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1. BBEJIEHUE

Hacrosmee TIlonoxkenue paspaboraso s Cosera no MOHMTOPHHTY JaHHBIX
Oe3omnacHoCTH NpH AKafeMHU¥ NPOMHIAKTHYECKON MeIHITHHEL (manee - CoBer), agpec: yi.
Knoukosa, 66, 050008, r. AnMaTsi, PecnyGiika Kazaxcran, nis [POTOKOJIa UCCJIEOBAHUA
CO CIENYFOIIMM HaHMEHOBAaHHEM: «S-TeTHee KOTOpTHOe HaboaTebHoe HCeIeIOBaHMAe TIo
OIICHKE YaCTOTHI OGOCTPEHMIA, Pa3sBUTHS M IPOTPECCHPOBAHHUS PECIMPATOPHBIX CHMIITOMOB,
CHHKCHHSA TONICPAHTHOCTH K (PM3HYECKOH Harpyske, H3MEHEHHi GHOMapKepoB B KpOBH H
nokasatelied QyHKUHH JIETKUX Y KYPHIBIIMKOB, HCIOMB3YIOUMX MEKTPOHHbIE CHrapeTsl
IQOS ¢ narpeBaTeNbHBIM JEMEHTOM 10 CPZBHEHHIO C KYPHWIBIIHKAMH, HCTIONb3YIOIHMHA
0Bn1yHble curapets». Homep IMporokona: PM1.2016.001.

Honoxenne onpesensier poib u GpyHkiuu HezasucuMoro Cosera, KOTOPbIH y4pex/1eH npu
AKazneMuH NPpoPHIAKTHIECKON MEIHIUHBI, €ro COCTaB, Ha3HaYeHHE ¥ BpeMs ero 3aceaHui,
NEPUOIMYHOCTE M (pOpMAT 3acefanuii, cnocobsl nepegauyn unpopMamuu Blor CopeTa H
B3aHMOOTHOIICHHUS C APYTMMH KOMHTeTaMH. TToloxkenHe Takke yCTaHABIMBAET MPOLEYPY
AISL MMHUMU3AIMH KOH(IMKTa HHTEPEeCOB, obecnieuenne KOHGHICHIMATLHOCTH NIOTyYaeMBbIX
HAaHHBIX W obcyxknenuit Cosera. B Tlonoxennn Tarke paccMaTpHBAeTCs COAEpIKaHHE
OTKPBITHIX M 3aKPBITHIX OTUETOB, KOTOphle 6ynyT npenocrasnsthes Cosery.

2. POJIb 1 ®YHKIITHHA COBETA

Coser sBisieTcss COBEMATENBHBIM OPraHOM, KOTOPHIH NpPENOCTABISET PEKOMEHIAIHH
[naBHOMYy MccnenoBartenio M CIIOHCOPY JAHHOTO MCCIENOBAHMS. Lensio CoBeta sBnserca
obecrieueHHe HMHTEPECOB yYaCTHUKOB HCCIIE[OBAHMS, OLEHKA GE30MacHOCTH |
3} (DEKTHBHOCTH HCIO/Ib30BAHMSA MEKTPOHHBIX cHrapeT IQOS ¢ HarpeBaTe/bHBIM HIeMEHTOM,
H HaOmlioJieHWe 3a TPOBENCHHEM KOTOPTHOIO HAGMIONATENBHOTO HCCIENOBAHMS, HTOOHI
Pe3yIbTaThl HCCIIEOBaHNS MOXKHO ObLIO MHTEPHPETHPOBATh, H OHH MMETH LEHHOCTh JIIs
MEIHIIMHCKOH MPaKTHKK.

Jas peamasanuu cBoux ynkumii Coper:

a) Jlo Hayana HCClIeNOBaHHS INPOBEPHT JOKYMEHTHI, KOTOPbi HMEIOT OTHOMICHHE K
HCCIIe/IOBAHUIO: IPOTOKOJ MCCIIeOBAHMS, IUIAH CTATHCTHYECKOrO aHalu3a, MpOLexypy
MECTHOIO KOHTpOJA, (opMy HHGOPMHPOBAHHOrO COITIacCHdA, W/HIH MoGBE Ipyrue
MaTepHaibl, KOTOphIC HCHONb30BANKCh, JUIS NpeAocTaBleHMsi WHpOpManmH o6
HCCJICNOBAaHMH TOTEHLUMAJIBHBIM  YYaCTHUKAM, pEKOMEHIYeT BHECeHHe IIHOOBIX
M3MEHEHUH, KOTOpbie MOTYT GbITh BaXHBI JUI yily4lleHHs: 6e30MacHOCTH Y4aCTHHKOB,
MOIYT YIY4IIHTh JOCTOBEPHOCTh PpE3yNbTATOB MCCIEJOBAHUS WAM  YIYYIIHTH
KOH(HICHINAIBHOCTD JIAHHBIX;

b) OuennBaeT Ka4yecTBO JaHHBIX, BKIKOYAS HX OTHOTY;
¢) OuenuBaer ciydan BHIOBITHS HIH IIEPEX0/1a HA/C TPaHIHMOHHBIX CUTAPET;

d) Anammsupyer 6e30MacHOCTh NAaHHBIX, BKI0Yas HeXelaTelbHBIC ABICHHA W Cephe3HBIe
HeXeNaTe/IbHbIC ABJICHHA, OLICHUBAET HX NPHYMHHYIO CBA3b C Mcnoib3oBankeM IQOS ¢
HarpeBaTe/IbHBIM 3JIEMEHTOM, a TAKKe NPOIICAYPY UCCIIEIOBaHU;
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e) Ilpemmaraer gononnuTeBLHEG aHaM3 JaHHBIX, IPH HEOOX0MUMOCTH;

f) Yunrsisaer 3tuyeckue nocnencTaus M0G0 PeKOMeH1a1uK, KoTopas npuuata Coserom.

