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AvTAieg lVvoouAivng — Evoei&elc tomtoBetnong

ATOMO ME ZAT1 1] HE ZAT2 OE EVIATIKOTIONLEVO GXT]a LVOOUALVOOEpaTEiag

Me >4 €VEOELG LVOOUAIVNG KOl 4 LETPTIOELG OAKYAPOU /MU
Exel kivntpo kat emBupel auotnpotepN pLOULON

Elvat dtavonTikd kot GUOLKAE LKAVOGS VoL avTATIEEEADEL OTIG ATIAULTIOELG TNG EVOPENG
KoL ouveylong tng Oeparmeiag pe avtAia

Eival amodaciopevog va dlatnpet ouyvr emtadrn pe T OepaTELTIKT] OAO



H un emiteuén twv otdywv puBuLong apd T CUPUOPPWON OTLG EVEDELG
LVOOUALVNG KOl ELOLKOTEPQL:

> YETLKEG
EVOELEELC YL

’ , = MeydAn SlakVpavon eTimédwyv YAUKOONG alatog aveEdpTnTa ot
XP1Non avTAiog o€ HbA1c

dtopa pe ZAT1 = Aotadrig SiaBritn - Very labile diabetes
K>\ LVL K(,X = JUuxVEG 00BapEG UTIOYAUKALMIES T)/KOL AVETTIYVWOTEG UTIOYAUKOLIIES

= YynAr} HbAlc

= ‘Evtovo ¢palvouevo auyrig

XOPOAKTNPLOTIKA

= YnepPBoAikn avtiotaon/evaioOnoio otnv LvoouAivn
=  MLKPOOYYELUKEG ETILTIAOKEG

= KaAdg yAuKaLuLlkog EAeyxog aAAd €dog tvoouAvoBeparteiag to omolo
ennpedleL apvnTIKE TNV otoTnTa (WG

Avthigg voovrivng, EAE



EdriBoug pe dtatapoyeg opeéng

ATopa PE GALVOUEVO QUYNG

AVT)\(EQ Atopa e Behovodopia
LVOOUALVNG —
TIAEOVEKTT LT

Eykupoouvn

Xpﬁ ongeG ABANTEG o€ avTaywVIoTIKE OTIop

Epyalduevoug pe peTaBaAAOpEVO WPApLo Epyaciag

Epyalduevoug pe LETABAANOUEVT] CWHUATIKT) OpAoTNPLOTNTA ATIO
NHEPQA OE NUEPQ

Avtieg voovrivng, EAE



Mpocappoyn tng 660G NG LVOOUAIVNG OTLG AVAYKEG TOU ATOMOU

MeyoaAUtepn eAeuBepia kal eveAi&io 0To KOONUEPLVO

AVTALEC TPOYpapp
lVO'OU)\lVT]Q } AvvaTtotnta yopriynong dtoplwtikwy ddocewv Ywpig Eveon
[MAgoveKT T

AuvvaTOTNTO ETIOUVEIANUMEVWY OOCEWYV LVOOUAIVNG yLa poynTo
XwpIG Eveon

Xprion OLaPOPETIKWY TIPOYPAUMETWY YEUUATIKWY 6OCEWV

Avthigg voovrivng, EAE



AuvaToTNTO AVOOTOANG XOPTIYNONG LVOOUAIVNG

, [MpOYypap O UTIOAOYLOMOU TG 60CNG TG LVOOUALVNG
AVTALEC

LVOOUAIVNG -

, YTIOAOYLOMOG EVEPYTIG LVOOUAIVNG
[MAgoveKT T

AuvaToTnTO YOPTIYNo”MG MIKPOOOGEWY

Avthigg voovrivng, EAE



MELOVEKTNLATA ATIO TN X P10 TNG AVTALQG

Kivouvocg
KETOEEWONG
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EVaL EEVO O
TIPOCOPTNEVO

OTO CLWMQ

H mtapouoia twv
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UTIOPEL va glval
EVOYANTLIKN

YymnAou KOGTOUG
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Avthigg voovrivng, EAE




Continuous subcutaneous insulin infusion versus multiple daily injections
in individuals with type 1 diabetes: a systematic review and meta-analysis

Khalid Benkhadra'? - Fares Alahdab? - Shrikant U. Tamhane’ -
Rozalina G. McCoy"* - Larry J. Prokop’ - Mohammad Hassan Murad >

Meta-avaAvon 25 RCT (01/2008 -11/2015 ) GTLG OTIOIEG CUMMETELYOV TIOLOLA T
EVNALKEG pe ZATa

Benkhadra K et al. Continuous subcutaneous insulin infusion versus multiple daily
injections in individuals with type 1 diabetes: a systematic review and meta-analysis.
Endocrine. 2017 Jan;55(1):77-84.



