Pa3peme1-me Ha HUCII0JIb30BaHHE UJIM pa3rjiallieHue BHHII/IH.IeHHOﬁ MEAHHHHCKOﬁ PIH(l)OpMaI.(PlI/I B

IMonHOE UMSI:

HCC/IeJ0BaTeIbCKUX LeJIsIX
(ucnmosb3yeTcs ¢ KpaTKoi GopMoOi MUCbMEHHOTO COTJIACHsl)

HOMep NagyueHTa UJIn AaTa POXKAEHHA:

A HacTOAIMUM ynoTHOMouKBalo Hebckuii yausepcuTet (Yale University) ucnosib30BaTh MM pasrJjamaTh MO0
3alUIEeHHYI0 MeJUIMHCKYI0 HHPOPMaLHIO, COTJIACHO YKa3aHHBIM HIKe MOJIOKEHHSM, C LeJIbI0 yYacTHA B
HCC/IeJOBAHUMU (3aM0JHSAETCS COTPYAHUKAMU UCCIeJOBAHMUS):

HasBaHue uccieoBaHUSI:

[potokos HIC/HSC #: ['maBHBIN UccnenoBaTtesb ([U) uccienoBanus:

HHdopManys BelJaeTcs Ha CPOK C J0 :

U MaTepwuaJibl 10 KCCIeJ0BaHUIO QO PesyabTaTbl peHTreHOrpaduun O KoMmMeHTapuu U pe3y/ibTaThl

O AxamHe3 U QU3UYECKUNA OCMOTP QO Or4yeTsl / 3aMeTKHU aHaJ/IM30B, CBSI3aHHBIX C:

Q [IpoduiakTUyeckue NPUBUBKHU 10 KOHCYJ/IbTaLUAM

Q PesysbTaThl Ja60PATOPHBIX QO Hudopmanus o npuHUMaEMbIX Q Jpyroe / KommeHnTapum:
aHa/U30B peLlenTypHbIX NpenaparTax

Sl noHMMal, YTO TaKasA MeJMIUHCKasA MHPpOpMaLua MOXKeT BK/II0YaTh KOHQUAeHIMA/IbHYI0 HHGOopMaLHIo.
INoanuceiBasA JaHHYI0 pOpPMYy, A NPAMO a0 CBOe pa3pelleHNe HA IpejocTaBaeHne HHGopManuy,
Kacaloueincs:
KoHbueHIIMaIbHOCTD AAHHBIX, TOJYYEeHHBIX B
O MHWudopmanuu o JedeHUH HAPKOTHIECKOU WU aJIKOTOJIbHOU paMKax JaHHOTO UCC/e/J0BaHUs, COXpPaHSEeTCs B
3aBUCUMOCTHU COOTBETCTBUU C TpeboBaHUAMU CTaTbu 899
Q MHWudopmauuuy, kacatoueiics BUY-cTaTyca, BkItoyas C6opHHMKa 3aKOHOB LITaTa KOHHEKTUKYT, a TaKxe
TecTupoBaHue Ha CIIN/] Pasgena 42 CBopa 3akoHoB CoearHeHHbIX llITaTOB
Q MHudopmauuu o NCUXUYECKOM 3,0POBbE AMepuku. JlaHHble MaTepUasibl He MOJJIeXaT
nepeAavyy KaKUM-JU60 JTHIaM 6e3 THCbMEeHHOTO
Moanuch CorJlacusi UJiv paspellieHus, KakK 3To
Jara: npefycMOTPEHO B JaHHOM perJjlaMeHTe.

AaHH])Ie HCC/IeJ0BAHUA MOTyT ObITh HCII0JIb30BAHbI U pa3r/ialmeHsl CJieAYIOIIUM JINLAM:
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Opranam /lemapTaMeHTa 3/jpaBooxpaHeHUs U conpanbHoro obecrneyeHus CIIA (U.S. Department of Health
and Human Services, DHHS)

MpesacraBuTensM Menbckoro yHusepcuTeTa, [Iporpamme Mesibckoro yHMBepcUTeTa MO 3allUTe MalUEHTOB,
ydqacTBywInx B uccaenoBaHusx (Yale Human Research Protection Program), Ji06bIM BHENIHUM
JkcnepTHbIM coBeTaM (Institutional Review Boards), ocyuiecTBJASIOIMM NPOBEPKY IO MOPYYEHHUIO
Henbckoro yHuBepcuTeTa, M IMIAM, OTBEYAIONIHM 33 HCC/Ie/J0BaTeNbCKHi U GHHAHCOBLIH KOHTPOJb
[TocTaBLMKaM, SBJASIOLIUMCA YYaCTHUKAaMH CUCTeMbl 3JIEKTPOHHBIX MeJMIMHCKUX KapT (Electronic
Medical Record, EMR)

['1aBHOMY HcC/el0BaTe 0 U UCCIel0BaTeIbCKOM rpymie

YnpaBJieHUI0 10 KOHTPOJIIO KauecTBa NUILEBbIX IPOJAYKTOB U JiekapcTBeHHbIX cpeficTB CIIA (U.S. Food and
Drug Administration, FDA)