3. WIEHCTBO B COBETE

Ynenst CoBera HasHauaioTcs IJ1aBHBIM Hccnenopatenem. Ilocne HasHayeHHS wireHED
CoBera He MOryr GHITH HCKTIOYEHBI M3 COCTaBa Cosera, xpoMe ciydaeB, Korma JHIO
CHCTCMATHY€CKH OTCYTCTBYET Ha 3acelaHMAX, BOSHHKHOBEHMS CYLIECTBEHHOTO KOH(INKTa
HHTEpecoB, uim korja Ipencenarens Cosera ycranoBuT, 4TO YYacTHHK HE MOJKET BHECTH
KOHCTPYKTHBHBIH BKJIaJ B oGCyX/IeHHe B BHDPaGOTKy PeKoMeHIanmii. B mocnexHem ciyyae
Ilpencenarens CoBera momken yBenoMuts ['naBHoro Wccnenomartens o HEeODXOIUMOCTH
HCKIIIOYeHHs nria u3 coctaBa CoBera.

3.1 Cnucox uiaenor Cosera

Cogert no JaHHOMY HCCIICJOBAHHIO COCTOMUT M3 CICAYIOUIHX IISITH YJIEHOB:

1) Tpencenatens Cosera: AkKymuc Tenedon: +7-701-888-55-80
Canxanoa, MD, PhD, Turmena =
O6mecTBeHHOE 310pOBbE

2) Anexcangp TI'ynses, MD, PhD, Tenedon: +7701-314-63-90
Komumirseckas ®apmaxonorns OnexrpoHHas noyra: akin@mail.ru

3) Amums Cynues, PhD, Dnuaemuonorus, Tenedon:: +7-777-772-78-12
buocratncTHka

JnexTponHas noyra: salkhanova@mail.ru

DNIEeKTpOHHAS nmoyra:
adil.supiev@gmail.com

4) Omxac llynemGaes, MD, Menumuua Tenedon: +7-775-704-7007
nexTponHas noyra: s.olja85@gmail.com
5) Mamk Kysrraes, MD, PhD, Memmmmna | Tesnedon: +7-701-206-0485

DIeKTpOHHAs 10YTa:

malik.kultayev@gmail.com

[lpeacenatens u3bupaerca wieHamMu CoBETa M IOIDKEH Y4acCTBOBaTh BO BCeX 3aCe/IaHHIX
Cosera.

CTaTHCTHKOM HCCIeIOBaHHSA ABIAETCS r-xkea Iyis CapnibaeBa, koTOpas Kypupyer BOIIpOC
noaroroBkd otuéroB ans Cosera, ydacTByeT B 3aceqaHMAX, obcyxnennsx Cosera,
PasbACHAET BOIIPOCE], KOTOPbIe MOI'YT BO3HHKEYTH y wieHoB CoBeTa OTHOCHTEILHO OTYETA.

I'naBnwiii Hccnenosarens fo/pken yuacTBOBaTH B OTKpPBITHIX 3acesiaHusix Cosera. MHbie
WICHBl KOMaHIBI M3 YHCIa MecHekMeHta MccrnenopaHus, BKIOYas OPHIHYECKOrO
COBETHHKA, YHaCTBYIOT B OTKPLITOM 3acelaHHH, IIPH BO3HHKHOBEHUH TaKoi HEOGXO0qMMOCTH.
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3.2 Kongpauxt unrepecos

B coctas CoBera 1o/kHBL BXOTHTS TONBKO HIA 63 SBHOTO 1 CYIECTBEHHOI'0 KOH(IHKTa
uHTepecoB. Cienyronue 06CToSTENBCTBA SBISIOTCS OCHOBOIOJIAT aIOLLUMH [PUHIHIIAMH TIPH
ONpe/ieNleHi! KOH(IIMKTa HHTEPecOB: YYaCTHHKM cocTaBa COBETA He JOIDKHBI MMETh KAKHX-
TGO NpeATIOYTeHAH OTHOCHTEHHOTO TOr0, ITOOE! PE3YNBTATHl HCCIIEI0BAHNA OLLIH B TOM
WM MHOM HalpaBNeHMH, y4acTHHKH CoBeTa He JOJDKHBI HMETh KaKoi-THGO BO3MOKHOCTH
BIIMATE Ha MPOBEJICHHE HCCHIeOBaHH » KpoMe TOH BOSMOXHOCTH, KOTOpasd IpeocTaBlIeHa UM
B paMKax y4acTHs B kayecTBe uieHa Cosera.