4 A meta-analysis of mean difference of HbAlc between CSIl and MDI

Group by

Comparison

Adults

Pediatrics
Overall

Study name Statistics for each study Difference in means and 95% CI
Difference Standard Lower Upper
in means error Variance limit limit ZValue p-Value

Hermanides, 2011 -1.060 0.221 0053 -1512 0608 -4.593  0.000
Bergenstal, 2010 a 0.800 0.085 0004 -0.728 472 9197  0.000 =
Peyrot, 2008 0.890 0.407 0188 .1488 0108 -1.694  0.090
Little. 2014 0.200 0.278 0076 -0.842 242 1088 0278 2
Bolli. 2009 0.100 0.235 0055 0581 0381 0425 0871 <
Hirsch. 2005 0.200 0.127 0016 0448 0048 1579  0.114 .
Hoogms, 2008 0.320 0.105 0011 -0.538 .0.124  -32.138 0.002 e
Pozzilli. 2003 1,200 1,526 2328 4291 1691 0852 0394 o
Bt 2008 -0.100 0.195 0038 0482 0282 05132 008 —— e e—
Rosenlund 2015 0.700 0.239 0115 .1384 0038 .2067 00329

0.423 0.097 0.009 D o4 0.232 4,245 0.000
Bergenstal, 2010 b -0.600 0.095 0009 0786 0414 8334  0.000 —
Theailkill. 2011 0.500 0.921 0.849 -2.20 1,308 0543 0587 )
Nabhan, 2009 0.500 0.251 0082 0991 0009 -1994  0.046
Skogsberg, 2008 0.000 0.127 0018 0249 0249  -0.000 1.000 —_——
Nubeor, 2008 0.180 0.228 0056 0623 0303 0677  0.499 4
Rabbone. 2008 0.200 0.84¢ 417 1465 1085 0310 0757 = ~d
Cohen. 2003 0520 0.501 0251 1502 0462 1037  0.300
DiMeglio, 2004 0.200 0.253 0084 0695 0295 0791 042 =
Doyle, 2004 0.800 0.480 0231 -1.742 0142 1685  0.096
Fox. 2008 0.080 0559 0312 -1175 1015 0143  0.888 = 2
Waintrob. 2003 and 2004 0.260 0.201 0091 0851 0331 0863 0388 <%
Wilson. 2005 0.250 0318 0101 0873 0373 0787  0.431 <

0318 0.098 0010 0503 0.126 3258  0.001 i o

0.371 0.089 0.005 -0.508 0.235 -5.378 0.000 -

-1.00 0.50 0.00 0.50 1.00

Favors CSII Favors MDI

Avt 1 eniopact KataoElYONKE T0G0 GE TOOLA OGO KOl GE EVIATKEG

Meioon ¢ HbAlc g acOeveic vnd CSll vs. MDI

Benkhadra K et al. Continuous subcutaneous insulin infusion versus multiple daily injections in individuals with type 1 diabetes: a systematic review and
meta-analysis. Endocrine. 2017 Jan;55(1):77-84.
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Continuous subcutaneous insulin infusion vs modern multiple
injection regimens in type 1 diabetes: an updated meta-analysis
of randomized clinical trials

Laura Pala’ - llaria Dicembrini'? - Edoardo Mannucci'?
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= Meta-avaivon RCTs CSIl évavti MDI otov coakyapwon dtafritn tumou 1
= MeAETEG OLAPKELOG TOUAGYLOTOV 12 EBOOUAOWYV

To CSll cuoyeTioTnKe e onUOVTLKY peiwon g Alc, evavtl tou MDI, ave&aptnta
QTIO TN XPNoM ELTE avOBPWTILVNG LVOOUALVNG E(TE AVOAOYWV TaYELNG OpAOoNG

Pala L, Dicembrini I, Mannucci E. Continuous subcutaneous insulin infusion vs modern multiple injection regimens in type 1 diabetes: an
updated meta-analysis of randomized clinical trials. Acta Diabetol. 2019 Sep;56(9):973-980. doi: 10.1007/s00592-019-01326-5. Epub 2019 Apr
3. PMID: 30945047.
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Severe hypoglycaemia and glycaemic control in Type 1
diabetes: meta-analysis of multiple daily insulin
injections compared with continuous subcutaneous
insulin infusion

* MeTta-avaAVoT LEAETMV TOV GLVEKPLVOY TN GLYVOTNTO TNG GoPapnc
vroyAvkonpiog kot T HbAlc

 MDI vs. CSII

* AocOeveic pe onuUavTiKO apykd T0606TO GOPaPNS VITOYAVKALLING KO ETAPKOVC
oldpkelag Oepameiac pe aviio

» RCTs ka1 ovykpitikég peiéteg (before/after studies) > 6 unveg dudpxetag o CSlI
AcOgveic pe ovyvotnta cofapmv vroyAvkapiov > 10 eneicodia /100 acOeveic-
ypovia o€ MDI

Diabet. Med. 25, 765-774 (2008)



ENUOVTIKGE UIKPOTEPO TOGOGTO GOPBapNS
vroyivkopiog otn CSIl vs. MDI

MeyoarlOtepn peimon o€ acBevelc Le GuYvOTEPEC
coPapéc vroyAvkaiuiec oe MDI kot peyokdtepn
oldpkelo otofNTn

Meyolvtepn Pertioon oty HbALC o¢
acBeveic ue vymAaotepn apywkry HbAlc ce MDI
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Linkeschova
Bruttomesso
Rudolph, Hirsch
Plotnick

