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THE RESEARCH OF MODERN APPROACHES TO THE SYSTEM OF mHEALTH REGULATION

Morguntsov V.O.
Zaporizhzhya State Medical University

Actuality. More than 10,000 mHealth applications have been developed recently on Android and iOS
platforms. The most popular ones help the users to do fitness (47% of all mHealth applications), to follow the course
of illness and treatment (24%), to control lifestyle and stress (17%), and to track diet and nutrition (12%).

The aim of the research was to study modern approaches to the regulation of mHealth system. Systematic
and logical methods of analysis were used in the investigation.

Results of the research. In October 2015, the FDA (USA) issued a special Mobile Health Applications
Guide, which divides them into three main groups:

Group 1 contains applications that are not medical devices and, accordingly, the FDA does not regulate them.

Group 2 includes applications that may be medical products, but have a low risk for the population. For
manufacturers of such applications, it is proposed to comply with certain requirements in accordance with the quality
system of medical products.

Group 3 consists of mobile medical applications that are medical products and are obligatory subjected to
the FDA regulatory control.

Subsequently, in the United States, it was suggested to introduce into medical practice, medical applications
and mobile devices. Thus, the basic principles of their integration were determined. In the EU countries the approach
to the regulation of mHealth system is identical to the approach in the United States.

Conclusions. The further introduction of mobile applications and devices into the medical practice requires
the development of a sufficient evidence base for the safety and effectiveness of their use both in the prevention and
treatment of various diseases.

OCOBJIMBOCTI AYTOKYPAIIMHOI'O MOAYCY NOBEAIHKH nos’si3ani is IHTEPHET-
KOPUCTYBAHHSAM Y XBOPUX HA 3AJIEXKHICTD BIJJ ICUXOAKTUBHUX PEHOBHUH

Mopos /I.B.
3anopi3pKuil Iep)KaBHUI MEAMYHUN YHIBEPCUTET

Beryn. Mepexa [HTepHeT 3100y71a HACTITBKY BUCOKUH PiBEHB 3HAYYIIOCTI Y KUTTI JIFOIUHH, 110 TPAKTUIHO
HEMOXIIMBO YABHUTH Cy4acHHX TpOMalsH Oe3 KOpHCTYBaHHS IHTEpHEeT-pecypcamu. HeomHo3HauHHWH BIIIMB
InTepHeTy Ha JIOUHY 1 COLIYM B IIJIOMY BeZie J0 TOSBH K HETaTHBHUX — IHTEPHET-3aI€XKHICTh, TaK 1 TO3UTUBHUX
HacyiakiB. HapkoTudHa Ta iHTEpHET-3a]I€KHOCTI — 1€ Pi3HI (POPMHU IICUXOJIOTIYHOI 3aJIeKHOCTI 3 €JMHOIO IIJUTIO —
minecnpsMoBaHe Oa)XKaHHSA OTPUMAaHHS MIEBHUX BIAIYTTIB, 3HATTS ICUXIYHOTO HANIPY>KEHHS, MiACUICHHS CIIPUITHATTS
no0aueHoro, HANPHUKIAMA, IiA 4yac meperyisiay ¢inpMmiB abo rpu B KOMI'IOTEpHi irpu. Brim, skuii came BIIIHB
KOPHCTYBaHHS Mepexero |[HTepHeT YMHHUTh Ha 0ci0, 3aJIeKHHX BiJ NMCHXOAKTHBHUX PEYOBHH, 1 UM € Il BIUIUB
BUKJIIOYHO HETaTHBHIM, 200 € MTO3UTHBHHM, 3aIUIIAETHCSA HEAOCTIPKCHNIM.

MeTta 10cJ1iaKeHHs1 — BCTAHOBUTH OCHOBHI ayTOKypauiifHi MOAyCH MOBEIIHKY, C(OPMOBAHI ITijl BILTHBOM
IHTEPHET-KOPUCTYBAHHS, Y XBOPHX Ha 3aJIEKHICTh BiJl ICHXOAKTUBHUX PEYOBHH.