Jluno He Moxer maxommrcs B coctaBe COBETa NPH HANHYHH OIHOrO W3 CHEYIOLIAX
KOH(JIMKTOB HHTEPECOB:

a) Hammume TpymoBeIX oTHOmeHwii  co CIIOHCOPOM  JIaHHOTO  HCCJIeJIOBAHMS,
NIPOM3BOAMTENIEM JII00OT0 MPOXYKTa, KOTODBIA HCCleayercs WM KOTOPBIH siBIsIeTCS
KOHKYPHPYIOIIMM ITPOAYKTOM; HITH

b) Buajenue akumsamu B KOMIAHHAX, POAYKIHS KOTOPBIX OLEHHBACTCH KIHHAYECKHMHU
HCCIICIOBAHUAMH HIIH KOTOpBIE HMEIOT KOHKYPHpYIOIIHE NPOAYKTHI C TEMH, KOTOpBIC
msyvatorcs. MckimoyeHHe M3 JAHHOTO NPaBHIA COCTABISIOT JHBepCUPHIHPOBaHHEIC
MHBECTHIMOHHBIE (POH/IBI, KOTOPhIE HE CTCHUATH3HPYIOTCS HA MeHIMHCKIX NPOAYKTax
H B KOTOpBIX y4acTHHK CoBeTa He HMeeT KOHTpOIb; HITH

) 3aHMMAan pyKOBOASALIYIO POJIh TIpH Hay4HOH pa3paboTke NpoyKTa, KOTOPHIH HCClexyeTcs
B paMKaX JaHHOI'0 MCCJIe/I0BaHHUs; WIH

d) TloTeHuMaNbHO MOXET OKas3hiBaTh IKJIMHHYECKYI0 [OMOIb  JUIS YYaCTHHKOB
HCCIIeIOBaHUA; HITH

€) VYyactByeT B Ka4ecTBe CyOBEKTa B MCC/IEJOBAHMH, WIH MMEeT GIU3KOro POACTBEHHHKA
HIIH JIpyra, KOTOPBIi YYaCTBYeT B Ka4ecTBe CyOheKTa B HCCIIeJOBAHUH, HITH

f) TorenumansHo MoXeT 06NazaTh paspelIHTENBHBIME byHKIMSMH 108 MCClIeyeMbix
HPOIYKTOB.

BHOBb BO3HMKIIME OOCTOATENHCTBA, KOTOphE NOTEHIMAABHO MOTYT TPHBECTH K
KOHQIIMKTY HMHTEpecoB, JOKHBI COOBIIAThCA ©KeroiHo. W3BelieHHE IOKHO GBITH
HaNpagIeHo PYKOBOACTBY MCCIIC/IOBAHHS U PYKOBOJCTBO HCCIISI0OBAHHUS IPHHUMAET PElLieHHe
OTHOCHTCNIBHO YPOBHS H CYIECTBEHHOCTH KoH(uukTa. IToTenmmansnbii KoH(IMKT
HHTEPECOB, KOTOPbIH HE IPHBOJHT K HCKIIOUERHIO W3 cocTaBa CoBeTa, JIOMKeH GhITh pacKphIT
apyrum wieHam Cosera.

Ipencenatens u wiens: CoBeTa NOMKHBI 3aN0MHATL DOPMY OTHOCHTEIHHO KOH(IIMKTa
HHTEPECOB ¥ BEPHYTh PYKOBOJCTBY HCCIICAOBaHHUA.

3.3 OcBoboxkAEHHE 0T OTBETCTBEeHHOCTH WieHoB CoBReTa

Crioncop m PykoBoJICTBO HCCIIEIOBaHHS TIpeOCTaRIOT WieHaM CoBeTa ocBOGOKICHHE
OT OTBETCTBEHHOCTH B OTHOLICHHH JIOOBIX IOPHAMYECKHX NEHCTBHH, KOTOphIE MOTYT GHITH
NpeINpPHHATH B pe3ysibTate uX paboTsl B coctaBe Cosera.
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4. PACIIMCAHME 3ACEJIAHH COBETA

Coser Oymer NpOBOAMTE 3aceflaHHA C LENBIO H3YYeHUA COOpaHHBIX MAaHHBIX O
Ge30macHOCTH, 3(PEKTHBHOCTH, KAYECTBE WCCIEIOBAHMA. 3acelaHHs Oynyr mpoBoamTcs
NpPUMEPHO OJTHH pa3 B 12 MecsleB B IepHOA KCCleORaHuUA. 3ace jaHus OyayT npoBoaMTCs B
04HO# popme (;auHOM yuacTun). Ecim ouHOe 3aceanne HEBO3MOIKHO, TO 3aCe/IaHKe TOJIKHO
OBITH IPOBEEHO € HCTIOML30BAHHEM TENEKOHDEPEHICBA3M.

5. OPMAT 3ACEJJAHUM

3acenaHus BKIIOYAIOT B cebs OTKpBITBIC C€CCHH, Ha KOTOpbIX [ naBubii Mccnenorarens
W/MITM CTIOHCOP NPEJICTABNISIOT HHPOPMAIMIO OTHOCHTETEHO Iporpecca B HCCIIEIOBAHWH U €10
NPOBECHUA, @ TAKKE 3aKpBITBIC CECCHUH, HA KOTOPHIX YYaCTBYIOT ToJbKO wieHsl CoBeTa M
CTaTHCTHK, ICTAIOUIHH NOKIal.

