZoBapoc kivbuvocg (Non-significant risk NSR)

® JUVTETUNMUEVEC ATIALTAOELG

e |IDE amaA\aocoovrtal




lTPLKEC CUOKEVEC EPEVUVOLG }]

KaBoplopocg SR evavtiov SNR

To ONUAVTLKO ONUELO OTNV MEAETN ULOIC CUCKEUNC EPEUVOLC
elval va kaBoplotel av n HEAETN EXEL CNUOVTLKO Kivouvo N
oxL

O nmpoodloplopog dev Baoiletal otnv KatatoEn Tng

OUOKEUNC, AN OTO MTWC N CUCKEUN XPNOLULOTIOLELTOL OTN
LEAETN

Mo mapadeypa, pla cuokeun katnyoptiac Il 6a pmopovos
va XpnotpomnolnOetl pe mbavo onuaviko kivbuvo




[[ laTPLKEC CUOKEVEC EPEUVALC |

KaBoplopocg SR evavtiov SNR

e O xopnyoc KAVEL TNV apxlkn a&LoAoynon tou Kivdéuvou,
aAAd n IRB emntpemnel tov npoodLoplopo

e Eadv pa peAetn moAAamAwy meploxwv kabopilel OTL Oa
NMPOKUPEL ONUAVTLKOC KivOUVOC, TOTE AUTH EVEXEL
oNUAVTLKO Kivduvo oe kaBe meploxn (epeuvntikn)

e To FDA eival 6taB€aoiuo yua tn dtafouvAeucn Kot ot
xopnyot puropouv va {NTAoouV ToV KAOoPLoUO ULOC
ouVvAVTINONG




NpooBacn o€ LN EYKEKPLUEVEC
OUOKEUEC

Apxkn/Emexktewvopevn npoofaon
Xpron EKTAKTOU aVAYKNC

Xpnon Aoyw movou

Xpnon Beparmeiog

Yuvexlopevn tpocPfacn







DOKLUEC

KowvovioTikec SLadopec o OOKLUEC

® JUOKEVUEC: "2updwvia epeuvnTwV" mou dnulovpyouvvtal
arto 1o xopnyo ava 21 CFR 812.43(c)

e Qappaka: «dAAwon tou gpguvvnt» - Goppa 1572

YuuBaon pe epevvnTikoUc opyaviopouc (Contract Research
Organizations CRO):

e OLKavoviopol Twv cUCKEVLWYV OEV TOUC adopoUV

e OLkavoviopol Twv dapudkwyv kabopilouv TNV petadopa
TWV UTToXpEwoewv otouc CRO
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