A4

A 4

Cohen
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Hoogma

Overall (/% = 84.2%,
P =0.00)

v

T
0.5

Favours MDI

10
Favours CSlI

25

Rate ratio (95%) % weight

5.55 (3.57, 8.61)
10.50 (4.24, 26.01)
6.47 (3.09, 13.55)
1.29 (0.31, 5.42)
8.00 (1.84, 34.79)
5.75 (0.72, 45.97)
13.92 (6.95, 27.86)
3.44 (1,62, 7.33)
3.81 (2.49, 5.84)
2.18 (1.05, 4.52)
4.69 (0.52, 41.98)
3.62 (2.23, 5.85)
3.00 (0.62, 14.44)
2.11 (1.50, 2.96)
2.89 (1.67, 4.98)
7.07 (0.87, 57.46)
2.51 (0.67, 9.47)
2.09 (1.12, 3.92)
1.25 (0.34, 4.65)
35.41 (29.94, 57.15)
3.50 (2.04, 6.01)
2.50 (1.53, 4.08)
4.19 (2.86, 6.13)

5.84
4.66
5.11
3.34
3.26
2.19
5.23
5.07
5.87
5.13
2.04
5.75
3.04
6.03
5.60
2.17
3.58
5.40
3.61
5.75
8.61
5.73
100.00

Diabet. Med. 25, 765-774 (2008)




*  AvadpopLKkr, TTOAUKEVTPLKN LEAETN

* AocBeveic pe Stapntn tomov 1 (n = 873)

* 3 unvecg Beparmeiag pe tnv avtiia emadnc os
oUyKpLon nponyou pevn Bepareio MDI
(78,1%) 1, CSII (21,9%)

*  KUpLo KaTaANKTKO ATav N KETAPOAN TNG
HbAlc amo tnv apyLkn T 0TouC 3 UNAVEC
LETA TNV €vapén tn¢c Oeparmneiog pe aviAia
enadng

e Asvutepelovta KOTAANKTLKA onpeia: peTafoAn
™ ¢ HbAlc mpoc ota emnineda-otoyouc,
pnetaBoAn otn ocuvoAkn nuepnota 66on (TDD)
LVOOUALVNG KOl 0TI CUXVOTNTA KOL TN
coBapotnta TWV UTIOYAUKOLULKWY ETELC0SIWV

Efficacy of the Omnipod Insulin Management System on Glycemic Control in Patients With Type 1 Diabetes Previously
Treated With Multiple Daily Injections or Continuous Subcutaneous Insulin Infusion

Jennifer E. Layne, PhD1, Christopher G. Parkin, MS2, and Howard Zisser, MD1

Journal of Diabetes Science and Technology 2016, Vol. 10(5) 1130-1135

Table |. Baseline Demographic and Clinical Characteristics.

Pediatric Adolescent
(0 to <I3 (I3to<I8 Adult

years), years), (=18 years), Total,
n =204 n=110 n =559 n =873
Age (years) 89129 I53+14 390+135 290174
Female (%) 52.5 41.8 55.8 53.2
Duration of 1.9 4.2 l6.1 1.1
diabetes  (1.6-2.3) (3.3-5.0) (14.9-17.4) (10.2-12.0)
(years)®
Prior treatment (%)
MDI 90.2 83.6 72.6 78.1
CslI 9.8 16.4 274 21.9

HbAlc (%) 8.1 +1.3 85+20 8417 8416

TDD of 255+ 180 528+238 592+ 334 506+ 325
insulin,
units®




AvabpopLKr, TTOAUKEVTPLKH UEAETN

AcBeveic pe dtapntn tumou 1 (n = 873)

3 uAveg Beparmeiag pe TNV avtila emadnc os
oUyKpLon nponyou pevn Bepareio MDI
(78,1%) 1, CSII (21,9%)

KUplo KataAnKTikd ATav n HeToBoAn tng
HbAlc amo tnv apyLkn T 0TouC 3 UNAVEC
LETA TNV €vapén tn¢c Oeparmneiog pe aviAia
enadng

Agvutepelovta KATAANKTLKA onpela: peTafoAn
™ ¢ HbAlc mpoc ota emnineda-otoyouc,
pnetaBoAn otn ocuvoAkn nuepnota 66on (TDD)
LVOOUALVNG KOl 0TI CUXVOTNTA KOL TN
coBapotnta TWV UTIOYAUKOLULKWY ETELC0SIWV

Efficacy of the Omnipod Insulin Management System on Glycemic Control in Patients With Type 1 Diabetes Previously
Treated With Multiple Daily Injections or Continuous Subcutaneous Insulin Infusion

Jennifer E. Layne, PhD1, Christopher G. Parkin, MS2, and Howard Zisser, MD1

Journal of Diabetes Science and Technology 2016, Vol. 10(5) 1130-1135
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Agvutepelovta KATaAnKTka onueia: petafoln tng HbAlc npog ota enineda-otoxouc, HETOBOAR 0TN CUVOALKN
nuepnowa 86on (TDD) voouAivng kal oTtn cuxvoTNTa Kol TN coBapotnTo TwV UTTOYAUKOLULKWY ETIELOCOSLWV
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Efficacy of the Omnipod Insulin M nent System on Glycemic Control in Patients With Type 1 Diabetes Previously Treated With

Multiple Daily Injections or Continuous Subcutaneous Insulin Infusion
Jennifer E. Layne, PhD1, Christopher G. Parkin, MS2, and Howard Zisser, MD1
Journal of Diabetes Science and Technology 2016, Vol. 10(5) 1130-1135