JlauHble Ha OTKpEITON ceccHH OyAyT TpencTaBIATECH OGOGmICHHO, H Oynyt
CKOHIICHTPHPOBaHbl Ha JIAHHBIX OTHOCHTENHHO IpOTpecca W KadecTBa TNPOBELCHHS
HCCICNOBAHUA, TaKMX Kak HabOp y4YaCTHHKOB, CBOEBPEMEHHOCTb IIOJauM JAHHBIX,
HeJKenaTeNbHbie ABNCHHA (BKIIOYas Cephe3Hbie HeXenaTelbHBe SBIGHWS), NPHYHH
HEXKEIIATEJILHBIX ABJICHUH, BHIOBITHE U3 HCCIEAOBAHHS, XapaKTepHbie TPYIHOCTH, a TAKKe
J00bIe BO3HHMKAIOMHE NPOOIeMbl, CBA3aHHBIE C MPOBEJCHHEM HccleqoBanms. Bo BpeMms
OTKpITOH cecchd, CoBeT fo/KeH OBITH NPOMH(OPMHPOBAH OTHOCHTENBHO BCEX
CYIIECTBCHHBIX M3MEHEHHAX B IMPOTOKOJIE HIIH NpoOBEIACHHH HCCIICHOBAHHA, KoTOopoe
3aIUIAHHPOBAHO MM  OCYIUCCTBICHO CIOHCOPOM HCCHENOBaHHA W/WiM | J1aBHBIM
HUccnenosarenem. Cnoncop uccienoBanus/UccieoBarens Takke JOIHKHbI uHpOpMHUpOBATH
CopeT oTHOCHTENBHO 000} BHELIHElH HHOPMAIIHH, KOTOpas CBA3aHA C WCCIEI0OBAHHEM.

Bo Bpemst 3akpriTo#i ceccru OynyT 06CyRIATHCS IIPOMEKYTOUHBIE JAHHBIE OTHOCHTETHHO
Ge30macHOCTH, a Takke NaHHBIE O KauyecTBe HCCICJOBAHHSA, KOTOPBIE paHee ObuIM
NpeACTaBIEHBI BO BPEMsl OTKPBITOH CECCHH.

Coger JOIDKEH MONYYHTh OTYET KaK MHHHMYM 3a OJIHY HCJICIIO 10 3acelaHu, 4TOOBI 1aTh
BO3MOKHOCTB 9wieHaMm CoBeTa TIOATOTOBHTCA K 3aCeJIlaHHID.

Unensl CoBeTa He MMEIOT NIPAaBO PACKPBIBaTh KOHPHICHIHATLHYIO HHPOPMALHIO KOMY-
nubo 3a pamkn Copera. Unens CoBera 06s3aHbl YHHITOXKHTh CBOH OTYSTHI IIOCHE KAXKIOTO
3acefianus. CBexkHe KONMMH NMPEABIAYINX OTYETOB GyAYT NMpe/ICTaBIeHbl BMECTE ¢ HOBBIMH
OTYETaMH JI0 HaYasla Kax[oro 3acelaHus.

6. OTYETBI JIUIA 3ACEJIAHMM, TPOTOKOJIA 1 PEKOMEHJIAIIMHA
6.1 Oruérsl Aan 3acexanuii

Jns kaxmoro 3acemanus CoBeTa GyAyT MOArOTORIEHBI OTKPBITHIC M 3aKpPbIThIE OTYETEI,
coepkallie NPOMEKYTOYHbIe JaHHbIE, IPE/ICTARIACMbIC HA OTKPBITHIX U 3aKPBITHIX CECCHAX.
OT4€ThI 1ODKHBI ColepkaTh HHPOPMAIIHIO, CPOK JaBHOCTH KOTOPOI cocTaBnseT He Golee (He
nosziHee) 6-9 nenens ¢ garel 3acenanus CoBera. OGHOBICHHAs MH(OPMAIES OTHOCHTEILHO
Habopa NaluHeHTOoB M CYIMECTBEHHBIX HEXeNaTe/IbHBIX ABICHMAX J0/DKHA GBITh Npe/IcTaBIeHa
Ha 3acefianui. Bce HeoOXonauMble YCHIMA NOKHBI OBITH NPUIOKEHBI, YTOOMI HOJIYYUTB,
HAaCKOJIBKO 3TO BO3MOXKHO, aKkTyaibHylo uHGopmammio o GesomacHoctH, xoropas Gyzer
npejicTaBieHa ¥ o0cykaaThes Ha 3acefianuax CoBera.



AKaaCMms
NPOPUAAKTHHCCKON
MEAMLIMHb

6.2 IIporoxon 3acexanns
TlpoTokon 3acenanus GyjieT NOATOTOBIEH HEPCOHATOM CIIOHCOpA.

[Ipotokon jxomxen omuckBaTh NIPOBEJICHHE OTKPHITOM ceccum 3acenanus Comera H
0bobmarhb pexomennanuu Cogera. IIporokon Moxer GbITh B3ST 32 OCHOBY /i1l COCTaBJIEHMS
oT4€Ta, KOTOpHIA NpenocTasisiercs Inaswomy Hcerenosaremo u JlokanbHOMY 3THYECKOMY

KOMHTETY.

IIpoekr npotokona 3acenanus Gyner HanpaBien Bcem wienam Cosera Ul NIPOBEPKH H
onobpenns, npexae 4eM Takoii IpOTOKOJI OyzeT (huHANM3MPOBaH U HampaBieH I JIAaBHOMY
Hccrnenosaremo.