CnoHcopy Hcc/eJOBaHUsI WM IPOU3BOJUTEIII0 HCCJIE[yEMOTO JIEKAPCTBEHHOTO NpenapaTa / MeJUIIMHCKOTO
YCTpOMCTBA

OpraHaM, KOHTPOJIMPYIOLIUM o6pallieHHe JIeKapCTBEHHBIX CPE/ICTB, B [PYTUX CTPaHaX

[TocTaBUMKaM MeAMIMHCKOTO OOCAYKMBaHHUS, NpPeJOCTaB/AIIMM BaM ycayrn B cBf3M € JaHHBIM
Hcc/leJOBaHUEM.

JlabopaTopusaM WaM [JApYyTMM GU3WYECKUM JIMLIAM ¢ OpraHM3anusM, aHajJu3upylouuMm Bamy
MEeJUIUHCKYyI0 WHGOpPMALUI0 B CBA3M C JAaHHBIM HCCIELOBAaHUEM B COOTBETCTBUU C IIJIAHOM
Hccielo0BaHUsA

CoBeTaM / KOMHUTETAM [0 KOHTPOJIIO JaHHbIX U 06€30MaCHOCTU U APYrUMM JIMLAM, YIIOJHOMOYEeHHbIM
KOHTPOJINPOBATh NIPOBeJieHre UCCIel0BaHUS

JPpyruM yKa3aHHbIM JIMLaM:
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£ noHMMmato, 4TO CPOK AENCTBUA JAHHOTO paspeLleHnst NCTeYeT Yepes net/He nctevet. PoTokoNUa faHHOW hopMbl ByaeT uMeTb Takyto
e IopUANYECKYIO CUNY, KaK 1 opuriHann.

A noHumalo, 4To 1 MOry 0TO3BaTh AA@HHOE paspelleHve B Noboe Bpemsi, yBegoMuns MaBHOro nccrnefoBaTenst Unu UccneaoBaTenbeKyro rpynmy
nccnegoBaHvs, 1 YTO JaHHOe paspeLLeHre NpekpaTuT ceoe AenNcTBre B AeHb YBEAOMIEHNS, 3a UCKMIOYEHeM Crny4aes, korgaa Ha OCHOBaHUU
paspeLueHus OencTBus yxe bbinu npegnpuHATel. Kpome Toro, s Mory otnpaevTb 0T3bIB No agpecy: HIPAA Privacy Officer, Yale University,

PO Box 208252, New Haven, CT 06520-8252

A noHumato, 4To MHGOPMaLMSA, NCNONBb30BAHHASA M pasrnalleHHas B COOTBETCTBUM C AaHHBIM pa3peLleHneM, MOXeT ObiTb MOBTOPHO
pasrnalueHa nonyyarenem n 6onblue He ByaeT 3awmwaTecst heaepanbHbBIMU HOPMaTUBHO-NPABOBBIMM akTaMu Mo 3alumTe
KOHMAeHUManbHOCTU. TemM He MeHee, Apyrue 3akoHbl LWTaTa unu dpeepanbHble 3akoHbl MOTYT 3anpeluaTth nosyyatento pasrnaiwars 0cobo
OXpaHseMyto MHopmaLmio, Hanpumep, HPOPMAaLIMIO O NEYEHNN HAPKOTUYECKON UMW ankorofbHON 3aBUCUMOCTH, MHADOPMaLMIO,
kacatowytoca BUY/CrNAa, n ncuxmatpudeckyto nHdopmaumio / nHhopmaLmio 0 NCUXMHECKOM 300POBbE.

Ecnu a1 He nognuwy AaHHyo hopMy, TO 3TO He NOBMUSIET HAa MOe MeAULIMHCKOe 0bCnyXXMBaHWe 1 onnaTy MOero MeauLUMHCKOro 06CnyxuBaHus.
£ noHumato, 4TO MOV OTKa3 nognucaTb AaHHOe PaspelleHne He MOCTaBMT NOZ Yrpo3y MOe MpaBo MofyvaTb NeveHne NeCuxmaTpudeckmnx
paccTponCTB B HacTosiLLeM munv ByayLlem, 3a UCKMIOYEHEM criydaeB, korga pasrnalleHve uHopmaumm HeobxoaMmo Ans neyYeHus.

£ noHMMalo, YTO A1 NonNy4y KOMuo AaHHOW hopMbl MOCHe TOro, kak oHa ByaeT noanvcaHa MHOM.

MoanucaB HUXe, 1 NnoaATBepXAalo, YTO s NpoyuTan(a) u noHsan(a) cogepxaHue gaHHoro PaspelueHus.
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Moanucb nauuneHTa Mopnuckb poautens / onekyHa / ynonHOMOY€HHOIo npeacTaBuTens [aTa

Kem goBoautcs naumeHTy
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