Agvutepelovta KATaAnKTka onueia: petafoln tng HbAlc npog ota enineda-otoxouc, HETOBOAR 0TN CUVOALKN

[
nuepnota 66on (TDD) wwoouAivng Kal oTn ouXVOTNTA KoL TN 60BapOTNTA TWV UTTOYAUKOLULKWY EMELCOSIWV
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Efficacy of the Omnipod Insulin Management System on Glycemic Control in Patients With Type 1 Diabetes Previously Treated With
Multiple Daily Injections or Continuous Subcutaneous Insulin Infusion

Jennifer E. Layne, PhD1, Christopher G. Parkin, MS2, and Howard Zisser, MD1

Journal of Diabetes Science and Technology 2016, Vol. 10(5) 1130-1135
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(Multiple Daily Injection)
TEXNOAOTIA INSULIN PENS
(2YZKEYEZ) INSULIN SYRINGES

csll
(Continuous Subcutaneous Insulin Infusion)

DURABLE PUMPS PATCH PUMPS
(TUBED) (TUBELESS)

Stand Alone pumps
Hybrid systems
Closed-Loop systems

M A.MENARINI
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Mnyri: J., De Groot Leslie, and J. Larry Jameson, MD. Endocrinology: Adult and Pediatric, 2-Volume Set. Elsevier — Health Sciences Div, 2016. diagnOStiCS
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Diabetes Technol Ther. 2010 Jun;12 Suppl 1:529-32 diagnostics



e To cuoTnpa £yxuong tng
LVOOUAivNG gival
EVOWHOTWHEVO GTNV avTAia

* H avtAia mpookoAAdrtat ar’
gvBsioc oto HEpua

* AvtkaBiotato kabe 3-3,5
NUEPES




MAEOVEKTAMOTO KOLL LLELOVEKTAMOTO TWV QVTALWYV €madng ano tTnv anon Twv atopwyv pe dtafntn

diabetesresearchandclinicalpractice 187 (2022) 109858

Contents lists available at ScienceDirect

Diabetes Research and Clinical Practice

EI.SEVIER journal homepage: www.journals.elsevier.com/diabetes-research-and-clinical-practice

Advantages

Disadvantages

Patch Pumps: What are the advantages for people with diabetes?

Bernhard Kulzer »>%", Guido Freckmann ¢, Lutz Heinemann ¢, Oliver Schnell !, Rolf Hinzmann ¢,
Ralph Ziegler"

Diabetes Res Clin Pract. 2022 May;187:109858.

Tubeless, no need for an
IIS (1,12,13,52)

Reduction of problems with the IIS (e.g., occlusions, tubing
kinks, risk of getting tangled with the tube) (1,12,14,50,52)

Needle is not visible (1,3,4,17)

More freedom of movement (17,46,50,52)

PP can be attached to many parts of the body (17,18,19,21)

Discreete carrying options (1,3,17)

Automatic insertion of the needle (offered only by certain PPs) can
make application less painful (1,53)

Smaller and lighter than conventional pumps (17,21)

Ease of use, simple handling (17,21,22, 46)

Simple education and training (1,3, 21)

Technical features are often specifically tailored to the needs of special
patient groups (e.g. type 2 diabetes) (5,7,21,22)

Lower costs for certain PPs compared to conventienal pumps (1,3,5,21)

More convenient than conventional pumps when showering,
swimming, and sweating or during exercise or sex (1,3,17,18)

Accuracy of insulin delivery of some PPs is often lower than that of conventional pumps, in particular at low
basal rates (27,28,29)

Infusion site is not visible and cannot be regularly inspected; thus an infection might not be recognized
immediately (29,30)

Waste of insulin if PPs are replaced and remaining insulin is disposed of (1,32,33)

Sometimes poor ecological balance due to waste from plastic material, batteries (32,33,34,35)

Higher cost compared to MDI (3,4,9,21)




(:GlucoMen®

NMAeoveKkTROTA

e Xwpic owAnvwaon (11S)

* Meiwon twv npoBAnuatwy pe to IS (m.x. anodppatelc, cuoTpPodEC CWANVWV)

* Mn opatn BeAova

* [eploootepn eAevBepia KIVACEWV

e TomoBetnon o€ MOAAA LLEPN TOU CWUOTOC

e ALOKPLTLKNA

* Awyotepn emwduvn edpappoyn tne BeAovac

* MkpOTepEC Kol EAAPPUTEPEC ATTO TIC CUUBATLKEC AVTALEG

* EukoAia ot Xpnon, omAoc XELPLOMOC

e AmAN eknaidevon Ko KATApTLON

* 1o BOALKO OO TLC CUMBATIKEC OVTALEC KATA TO VTOUC, KOAUUTTL Kat edidpwon N katd
™ SlapKela doknong n o€

Diabetes Res Clin Pract. 2022 May;187:109858.