6.3 Pexomennauun cnoncopy u I JasHomy HMccaenosarenio

Ha Bcex sacemammsx Cosera Bo Bpems nposesftennsi Hccnenoranms Coser Gyner
BbIpabaThIBaTh peKOMEHIALHH croHcopy W/umM I'naBHomy Mccnenmopatemo, Takme kak
[IPOJIOJDKATL, BHECTH M3MCHEHHME WIIH MPEKPaTHTh HCCIeNOoBaHHe. Pemienue o JIOCPOTHOM
3aBCPIICHHH MOXET ObITh NPHHSATO, KaK MPABHIO, TOIBKO IIpH BOSHHKHOBCHHH Cephe3HBIX
OGCTOATENBCTB, CBA3AHHBIX C OE€30MACHOCTHIO, WIH KOrjia BO3HHMKAaIOT IpobieMsl ¢
NPOBCCHHEM HCCICIOBAHHUA, H3-38 KOTOPBIX MCCJICHAOBAHHE HE MOXET ORITE yCIIemHo
3aBEpIICHO C IOCTOBEPHBIMH BBIBOAAMH B PAMKAX JOIYCTHMEIX CPOKOB.

CoBeT MOXeT Npe/ICTaBUTh JONOTHHTEIbHBIE PEKOMEHIAIMH OTHOCHTE/ILHO NpoBeIeHHA
HCCleioBaHuA. JIONONHUTENbHEIC DPEKOMEHAAUHH MOTYT ObITh OTHOCHTEJIBHO HpUYHH
He¥KeaTebHbIX ABICHHi, HEOOXONHMOCTH Y/EIHTh Golblilee BHUMAaHKE CBOEBPEMEHHOCTH
AQHHBIX H/WIIH Ka4eCTBa, YaCTOTh HaGIFONEHUA, WK T060ro JIPYroro acrneKkTa Uccie 0BaHus
A1 KOTOPOro HeoOXoaHMO OyJeT BHECTH H3MSHEHHS.

Pexomeniaiun CoBeTa NPHEMMAIOTCS €IMHOIIACHO HOCTe Toro Kak B Cosere TIPOBEJ{eHO
NOJIHOE 00CYKICHHE.

7. IPHHATHE PEHIEHHMIA, KBOPYM M 3AMEHA Y4JIEHOB COBETA
7.1 llpunsTre pemennii

CoBer Jo/mkeH NpPHHATL Bce HEOOXOMMBIE Mephl, 4TOOBI JOCTHYD €QMHOINACHOIO
pemenus. Ecnn CoBerT He cMOXeT JOCTHYb €HHOTTACHOTO pemenus, To Coper JIOIKEH
BOCIIOJIL30BATLCS IPOLEAYPOH rojiocoBanus. [leTaH ro0coBaHusA He HOKHBI OTP@KATHCS B
oTuére coHcopy uccneaoBanus u/nau [nasnomy Hecnenoparenio.

Ho mupunsTHs Kakoi-mn6o pexomenmammm CoBeT IOMIKeH NPHHATL BO BHHMaHHE
NOCIEACTBHSA TAKOH PeKOMEeH/lallmii, Take Kak 3THYeCKHe, CTATHCTHYECKHE, ¢uHaHCOBbIE U
T.J.

7.2 Ksopym u 3amena wienos Cosera

Jlis  Toro, 4YTOGH JOCTHrHYTH KBOpyMa (IHYHOE NPUCYTCTBHE MIH  uepes
TeNeKOH(EPEHIICBA3b) KaK MHHMMYM TPH WICHA M3 [ISTH, BXOJAINX B COCTAB Cogera,
JMOJ/DKHBI Y4aCTBOBATH HA 3aCeaHUH.



AKAACMMA
NPOPUAAK TUHCCKON
MEAUTLMH b

HomKHbl GBITH PHIOKEHB! HEOOXOMMMBbIE YCHIIHS, 9TOOBI BCE WICHE! IPHHAIA y4acTHe B
Kaxgiom sacenanun Coseta. Ilepconan AkaneMun npobuIakTHUECKO#H MeIHIHHLL JOIDKEeH
ybemures, 4ro BhGpaHHas naTa mo3BoMMT Beem wieHam Copera IPHHATH y4YacTHe B
3acenanuy. YUnensr CoseTa, KOTOphIE He CMOTYT NPHHATE Y4acTHE JIMYHO, MOTYT NPHHSITHL
y4acTHe yTeM TernekoHpepennces3n. Ecim k1o-1mmb0 u3 coctara CoBeTa H3BeCTHT O TOM, 9TO
HE CMOXCT NPUHATH y4acTHe B 3ace/laHuu, To CoBeT MOKeT cobpaThcs Ha 3ace/ianwe, eciu

Kak muHuMyM [lpencenarens, Buocraructuk u Bpau OyayT mpHCYTCTBOBaTh BO BpeMs
3aceaHHH.

Ecim nocne nposenienns 3acenanus Coper IPHMET pelIeHHEe PEKOMEHIOBaTh Kakoe-I1nbo
CylecTBeHHOe AeHcTBHe, To IIpeacenarens CoBera JOMMKEH O BOZMOKHOCTH cpasy nocie
3ace/lalii TIeperoBopHTh ¢ 4ieHamu CoBeTa, KOTOpHIE OTCYTCTBOBAIM, C IENBK) Y3HATH
COIIaCHBI JIH OHH € peKoMeHjanued. Eciu oHE He cornacHsl, TO JoipKHA OBITH OpraHu3oBaHa
TelleKOH(epEHIICBA3b ¢ NONHBIM cocTaBoM Cosera.