Marepiaa i Meroau. 3 IOTpUMAHHSIM NPUHLUIIB OI0ETUKM Ta JCOHTOJIOTII, 32 YMOBHM OTPHUMAHHS
ycBimomiieHoi iH(opManiiiHoi 3roau, Ha 6a3i KY «Ob6nacHuil kiiHiYHUE Hapkonoriuauii aucmancepy» 30P Oyno
obcrexkeHo 20 XBOPHX Ha IICHXIYHI Ta TOBEIIHKOBI PO3JIa/iM, BHACITIJOK MOEJHAHOTO BXKMBAHHS IICHXOAKTHBHUX
pedoBuH, cuHapoM 3anexHocti (F19.2), axi ckmanu nepury rpyny nocmimpkeHas (I'ZI-1); cepenniit Bik y rpymi —
28+0,5 pokiB. Y KOJIO IICHXOaKTHBHUX PEUOBHUH, SIKi BXKHBAIN XBOPI TAHOI TPYIH BXOIWIO Pi3HE CITIBBIAHOIICHHS
HapKOTUYHUX PEUOBUH — OIIOiH, TATIIOIMHOTEHH, IICUXocTUMYyIsiTopu. Apyry rpymny mocmimxenns (I'/[-2) ckmamu
20 cryzmeHTiB 4 Kypcy 3amopi3bKoro Jep)KaBHOTO MEIUYHOTO YHIBEpCHUTETy Oe3 O3HaK TICHXIYHHUX PO3JIaIiB;
cepeHii Bik y rpymi — 20+0,2 poku. MeToau TOCHiPKSHHS: KITIHIKO-aHAMHECTHYHHN, KITTHIKO-TICHXONATOIOTYHHH,
MICUXO/MIarHOCTHYHUHM, CTATUCTHYHHA. B pamkax TCHXOIarHOCTHYHOTO JOCIHI/PKEHHS BCIM PECHOHICHTaM
IPOBOJIMIIOCH aHKETYBAaHHS 32 JIONMOMOTOI0 PO3pOOJIEHHX HaMH aHKET, CIIPSIMOBAaHHUX HAa BUSBIICHHS 0COOIHMBOCTEH
IHTEPHET-KOPUCTYBAaHHA Ta OOYMOBJIEHMX HHM EMOI[IHHMX Ta IOBENIHKOBMX peaKIili KOpHUCTyBada, a TaKOX
0COOIMBOCTEN aIUKIIA.
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Otpumani pesyabratu. Y ['JI-1 OyB BCTaHOBIEHHMH HACTYIHUH KOHTHHYYM MOTHBALii BUKOPHCTAaHHS
Mepexi [aTeprert: efidopo-remonictrana Motuaaris (13 oci6 —xBopux (65%) ska BKa3zyBaia Ha 3/1aTHICTh MEBHOI
IHTEepHET-IIPOYKIIi TOCUTIOBATH eH(hOPHUHI Ta FeJOHICTUYHI IPOSIBY CII’IHIHHS; ayTOKYpAaL[isi COMATUYHUX MPOSIBIB
cHUHIpOMY BiaMiHH (7 XBOpUX — 35%), 1110 CBIAYHIIO TIPO 3/1aTHICTH MTEBHOI iHTEPHET-TIPOAYKII1 BiIBOIIKATHA XBOPHX
BiJl COMaTHYHHX IPOSBIB CHHIPOMY BiIMIHHM 32 paXyHOK 30CEpE/DKEHHS YBarW Ha IIEBHOMY KOHTEHTI; ITOLIYKOBa
AKTUBHICTb 3 METOI0 3a0e3MeueHHs! TICHXO0aKTUBHOK PedoBHHOIO (2 xBopux — 10%), 1aHi XBopi BUKOPUCTOBYBAIIN
[HTepHeT A HENeraapbHOTO 3100yTKY HApKOTHYHOI pedoBuHH ON-line; komyHikaTuBHa MoTHBaIlis (16 xBopux —
80%) cBigumiia Mpo HAsIBHICTh y XBOPUX MOTPEOH y MiI>KOCOOMCTICHOMY CIUIKYBaHHI, fIKa 3arOCTPIOBANAch Ha T
HapKOTUYHOTO CIT STHIHHS, 1 3AaTHICTh Mepexi [HTepHeT 00JIermuTH i peaizalliro.

B I'JI-2 inbKiCTh MOTHBAIIIH 10 IHTEpHET-KOPUCTYBaHHS 3HaYHO NepeBunryBana ['JI-1 1 Bkirovana HacTyIHi
3 HAUNOIMIMPEHIINX: MeXaHIuHUH neperysiz cailtis (9 ocid —45%); rpa y komm totepHi irpu (12 oci6 — 60%); momniar
B iHTepHeT-MarasuHax (6 oci6 — 30%); meperman Bizeompoxykuii (16 ocid — 80%); mpociryXxoByBaHHS ayzio
npoaykiii (18 oci6 — 90%); meperssia Gporo-mpoaykiii (13 ocib — 65%); neperysa apt-poaykiii (17 ocio — 85%);
O3HaHOMJICHHS 3 HAayKOBOIO iH(opMariieo 3a mpodisem HaB4aHHS Ta mo3a HUM (6 ocid — 30%); mpoXomKeHHs
oHnaitH-HaBYaHH:A (8 ocid — 40%); cHijKyBaHHS 3 IHIIMMH JIOJbMHU B pexkuMmi peanbHoro 4dacy (16 ocio — 80%);
pO3MillleHHS BIacHOI XyI0XHbBO1 (hO0TO-, apT-, Bifeo- mpoaykuii (14 ocid — 70%); po3mitnenns cenadi-mpoaykuii (9
oci0 — 45%); KOHTPOJIb BIACHOI YCIIIIHOCTI Ha caifTi yHiBepcureTy (6 ocid — 30%); orpumanHs iH(opMmamii Ta
MarepianiB Ha moptaini yHiBepcutety (4 ocobu — 20%); BUKOPHUCTOBYBaHHs HaBirauiitHux kapt (5 ocib — 25%);
3apobisiHHs rpotiei (7 ocib — 35%).

