PEIIEHMUE Ne 17/16_14.03.2018
MOCKOBCKOI'O T'OPOACKOT'O HE3ABUCHMOI'O
I TUIECKOI'O KOMHUTETA

r. Mocksa «14» mapra 2018 r.

MOCKOBCKMI TOPOACKOM HE3aBUCUMBIA 3THYECKMH KOMMTET, pacCMOTPEB B XOA€ 3aceAaHus
Nel6 or 14.03.2018 r. zaspnenue BpeuieBa JIbpa BapumoBuua ot 12.03.2018 r. Ha nposeaeHHe
3THYECKOH 3KCMEPTH3Bl HEMHTEPBEHLMOHHOTO MCCE0BaHMA NpPOTOKONy «H3Mepenue abdekra
IPOTOKOJIa MY3bIKAJIBHOM TEpalliy Ha NbIXaTelbHble U OyIbOapHbie (GYHKIMH NAaLMEHTOB ¢ paHHe#d H
cpemHeil cTagueil GOKOBOTO aMHOTPO(HUECKOro CKIepo3a: CMEIIaHHbl METOA aHauWsa CepvH
CUTYALMOHHBIX HCCIEAO0BAaHUI» B HCCIESAOBATENLCKOM LEHTPE ABTOHOMHAass HEKOMMeEp4YecKas
opranuzauus «L{enTpanbHas KIMHUUecKas 60NbHALA CBATUTENS AJIEKCUs, MUTPOIIONMUTA MocKkoBCKOro,
Mockosckoii ITatprapxuu Pycckoii ITpaBociapHo# LlepkBr», ¢ y4€TOM TOTO, 9TO
paspenieHde Ha MPOBEJECHHE KIMHMYECKOIO MCC/IEJOBaHHUs JIEKApCTBEHHOTO

o A HET mpenapata ¢ ydacTMeM 4YelOBEKa B KayecTBe CyOBEKTa, HE BbIIAHO
fMe PPl YOOJTHOMOYEHHEIM OpraHoM,

/ paspelleHue Ha MPOBEJCHHUE KIMHMYECKOTO UCC/IeI0BaHKA JIEKApCTBEHHOTO
o JIA HET mpenapara ¢ Y4acTUeM 4Y€JOBEKa B  Ka4eCTBE cyOBeKTa, BBIJAHO

Vo ) 177274 YIOJIHOMOYEHHBIM OpraHoM,

{ TNPOBEACHNE KIMHAYECKOrO HMCCIENO0BAHUS JIEKAPCTBEHHOrO npenapara ¢

oJJA oHET yyacTHeM ue/lOBeKa B KaueCTBE CyOBeKTa MMEET MOIOKUTENLHOS PeLICHHUE
2?@4/{' coBeTa no 5Tiuke MUHUCTEpCTBa 3/)paBooxpaneHus Pocculickoli Oepepalnu

NPOBEACHUE KITMHUYCCKOTro MCCJIEIOBaHUS JIEKapCTBCHHOrO Ipenapara ¢

/
oJIA oHET y4acTHEM UeNoBEKA B KayecTBe CyOBEKTa He MMEET pelieHHd COBeTa Mo
/W /004 | sTHKe MEHHCTEPCTRA 3ipaBooXpanenus Poccuiickoi denepauun

IIPUHSLI PEHIEHUE

OIIOGpHTB KJIMHHYECKOC UCCIICAOBAHHUE.

0 OpobpuTh KIMHUYECKOE HCCeNoBaHUE. PellieHue BCTYNAeT B CUITY MOCIE NONyHCHHsA paspelUCHNA
HA [POBEJEHHE KIMHMYECKOTO HCCe0BaHud MHHUCTEPCTBA  3APaBOOXPaHCHUS Poccuiickoi
depepanuu.

0 VYcaoBHO 0JOOpHTH KIMHMYECKOE MCCIeoBaHHE (C PEKOMEHJAlMeld BHECTH W3MEHEHHH B
NpeACcTaBlIeHHEIE JOKYMEHTHI ¢ NOC/ENYIOLIEH Molaueh JOKyMEHTOB B MI'3K B cpok o 10 paboumx
JHel ANs nocaeAyiowel BBLIauM 3aKIIoueHus 06 0100peHIH NPOBEAECHHS UCCIIEI0BAHHS).

o Orka3aTh B OXOOPeHNH KIMHMYECKOTO HCCIeIOBaHHA (C YKa3aHMEM NPHYKH OTKa3a).

0 OrTMeHUTh WIM NPUOCTAHOBHMTH PAHEE BBHIJAHHOTO 3aK/IHOYECHHC 00 OLlOGpCHHId NpPOoBEACHHUA
KJIHHUYE€CKOr0 HCCICA0OBaHHA.

3amectuTenb npeacenarens MI'OK /XayaHoea H.B./

// /Kosane O.M./
/ 4

OteeTcTBeHHbIH cekpeTapy MI'OK
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Translated from Russian:
DECISION Ne 17/16_14.03.2018
MOSCOW MUNICIPAL INDEPENDENT
ETHICS COMMITTEE

Moscow, Russia March 14 2018

Moscow Municipal Independent Ethics Committee, having considered at the meeting on
March 14 2018 the application by Lev Vadimovich Brylev, submitted on March 12 2018, for
the ethics expertise of non-interventional research protocol “Measuring the effects of a music
therapy protocol on respiratory and bulbar functions in patients with early and mid-stage
amyotrophic lateral sclerosis: mixed methods single case study series” at the research centre
Autonomous Non-Commercial Organization «St. Alexis Central Clinical Hospital», taking into
account that:

O YES O NO | the authorization to conduct a clinical study of a medicinal
N/A product with the participation of a person as a subject, not
issued by the authorized body
O YES O NO | permission to conduct a clinical study of a medicinal product
N/A with the participation of a person as a subject, issued by the
authorized body
O YES [0 NO | the authorization to conduct a clinical trial of a drug with human
N/A participation as a subject has a positive decision from the Ethics
Board of the Ministry of Health of the Russian Federation
O YES O NO | the authorization to conduct a clinical trial of a medicinal
N/A product with human participation as a subject does not have a
decision from the Ethics Board of the Ministry of Health of the
Russian Federation

DECIDED

\W_ZI To approve the clinical research

[0 To approve the clinical research. The decision comes into force after obtaining
permission to conduct a clinical study from the Ministry of Health of the Russian
Federation.

O To conditionally approve the clinical trial (with a recommendation to amend the
submitted documents with the subsequent submission of documents to the Moscow
Municipal Independent Ethics Commitee in a time period of no more than 10 business
days for the subsequent issuance of an opinion on the approval of the clinical trial)

[0 Deny approval of a clinical trial (indicate the reasons for the denial)

O To cancel or suspend a previously issued opinion on the approval of the clinical trial

Vice Chairman of MMIEC Khachanova N.V.
Executive Secretary of MMIEC Koval O.M.