Ecnu otuér npenocrasnen no nposenenus 3acesianus, wieHsl CoBeTa, KOTOPBIE HE CMOTYT
TIPHHATS yYacTHe B 3acelaHAH I0JKHBI HalpaBuTh komMMmeHTapuH [peancenaremo Cosera s
HX pacCMOTPCHHs BO BpeMsl 00CYXKIeHHS.

Ecnin unen CoBera oTCyICTBYeT Ha 3acellaHdd, TO JOMKHEI OLITH IPHIIOKEHBI
HeoOXoMuMble yowis, 4ToGbl JaHHBIH wien CoBeTa NpHHAI ydacTHe B cleAyioiieM
3acenanud. Ecim unen CoBera Gyner oTcyrcTBOBaTh Ha 3aCelaHHH BO BTOpOH pas, TO
HeobXoauMo Y3HATh XeJaeT JIH OH/OHa ocTathest B coctaBe Cosera. Eciam wien Cosera He
NIPUMET y4acTHe B 3acellaHuH B TPETHH pa3, TO AaHHOE JINIIO JIOKHO OBITL 3aMEHEHO.

8. MPEIOCTABJIEHHE OTYETOB

CoBeT J0KeH HanpaBUTh CBOM PEKOMEH AIIHH/PElICHHS I'nasromy Hccneposarenio u
TIPEICTABUTE]IIO CIIOHCOpa HCCeNoBaHMA B (opMe muchMa. I[IMCEMO JOMKHO OBITH
HalpaBieHO B TeYeHME YEThIpeX HeJlenb IOcie 3aBepuieHHs 3acefanus CoBeta uepes
MEKTPOHHYIO MOYTY, (haKe W/HITH SKCIpece MOYToMN Ha ajipec, yKa3aHHbIH HIKe:

s ceeienns I'naHoro Uccnenosatens: I'-Ha Anmas ITapman
D-noyra: asharman@zdrav.kz

s ceenenns npesicTaBuTtens crioncopa uccienopanus: OO «Axkagemus npodunaxTuyeckoi
MeINIHHBI, yI. Knoukosa, 66, 050008, Anmarsi, Peciy6immka Kazaxcran
Fax: +7-727-375-9203

IpoTokona, 3anucH 3acenannii CoBeTa JOMKHBI ObITH COCTABICHBI ollpeJielIeHHbIM JIMIIOM
H noanucanbl Ilpencemareiem CoBera. Bee moanmcasHbie MpOTOKOJIa, 3aITHCH, KOIIHH
PEeKOMeHAalMi, PeleHHH NOJDKHBI XPaHUTHCS B AKa/leMuH npoUIaKTHYECKOMN MEIHIMHBI.

9. BABEPHIEHHE HCCJIEIOBAHHA

Iocne 3aBepmenns necnenoBanns CoBET MOXET NPOBECTH 3acejaHUE, YTOOLI obcyuTh
OKoH9aTeNbHBIC  naHHele  [naBHbiM  Hccnemosatesniem/npeacTaBuTeNieM — cHOHCOpa,
NpeacTaBHTh PEKOMEHAIIMHA OTHOCHTEIBHO HHTEpHpeTanuy JaHHbIX H YAOCTOBEPHTLCH, 9TO
pesynbTathl MccieioBanns OyyT NpaBHITBHO M CBOEBPEMEHHO OITYOIMKOBAHEI.



AKaACMUY
NPOPUAAKTHUCCKON
MEAUTTHBI

Hadopmamns orrocutensio CoBera, Takas KaKk HMeHa YJIEHOB, WX NPHHAICHKHOCTE
MoXeT ObiTh BKIIOYEHA B ONYGIMKOBaHHLIA OTYET 06 UCCIIEIOBAHUM, 32 UCKIIOYEHHEM
cirysas, korjia wieHsl CoBeTa BbIPassT KeNaHue He MyGIMKoBaTh HHpOpMaImio o cebe.

CoBer MoXeT mpouMTaTE WH TIPOKOMMEHTHpPOBaTh MOOYI0 mnyOoiuKammio 1o eé
onybnukosatus. B Takom ciydae, CoBeT fomken mspectuts [aBHOrO Uccnenosarens o
NpeAOCTaBIeHHH TaKoi BO3MOMKHOCTH.

Unenst Cosera Moryr packphite mHGOpManmio 06 obCyXIeHHsX Ha 3acelaHMAX M
HHGOPMAUMIO, CBA3AHHYIO C HCCIIEOBAHMEM T10CIIE TOTO, Kak | aBHbii HUccnenopatens w/umm
CIIOHCOP HCCIIeIOBAHHA NPEJIOCTABAT TaKOE paspeleHue.

{ |\
Anmas Hlapman, MD, PhD \;i_}l- s, >
Ipesunent OO «AkaneMusi IpOGHIAKTHIISCKON Me TS
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1. INTRODUCTION

This Charter is for the Data Safety Monitoring Board of the Academy of Preventive
Medicine (hereinafter - DSMB), address: 66 Klotchkov Street, 050008, Almaty, Republic
of Kazakhstan, for the protocol entitled: “A 5-year cohort observational study to evaluate
frequency of exacerbations, respiratory symptoms, physical exercise intolerance and
abnormal lung functions among participants who use IQOS with heatsticks compared to
smokers of conventional cigarettes”, Protocol#PMI.2016.001.