BucHoBku. [IpoBefeHe A0CHIHKEHHS JTO3BOJIMIO BCTAHOBHUTH, IO TEPETIK JTOMIHYOYHX MOTHBAIlN 10
IHTEepPHET-KOPUCTYBaHHS JOCTOBIpHO Bipi3HABCA MiX rpynamu. [Ipu neomy B I'JI-1 ayTokypauiitHUMuU 3a 3MiCTOM
BHCTYIAIH HACTYITHI MOTHBAIII] 10 IHTEPHET-KOPUCTYBAHHS: ayTOKYpallis COMATUYHUX MPOSIBIB CHHAPOMY BiAMIHH
— 3a JIOTIOMOT'OI0 BiJIBOJIIKAHHSI HA MIEBHUM 1HTEPHET-KOHTEHT Ta KOMYHIKaTHBHA MOTHUBAILif, 5K 3aci0 pecorianizanii
yepes MiABUILEHHS CITKyBaHHS.

IHOPIBHIOBAJIBHE JOCJILJIZKEHHSA CTYIIEHS BIVIMBY IMYHOBIOJIOI'TYHUX ITPEITAPATIB
HA CTAH XBOPUX APTPOITATUYHHUM IICOPIA3OM

Mopos [I.B., I'onoBkin A.B.
3anopi3pKuil IepKaBHUN MEAMYHUIN YHIBEPCUTET

Beryn. AptponatHuHmiA Ticopia3 — HAHOIIBII BaXKKa, 3 BACOKUM PHU3UKOM CMEPTHOCTI (hopma 1icopiasy, s
SIKOT XapakTepHUil 3MosiKicHUi nepedir. BuainsaioTs GpopMu po3BUTKY apTpomnaTii mpH mcopiasi, CHIIBHUM cepeq
KOXHOI € Ypa)X€HHsS OMOPHO-PYXOBOTO amapary: cyrio0iB. Ha 6a3i obmacHOro KJIiHIYHOTO IUCIAaHCEpY, MiJl
HarJA70M Kadeapu IepMaTOBEHEPOJIOTii 0YJI0 MPOBEACHO MOPIBHIOBAILHE JTOCTIKCHHS 3 METOI JOCTIIKCHHS 1
MOPIBHSHHS CTYIEHS BIUIMBY IMYHOOIOJIOTIUHHMX IIpenapaTriB Ha CTaH XBOPUX AapTONATUYHUM IIcOpia3oM i3
BEITUKOCYTII000BOIO (POPMOIO.

MarepiaJj i MeToau: B X0/i JOCTIIXKEHHS Oyl BUKOPUCTaHi iHAeKcH, Taki sk: inaekc PASI, ingekc BSA,
inpexc DLQI, ingexc HAQ-DI. [ nocnigy Oyino B3sito 40 martienTi. [Ipotsrom 3 micsmiB 20 naiieHTiB npuiimManm
npemnapat Xymipa (Vetter Pharma-Fertigung GmbH & Co) 1 pa3 y 2 TwxHi Ta 20 maiieHTiB npuidiManu mpenapar
EnGpen (Wyeth Pharmaceuticals) 2 pa3u Ha TipkaeHs. OniHka iHAeKciB Oyiia mpoBeAeHa mepes] TOYaTKOM JIIKyBaHHS
1 gepe3 3 micsiii.

Pe3yabTaTn. Y rpymi namieHTis, SKa JiKyBalachk IpenaparoM XyMipa BiIMi4annuch 3HIKEHHSI B IOPiBHSHHI
3 MOKa3HUKaMHU JI0 JTikyBaHHs: iH1ekcy PASI na 70%, innexcy BSA Ha 70%, innexcy DLQI na 40%, innexcy HAQ-
DI na 85%. lIBunkicTs pemicii — uepe3 1 Micsup JikyBaHHs. B iHIIiH rpymi, sika JiKyBanack npenaparom EHOpen
BiIMIYaJTUCh 3HIDKEHHS B TIOPIBHAHHI 3 TIOKa3HUKaMH JI0 JTiKyBaHHs: iHAekcy PASI Ha 90%, ingexcy BSA nHa 85%,
iamexcy DLQI Ha 50%, ingekcy HAQ-DI na 70%. LlIBuakicTs pemicii — gepe3 3 MicsIIi JTiKyBaHHSI.

BucHoBku: npenapat Xymipa Mae OUIBII BUpaXKeHY 10 TP apTPONATHIHOMY IIcopiasi, IIBU/AIIE HACTYIIAE
pemicis, y mopiBHsAHHI 3 npenapatoM EnGpen, nmpote EHOpen € kpamuM y BiTHOIIEHH! HOMIIMIICHHS JiKyBaHHS
IIKIPHOT'O MPOIIECY.
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