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THE RESEARCH OF MODERN APPROACHES TO THE SYSTEM OF mHEALTH REGULATION

Morguntsov V.O.
Zaporizhzhia 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 MOJAYCY NMOBEAIHKH nop’si3ani is IHTEPHET-
KOPUCTYBAHHSAM Y XBOPUX HA 3AJIEXKHICTD BIJl ICUXOAKTUBHUX PEHOBHUH

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

Beryn. Mepexa [HTepHeT 3100y71a HACTUTBKY BUCOKUH PiBEHB 3HAYYIOCTI Y KUTTI JIFOIUHH, 110 TPAKTUIHO
HEMOXKJIMBO VSBHTH CY4acHHX TpOMaasH Oe3 KOPHCTYBaHHs IHTEpHET-pecypcamu. HeomHO3HAuHWIA BIUTUB
InTepHeTy Ha JIOUHY 1 COLIiYM B IIJIOMY BeZi€ J0 MOSBH SK HETaTHBHUX — IHTEPHET-3aNI€XKHICTh, TaK 1 TO3UTUBHUX
HacyiakiB. HapkoTudHa Ta iHTEpHET-3a]I€KHOCTI — 1€ Pi3HI (POPMHU IICUXOJIOTIYHOI 3aJIeKHOCTI 3 €JMHOIO IIJUTIO —
IiTecIpsIMOBaHe Oa)KaHHs OTPUMAaHHS TIEBHUX BITUYTTIB, 3HATTS IICHXIYHOTO HAMPYXCHHS, ITiICHIICHHS CIIPUHHSATTS
no0aueHoro, HANPHUKIAMA, IMiA 4yac meperyisiay ¢inpMmiB abo rpu B KOMI'IOTEpHi irpu. Brim, skuii came BIIIHB
KOPUCTYBaHHS Mepekelo [HTepHeT YMHUTH Ha 0ci0, 3aJeKHUX Bil MICHXOAKTHBHUX PEUOBHH, 1 UM € IeH BILIHUB
BUKITIOYHO HETATUBHUM, 200 € TIO3UTHBHUM, 3aJIAIIAETHCS HETOCIIIKCHIM.

MeTta 10cJ1iaKeHHs1 — BCTAHOBUTH OCHOBHI ayTOKypauiifHi MOAyCH MOBEIIHKY, C(OPMOBAHI ITijl BITHBOM
IHTepPHET-KOPUCTYBAHHS, Y XBOPHUX HA 3aJISKHICTh BiJl ICHXOAKTHBHUX PEYOBHH.

Marepiaa i Meroau. 3 IOTpUMAHHSIM NPUHLUIIB OI0ETUKM Ta JCOHTOJIOTII, 32 YMOBHM OTPHUMAHHS
ycBimomiieHoi iH(opManiiiHoi 3roan, Ha 6a3i KY «ObnacHuil kiiHiYHUA Hapkonoriuauii aucmancepy» 30P Oymo
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 BXKHBAIM XBOPI TAHOI TPYIH BXOIWIO Pi3HE CITIBBIAHOIICHHS
HapKOTUYHUX PEUOBHH — OIIOiH, TATIIOIMHOTEHH, IICUX0ocTUMYIsiTopu. Apyry rpymny mocmimxenus (I'/[-2) ckmanu
20 cryzmeHTiB 4 Kypcy 3amopi3bKoro Jep)KaBHOTO MEIUYHOTO YHIBEpCHUTETy Oe3 O3HaK TICHXIYHUX PO3JIaIiB;
cepeHii Bik y rpymi — 20+0,2 poku. MeToau TOCHIPKEHHS: KITTHIKO-aHAMHECTHYHHN, KITTHIKO-TICHXONATOIOTYHHH,
MICUXO/MIarHOCTHYHUM, CTATUCTHYHUA. B pamkax TCHXOMIarHOCTHYHOTO JOCIHI/PKEHHS BCIM PECHOHICHTaM
IPOBOJIMIIOCH aHKETYBAaHHS 32 JIOMIOMOTOI0 PO3pOOJIEHHX HaMH aHKET, CIPSIMOBAaHHUX Ha BUABIICHHS 0COOIHMBOCTEH
IHTEPHET-KOPUCTYBAaHHA Ta OOYMOBJIEHMX HHM EMOI[IHHMX Ta IOBENIHKOBMX peaKIili KOpHUCTyBada, a TaKOX
0COOIUBOCTEN aIUKILIA.
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