This Charter defines the roles and responsibilities of the independent DSMB established in
the Academy of Preventive Medicine, its membership, the purpose and timing of its
meetings, frequency and format of meetings, methods of providing information to and from
the DSMB and relationship with other committees. The Charter also provides the procedures
for minimizing conflicts of interest and ensuring confidentiality of emerging data and
deliberations of the DSMB. It will also address the content of the open and closed reports
that will be provided to the DSMB.

2. ROLES AND RESPONSIBILITIES

DSMB is advisory board that makes recommendations to Principal Investigator and sponsor
of this study. The aim of the DSMB is to safeguard the interests of the study participants,
assess the safety and efficacy of the use of IQOS with heatsticks, and monitor the overall
conduct of the cohort observational study to ensure that the study results will be interpretable
and of value to medical practice.

To meet its responsibilities, the DSMB will:

a) Prior to study activation, review the relevant study documents: study protocol, statistical
analysis plan, site monitoring procedures, informed consent form, and/or any other
materials used to provide information about the study to potential participants and
recommend any modifications deemed important to enhance safety of participants, to
improve the integrity of study results, or to better ensure privacy of data;

b) Assess data quality, including completeness;
c) Evaluate drop-outs and switching to/from conventional cigarettes;

d) Analyze safety data, including adverse events and serious adverse events and assess their
causality to the use of IQOS with heatsticks and the study procedures;

e) Suggest additional data analyses if needed;
f) Consider the ethical implications of any recommendations made by the DSMB.

3. MEMBERSHIP OF THE DSMB

The DSMB members will be appointed by the Principal Investigator. Once appointed,
members cannot be removed except for chronic nonattendance at meetings, development of

an unacceptable conflict of interest, or following determination by the DSMB Chair that the
member cannot contribute constructively to discussion and development of

recommendations. In the latter case, the DSMB Chair will apprise Principal Investigator of
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the need to remove the member from the board .
3.1 List of Members

DSMB for this study consist of the following five members:

1) DSMB Chair: Akkumis Salhanova, MD, | Telephone: +7-701-888-55-80
PhD, Hygiene and Public Health Email address:salkhanova@mail.ru

2) Alexander Gulyaev, MD, PhD, Clinical | Telephone: +7701-314-63-90
Phamaeplogy Email address:akin@mail.ru

3) Adil Supiev, PhD, Epidemiology, | Telephone: +7-777-772-78-12
Biostatistics

Email address: adil.supiev@gmail.com

4) Oljas Shulembaev, MD, Medicine Telephone: +7-775-704-7007
Email address: s.olja85@gmail.com
5) Malik Kultaev, MD, PhD, Medicine Telephone: +7-701-206-0485

| Email address: malik kultayev@gmail.com
|

The Chair is chosen by DSMB members and should attend all DSMB meetings.

Study statistician Ms. Gulya Sarybaeva will produce or oversee the production of the report
to the DSMB and will participate in DSMB meetings, guiding the DSMB through the report,
participating in DSMB discussions.

The study Principal Investigator should be available to attend open sessions of the DSMB
meetings. Other members of the study management, including legal advisor can attend open
sessions when necessary.

3.2 Contflicts of Interest

The DSMB membership should be restricted to individuals free of apparent significant
conflicts of interest. The fundamental principle underlying conflict of interest determinations
is as follows: no DSMB member should have any basis for preferring the study outcome to
be in one or the other direction, and no DSMB member should have any means of
influencing the conduct of the study in ways other than as a DSMB member.

Conflicts that would generally preclude DSMB membership include the following:

a) Employment by the sponsor of this study, or by manufacturers of any products that are
being evaluated or that are competitive with those being evaluated; or

b) Ownership of stock in the companies having products being evaluated by the clinical
study or that have products competitive with those being evaluated, other than diversified
mutual funds not focused on medical products and with choice of stocks not under
control of the board member; or

¢) Having had a leadership role in the scientific development of the products being

3




Academy of
Preventive Medicine

evaluated by the study; or
d) Potential to be providing clinical care for participants in the study; or

e) Participating as a subject in the study, or having a close relative or friend who is
participating as a subject in the study; or

f) Potential to have regulatory responsibilities for the study products.

Newly arising activities that could potentially pose a conflict of interest should be reported
annually. Report should be made to study leadership and study leadership is responsible for
making decisions in regards to the level of conflict. Potential conflicts that do not rise to the
level of requiring resignation from the board should be disclosed to other DSMB members.

The Chair and members of the DSMB should complete conflict of interest Form and return it
to study leadership.

3.3 Indemnification of DSMB Members

DSMB members will be provided indemnification by the study sponsor and study leadership
against any legal action that might be taken as a result of their service on the DSMB.

4. SCHEDULING OF DSMB MEETINGS

The DSMB will meet to review the accumulating data on safety, efficacy, and study quality
and will be scheduled approximately once in 12 months of the study. Meetings will be in
person. If in person meeting is not possible, then meeting should be conducted by
teleconference.

5. MEETING FORMAT

Meetings will include Open Sessions at which Principallnvestigator and/or study sponsor
will present information on study progress and conduct, and Closed Sessions, in which only
the DSMB members and statistician presenting to the DSMB will participate.