(:GlucoMen®

MelovekTRuata

* H akpifela yoprnynong wwooulivng oplopévwy PPs gival ocuyva xapunAotepn amo
QUTA TWV CUUPOTIKWY avTALWY, WOiw og xapnAouc Baotkouc puBbuouc

* H Bon €yxuonc dev elvat opatn kol 6ev UmopEeL va eTMBewpeLToL TAKTLKA.
EMopevwe, pa Aolpwén evogxetal va unv ovayvwplletal apeEcwE

e YMATAAN UTTOAELTTOMEVNC LVOOUALVNG AOYyw avTtikataotaong tne PPs
e OwoAoyka {nTpato Aoyw artoBAATWY Ao MAACTIKA UALKA, LITOTOPLEC

* YynAotepo k6oTOC o€ oUyKpLon pe MDI

Diabetes Res Clin Pract. 2022 May;187:109858.



Katnyoplomnolnon BACEL TpOTOU XOprynong tVOoUAivng C%g)clon(@

AobBeveic o€ IvoouAivn (Europe)

13%

= MDI*
m Patch Pumps

m Durable Pumps

* DMT1 patients, 3+ injections/day

Source: Data on File, Apr. 2021
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1n AttloAdynon - Mol va aMageL kaveic tn Beparneia MDI og CSll CGl:')gc):,on‘@

Mowotnta {wnc & kKAwikoi Adyol

OdEAN Twv avtAwwv Evavtt tnc Ospanesiac MDI

A2OENH2

KaBoAou evEGELG
(mpoKTIKOTNTOL & OLOKPLTLKOTHTA)

KotAUTE PN TMOLOTATAL (WNG
lleploootepn eAcVBepLal / eVEALELCL

lNeploocotepn EAsLOEPLA

WG TTPOG TOV XPOVO VEULATWY

Alyotepa eneLcodiLa
llEploooTeEPN EVEALELOL UTtOYAUKOLLLOG
WG ITPOG TH CWHATIKN BlGKNoN

MeyaAUtepn cuppopdpwon

XopunAdtepn HbAlc

KaAutepog EAeyxog tnG YAUKOING

EmayyeAporiog
UYELOG
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YrtoAoylopog bolus (O aAyéptﬁuog}]

AvTAia NAeKTpO-OOUWONG

H texvoloyia tou poxAou CGdg§0Men®
Avixveuon anodpaéng Y AMENARN )
A€loAoynon amodoong

KAWVIKEG LEAETEG
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YToAOYLOPOG TPOTEVOHEVNC bolus C(Bg?on@

NPOTEWOREVANOOIUST = Bolus 610pBwon¢ PR Bolus yeupotos B m

O

- /\‘

CrDay

AMENARNI
W Adhgrosics
Living your lfe
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YrnoAoylopog tne I0B G[I)gc):,on‘“’

IA — Xpovog ano tnv nponyoupevn bolus

IOB =

IA

Nopadeypa:

X Mponyoupevn bolus

IOB 816pOwon¢ (I0B amnd nponyoUpevn bolus

Sd10pOwonc)

IA: 4 wpeg

XpOvog amo tnv nponyoupevn bolus
S10pBwonc: 2 wpeg

Mponyoupevn bolus 6t6pBwong: 4,00 U

(4-2)/4x4=

8 U
4 U —
0 :
INTHIR 3 .. 5.
V| AMENARINI
diagnostics



YrnoAoylopog tne I0B GlucoMen’

Day PUMP
A
8 U
IA — Xpd : Hpevn bol Y
— Xpévo¢ and tnv nponyoupevn bolus , |

IOB = X Mponyoupevn bolus
IA 07

1. 3 UM 5 ..

A

Nopadeypa:

IOB 816pOwon¢ (I0B amnd nponyoUpevn bolus
Sd10pOwonc)

I0B yevpartog

IA: 4 wpeg

XpOvog amo tnv nponyoupevn bolus .
S16pBwoNC: 2 WPEC (4 > 2) / 4x4=
Mponyoupevn bolus §t6pbwong: 4,00 U

|OB yeUMaTOG (I0B a6 mponyoupevn bolus yevpatog)

IA: 4 wpeg
XpOvog amno tnv nponyoupevn bolus _
VElﬁuO(TOQZZ(prQ (4'2)/4)(8—4,00”
Mponyoupevn bolus yevpatog: 8,00 U
INTHIR 3 W 5
VW AMENARINI
diagnostics



YrioAoyLopdg Bolus — Napadetypa 2 CGIZI)%():/O"@

YéatavBpakec: 15 g, Tpéxovoa BG: 150 mg/dL, BG-2toxoc: 100 mg/dL, ZuvteAeotng S16pBwong: 50 mg/dL/U, Avaioyia IC: 15 g/U

Opto 816pBwonc: 120 mg/dL IA: 4 wpeg, mponyouuevn bolus 8 U, mpiv ano 3 wpeg (bolus yevpatog 4 U + bolus §16pBwong 4 U)

- |0B yebpatog = 10B 616p6.=[(4-3)/4]x4=1U

Bolus 610pOwong Bolus yeupatog

BHMA 1: Apxikn bolus 6topBwong BHMA 1: Apxikn bolus yeupotog

[Tpéxouoa BG (150) - BG-2toxo (100)] / ZuvteAeotn AlopOwong

(50)=1U YéatavOpakeg (15) / Avaloyia IC (15)=1U

BHMA 2: TeAikn bolus 6topOwong BHMA 2: TeAilkn bolus yeupatog

Apxwkn Bolus Atop#0. (1 U) - I0B Febpartog (1 U) - 10B-Atepd—{1-4)

—0U Apxwn Bolus Mevpatog (1 U) — YroAeun. I0B Aw6p6. (1U)=0U

[lpotewvopevn bolus

BHIVIA'SEOAIKN Ipotelvoevh Bolus

Mpotewvopevn bolus = TeAwkn bolus 616pOwong (0 U) + TeAwkr bolus yeupatog (0 U) =0 U

M A.MENARINI
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e YrioAoylopog bolus (O aAyopiduoc) .