Data in Open Sessions will be presented in aggregate, and will focus on data related to the
progress and quality of study conduct, such as accrual progress, timeliness of data
submission, adverse events (including serious adverse events), causality of adverse events,
study withdrawals, site-specific issues, and any emerging problems related to study conduct.
During this session, the DSMB should be notified of all major changes to the protocol or to
study conduct planned or implemented by the study sponsor and/or Principallnvestigators. In
addition, the study sponsor/investigator should inform the DSMB of any external information
relevant to the study.

During the Closed Session, interim data on safety will be discussed. Additionally, data on
study quality presented in aggregate during the Open Session will be discussed.

DSMB should receive the report at least one week in advance before any meetings to enable
them to be prepared for the meeting.

DSMB members do not have the right to share confidential information with anyone outside
the DSMB. The DSMB members should destroy their reports after each meeting. Fresh
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copies of the previous reports will be circulated with the newest report before each meeting.
6. MEETING REPORTS, MINUTES, AND RECOMMENDATIONS
6.1 Meeting Reports

For each DSMB meeting, Open and Closed Reports, containing the interim data to be
presented in the Open and Closed Sessions will be prepared. The reports should provide
information current up to within 6 to 9 weeks of the date of the DSMB meeting. Updated
information on accrual and on serious adverse events should be presented at the meeting.
Every effort should be made to retrieve safety information that is as up-to-date as possible
for presentation and discussion at DSMB meetings.

6.2 Meeting Minutes
Meeting minutes will be prepared by the staff of the sponsor.

The minutes will describe the proceedings in the Open Session of the DSMB meeting, and
will summarize the recommendations of the DSMB. These minutes can be the basis of a
report to be circulated to Principal Investigator and the Local Ethics Committee.

Draft minutes will be circulated to all DSMB members for their review and approval prior to
being finalized and circulated to Principal Investigator.

6.3 Recommendations to the sponsor andPrincipal Investigator

At each meeting of the DSMB during the conduct of the study, the DSMB will make a
recommendation to the sponsor and/or Principal Investigator as to continue, modify, or
terminate the study. Early termination considerations will generally apply only to emerging
safety issues of major concern, or problems with study conduct that suggest the study could
not be completed successfully with a reliable conclusion in a feasible time frame.

The DSMB may make additional recommendations regarding study conduct. These
recommendations may relate to causality of adverse events, need for increased attention to
data timeliness and/or quality, frequency of review, or any other aspect of the study for
which a modification seems warranted.

DSMB recommendations will be arrived at by consensus, after a full discussion of the board

7. DECISION MAKING, QUORUM AND REPLACEMENT OF THE MEMBER

7.1 Decision making

Every effort should be made by DSMB to reach a unanimous decision. If the DSMB cannot
achieve unanimous decision, then the DSMB must take a vote. Details of the vote should not

be included in the report to study sponsor and/or Principal Investigator.

Before any recommendation is made the DSMB should consider implications of its
recommendation such as ethical, statistical, practical, financial and etc.
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7.2 Quorum and replacement of the member

In order to meet quorum (in person or via teleconference) at least three members out of
fivemembers of the DSMB should attend meeting.

Effort should be made for all members to attend every DSMB meetings. Responsible staff of
the Academy of Preventive Medicine should try to ensure that a date is chosen to enable all
DSMB members participate in the meeting. Members who cannot attend in person should be
encouraged to attend by teleconference. If, at short notice, any DSMB members cannot
attend the meeting, then the DSMB may still convene if at least the Chair, Biostatistician and
Clinician will be present during the meeting.

If the DSMB is considering to recommend major action after such a meeting the DSMB
Chair should talk with the absent members 2s soon after the meeting as possible to check
whether they agree. If they do not agree a further teleconference should be arranged with the
full DSMB.

If the report is circulated before the meeting, DSMB members who will not be able to attend
the meeting should pass comments to the DSMB Chair for consideration during the
discussions.

If a member does not attend a meeting, it should be ensured that the member is available for
the next meeting. If a member does not attend a second meeting, such member should be
asked if he/she wishes to remain part of the DSMB. If a member does not attend a third
meeting, such member should be replaced.

8. REPORTING

The DSMB shall report its recommendations/decisions to Principal Investigator and study
sponsor’s representative in the form of a letter. The letter should be sent within four weeks
after DSMB meetings take place via e-mail, fax and/or express postal service to the address
as set out below:

For the attention of Principal Investigator: Mr. Almaz Sharman
Email: asharman@zdrav.kz

For the attention of study sponsor’s representative:Academy of Preventive Medicine, 66
Klotchkov Street, 050008, Almaty, Republic of Kazakhstan
Fax: +7-727-375-9203

Minutes, notes of the DSMB meeting should be made by designated individual and signed
off by the DSMB Chair. All signed minutes, notes, copies of recommendations, decisions
should be kept by the staff of Academy of Preventive Medicine.

9. END OF THE STUDY

At the end of the study the DSMB may convene in order to discuss the final data with
Principal Investigator/sponsor’s representative and give advice about data interpretation and
to see a statement that the study results will be published in a correct and timely manner.
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Information about the DSMB, such as members’ names and their affiliations, could be
included in published study reports, unless they explicitly request otherwise.

The DSMB has right to read and comment on any publications before submissions. In such
case, the DSMB should notify Principal Investigator to provide such opportunity.

Members of the DSMB may divulge information about their deliberations and study related

information after Principal Investigator and/or study sponsor’s representative provides such
permission.

Almaz Sharman, MD, PhD. x | —

President of Academy of Preventive Medicine