[ e AvtAla NAEKTPO-OCUWONG ] .
e H texvoloyia Tou poxAou CG[5‘5§,®
e Avixveuon anodpaing ‘a@&'ﬂ,ét}"é"' ()
e A€loAoynon amodoong ‘
e KAWVIKEC LEAETEG
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Texvoloyia avtAiog NAEKTPO-OCGWGCNC

O * H npotn teyvoroyia avtAiiog nAeKkTpo-
A H,O Ag,O 2H*+2e- 4 4 4 4
e P QO B dopwong xapmMg 1600g ToyKosping
H,0 e Atvel T SuvaTOTITO Y10l LIKPOTEPT,
Ag,0O 2H*+2e" 9 A H,O J 7
— Coated silica [ e AentOTEPN & EAQPPUTEPT
membrane
4
!___ Porous Ag/Ag,0 carbon ___1
@ *  AvtMo NAEKTPO-OGUMCTC Y10 POPETEG
GUOKEVECG

Membrane \

EDL + + + + + + + +

*  Almlopo svpectreyviag

*  AB0puPn: Aev €xel Kivovueva pEpN

*  Elogpid: Bdpog avtiiog <lg

*  Xauniotepn oybs: Aettovpyel e <1V
* Am\n: ed0koAn katackevn & alomiotio

-

Fluid _>

Electric Field

EDL + + + + + + + +

Membrane




AVTAia NAEKTPO-OOMWONG: T TECOEPQA 2nUavTika OdEAn... C('E')g?on(@

1. XapnAn kotavaAwon pevpato¢ > MeyaAn SLdpkela Xpriong

(3,5 nuépec)

2. Muwpn & shadpla (< 3 yp.) 2 Avvatotnta enadng

3. AmAn dopn 2 AKpiBela KOTOLOKEUNEG & OLKOVOMLKN anodoaon

4.  AyoTEPO UNXOVLKA KVOUUEVO LEPN 2> ABOpuPn (dveon xprong)
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AvTAia NAeKTpO-OOUWONG

[ H texvoloyia tou poxAou ] Cﬁdgc):lon@
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AfLoAoynon anodoong

KAWVIKEC LEAETEG
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H texvohoyia Tou poxAoU: onpavtkd OdEAn C('tl)g?on@

1. oAU ypriyopn slocaywyn (kaBodnyolpevn amo eAatnpLo)
- Avwduvn (aveon xprionc)

2. 2xetwka apyn (un avtopatn) amoocupon NG Belovog

obnyou =2 KalAutepn swoaywyn tTovu owAnviokou (xwplc

Tuyaia petatonion/adaipeon tov cwAnviokou)

3. BeAdova o0ényoc (UkpOTEPnN) OTO EOWTEPLKO  TOU

owAnviokouv =2 KaAUtepn slocaywyn Tov cwAnviokou




TexvoAoyla

MnXOaVLIGUOC ELCAYWYNC AtcéAivn
BeAbva
Bdon

MéoTe TOV JOXAO TTPOG TNV KATEUOUVON

2TpOoPEa
TOU B€AOUG popeas

EAaTthpio

ATodAivn
BeAbva

MaAakog
OWANVioKOg
AioOnTAPOG ETTAPRS

2TPOPEQG

MaAakog
OwANVioKog



Texvoloyia

MnXOaVLIGUOC ELCAYWYNC AtcéAivn
BeAbva
Bdon

2TpoPEag

EAaTthpio

ATodAivn
BeAbva

MaAakog
OWwANVioKog
AI0ONTAPOC ETTAPAS

MaAakog
OwANVioKog
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[ GlucoMen’

* NN

@® Ortav unapyel andodppatn octov cwAnvioko (n
otn O6ilodo TG WOOUAIvNG amo TNV
OUTOKOAANTN OVTAlA TIPOC TOV OWANVIOKO),
OUOCWPEVETOL TILECN OTO ECWTEPLKO TOU
doyxelovu, pe amotéAsopa va auvfAavetratr o
XPOVOG Aewtoupyiag tNC oavitAiag nAektpo-
OoHwWonNG.

® O aAyoplOpoc tou AOYLOULIKOU TNG aVTALOG

KOTQ TIOOOV €XEL UTAPEEL UL
TUTILKA avénon otov Xpovo Asttoupylacg tng
avtAlog NAEKTPO-OCHWONG yla Eva
OUYKEKPLUEVO XPOVLKO SLaoTnua.

@® Otav To AOYLOULKO avixveUEL OTL £XEL UTTAPEEL
noAU uvynAn tAon avénong Tou XPOVOoU
AElToupylog YLt €val CUYKEKPLUEVO XPOVLKO
dlaotnua,

A.MENARINI
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Ko pnv Eexvdre. .. C(Bg)c/on@

... TOlWLEC KETOVWV ! !

YHMEIQZH: eav dlakormel n xopiynon woouAivng (m.x. Aoyw anodpaénc), dev €xete (vooUAivn pokpAag Spaong
OTOV OPYQVIOUO oaC KO, CUVETIWG, N YAUKOIN alpatoc pmopet va avénbel ypriyopa odnywvtag oe dtafntikn
keToéEwaon (DKA).
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AvTAia NAeKTpO-OOUWONG

H texvoloyia tou poxAou Cﬁdgc):lon@
Avixveuon anodppaing —_— )
[ A§LoAOynon anodoong ] X
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ALoAoynan akpifelag xopnynaong

9.7 Delivery accuracy test result

Delivery accuracy (Tested per IEC 60601-2-24)
* Basal: + 5% at rate > 0.10 U/hr
* Bolus: + 5% for all set values = 0.10 U

Accuracy test results: The following graph show the flow
accuracy curve. The measurements were made using a
Patch with a basal rate of 0.10U/hr. The overall mean
percentage flow error was -0.38%.

15000
gmm}i
H
= 50,00
k-] b\ == Mean Error(A)
g om ® Ef=——— ... Sot rate(r)
a
& =8= Ep(min)
2 50,001
S =8= Ep(max)
£ -100.00
-150.00

50 100 150 200 250 300 350 400 450 500 550 600 650 700 750

Observation window (min.)

CGlucoMen®
Dayam

To mpotumo IEC 60601-2-24 adopd TIC «ELSIKEC
QTITALTAOELS yla TNV aoPAAEL QAVTALWY €yXuong Ko
OUOKELWV pLOULONCY.

ElvoL €éva mpoTtumo ylo TG QVTALEG €yxuong Tou
opllel MpwtokoAAa yia tn dokiunl akpifelag pong,
aAa  6ev mpoodlopilet TNV Tpodlaypadn TNC
akpiBelag kat yevika B€tel pla avoxn + 5% yla tnv
akpiBela (adopd tO6co TN POCLKA LVGOUALVN 00O Kol
tnVv bolus).

AOYyw TNC apxnS Aettoupylac tTng avtAlag Hag, v n
akpiBela €yxuong eival KovomownTiky vyl tnv
e\dyLotn moootnta, Ba eival emiong LKAVOTIOLNTLKN
KoL ylo peyaAlTtepn TR omod outi (ouvenwc,
g€etaletal LOVo 0 XaUNAOTEPOC PUOUOC).
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diagnostics



9.7 Delivery accuracy test result

Delivery accuracy (Tested per IEC 60601-2-24)
* Basal: + 5% at rate > 0.10 U/hr

* Bolus: = 59% for all set values > 0.10 U

Accuracy test results: The following graph show the flow
accuracy curve. The measurements were made using a

Patch with a basal rate of Q. 10ll/br The overall mean
percentage flow error wag-0.38%.

15000
g mcuzot}l
H
< 50,00
k-] b\ == Mean Error(A)
g om ® Ef=——— ... Sot rate(r)
a
& =8= Ep(min)
2 50,001
S =8= Ep(max)
£ -100.00

-150.00
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Observation window (min.)

CGlucoMen®
Dayam

Delivery accuracy (tested per [EC 60601-2-24):
Basal: +5% atrates > 0.05 U/hr
Bolus: + 5% for amounts > 1.0 unit
+ 0.05 units for amounts < 1.0 unit

Note: The user should consider bolus dose accuracy when setting a bolus
dose. When using the lowest bolus dose allowable (0.05 units), the actual bolus
delivered may be as low as 0.00 units or as high as 0.10 units.

Accuracy test results: The following graph shows the flow accuracy of the Pod
against given time periods. The measurements were made using a Pod with a

basal rate of 0.5 pl/h (which delivers 0.05 U/h of U-100 inenlin) at 4 high operating
temperature. The overall mean percentage flow errorwa  1.40%.

\
I\
I
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MpokatapkTkn aéloAoynon anodoonc tnc AvtAiac GlucoMen Day PUMP CG[l)g?on(@

1 Selentific & | Title: Preliminary evaluation of GlucoMen® Day PUMP performance
A.MENARINI 7.0

dia gl'lDSth‘-"- Alfairs Authors: F. Lucarelli Date: 01/09/2021 Rev: 0.1

TITLE

GlucoMen’

C)/ PUMP Preliminary evaluation of GlucoMen® Day PUMP

performance

M2

lelelelelelelelelelele

PROJECT/PRODUCT

GlucoMen® Day PUMP

AUTHORS
Fausto Lucarelli, Global Scientific & Technology Affairs

DATE REVISION
01/09/2021 rev. 0.1
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Mpokatapktikn agloAoynon anodoonc tng AvtAiac GlucoMen Day PUMP C('[l)gg,on

A MENARIN Scientific & Title: Preliminary evaluation of GlucoMen® Day PUMP performance
M Technology

IagnOStlcs Affairs Authors: F. Lucarelli Date: 01/09/2021 Rev: 0.1

7 Conclusions

This preliminary in vitro evaluation of the_allowed to confirm the device to
b highly accurate in both basal rate and bolus delvery, with consistent performance,stable over

M A.MENARINI
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KAWLKEC MEeAETEC

Short Communication

Technology/Devise
Diabetes Metab ] Published online Mar 8, 2022 I I I
https://doi.org/10.4093/dmij.2021.0299

pISSN 2233-6079 - eISSN 2233-6087 DIABETES & METABOLISM JOURNAL

W) Ghackﬁul

A 4-Week, Two-Center, Open-Label, Single-Arm Study
to Evaluate the Safety and Efficacy of EOPatch in Well-
Controlled Type 1 Diabetes Mellitus

Jiyun Park’, Nammi Park?, Sangjin Han?, You-Bin Lee', Gyuri Kim', Sang-Man Jin', Woo Je Lee*, Jae Hyeon Kim"*

'Division of Endocrinology and Metabolism, Department of Medicine, Samsung Medical Center, Sungkyunkwan University School of Medicine, Seoul,
Divisions of °Clinical Affairs, *‘Hardware Development, EOFLOW Co. Ltd., Seongnam,

"Department of Internal Medicine, Asan Medical Center, University of Ulsan College of Medicine, Seoul,

*Department of Clinical Research Design and Evaluation, Samsung Advanced Institute for Health Sciences & Technology, Sungkyunkwan University, Seoul,
Korea

GlucoMen’

Dayarzs

Table 2. Glycemic outcomes before and after EOPatch usage

Variable Before After Pvalue
HbAlc, % 6.56+0.37 6.39+0.26 0.10
Glycoalbumin, % 18.43+2.89 17.5712.18 0.14
Mean fasting glucose,  145.304£30.78 135.50+14.20 0.17
mg/dL
Glucose management 6.83+1.06 6.38+0.52 0.19
indicator, %
ITIR 70-180 mg/dL, % 70.71+17.14 82.96+9.14 0.01 I
TBR <70 mg/dL, % 3.17+1.59 2.03+1.71 0.13
TBR <54 mg/dL, % 1.02+0.87 0.27+0.21 0.02
TAR >180 mg/dL, % 18.03+9.69 12.971+7.92 0.02
TAR >250 mg/dL, % 7.03+10.14 1.78+1.54 0.07

Values are presented as mean + standard deviation.
HbA ¢, glycosylated hemoglobin; TIR, time in range; TBR, time be-
low range; TAR, time above range.
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GlucoMen Day PUMP — Porj AsSopévwv C(ngon@

% GlucoL
‘Guco 0Q

web

O 2 n L

T EOCloud =< ZUCCHETTI
. 2 @ ° ) (Server) * Centro Sistemi
NARSHA APP
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Patch Pumps Benchmark - Key Competitive Advantages CG'ucoMen®

Day PUMP

Company A. Menarini Diagnostics
Product GlucoMen Day PUMP

Image
Patch Size ‘

Weight 26 g (without insulin) ‘
Use Life ‘

IP (waterproof) P48
Actuator Mechanical / Electro Osmotic
. Semi-automated
Insertion .
fast, painless
Controller also via
App
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2nueia avodpopac

CGlucoMen®
Dayarzs

Company A. Menarini Diagnostics
Product GlucoMen Day PUMP
Image
Patch Size
Weight 26 g (without insulin)
Use Life

IP (waterproof) 1P48
Reservoir (volume max) 200U
Actuator Mechanical / Electro Osmotic
Cannula (length) 4.75 mm
Infusion set angle 90°
Insertion Semi-automated insertion (fast, painless)
Bolus buttons on pump No
Controller also via App
Basal rate range 0.1-15.00U/h
Basal patterns 8 (ADM) / 20 (Narsha)
Basal segments 48/pattern
Temporary basal programs 8 (ADM) / 20 (Narsha)
Bolus range 0.1-25U
Bolus type Immediate

Extended

GlucoMen’
Dayazza

Mg

[iving your i




: : : : T : i GlucoMen’
Mot va emlégel kaveig tnv avtAia GlucoMen Day PUMP avti GAAwv avtAuwy enadrc; CD ay.

EYXPH2TH OIKONOMIKA

& AMNOAOTIKH
DOPETH

3,5 HMEPE2
2Y2KEYH EAEMXOY app

MIKPH(OTEPH)

Xpelalovtal ALlyOTEPEC e XYIKEYH EAETXOY app

avTAleg emadnc : ,
AAIABPOXH (IPX8) , , H povadikn otnv ayopa CSII
105 évavtl 122/etnoiwg = - : :
3,5 HMIEPEX L4 (ocwAnvwong & emadng)
0]

e 2Y2KEYH EAETXOY app




CGlucoMen® smart insulin
patch pump

H GlucoMen® Day PUMP
elvat pua popetn €Eutvn
OUOKEUN yLa ToV €AEyX0
TNG Xopriynong
IVOOUAIVNG

kateuBeiav amé

TO KLvNTO 0agG. |
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GlucoMen’

A
DISCLAIMER y

Ol MAnpodopleg TMOU TEPLEXOVTAL OE QUTN TNV TOPOUCLAON Elvol EUTLOTEUTIKES KOl

anoteAolyv Woloktnola tng A. Menarini Diagnostics. AmayopgeUeTal auoTnPEa OmoLadNTOTE

un e€ovolodotnuévn avilypadr, yvwaotomoinon, Stavoun 1 enikAnon Twy MEPLEXOUEVWY

QUTWV TWV MANPobOoPLWV.
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