g, FHOEXR

Services, DHHS) #EETIZEI N, AHE BH)
WWESWA-HBEAREDD Y FIdEE, ZHHER
(45CFR46) & L TES{bEsnz. chick Y, BixE®
EHEIZIRBOARSEG & Sh, ERNICASREBR
EERWEE (D LLRREN »oBsziikobh
7= [8].

T OBIVIFEIICABAMNIIHET S h, TEEHER
(Common Rule) | %380 & #1172 (45CFR46, Subparts A-
D). T T, BENEEEICIEMICHECSMT
EREPEELITHEBELSIONAREZEIE
HlELTED LN, HERBRRABROEERE - R0
HEEREETH L & L THRNORENSRE R s/
HAREBBIIBI2HRAICHTIFNER EOES, E
BAA GAE) WCIEERHBPEFI 2. aEE2VE
ZOMFEICBAT A EEERNICHBTH S E R K
NWTERD, BIFESIIChABEL-b0LEI LN
fo. TD, MABEMELHEETIHERE, NMARK
HHEOWE~D () SNCETsRAE2BZET
HERREZAETS [BYVENAE (deferred consent) |
FRAZIEE L7z, 19804FEACEIEED 5 1990ERAE T T
BIR, MIEEZERUIRBICBWTIE, T0E2HICH-T
WRIRRER T EMT 5 & & AR 4 IT— R L 72 [9, 10].

Z 9 Lz, REWOIRBE2EHRTANBICH S EN
BFERTZEET (National Institute of Health, NIH) ©RFZ: 1)
A 7 R#S (Office for Protection from Research Risks,
OPRR) 1319934, # ) EXFRIIHESM~OHEBER
BLIIELRY, BEOHCREEZRETLIHOTHS
LT, AEEEERHBRTAIELERLAL. 851,
[ERERZEESR/INED Y X 7 (minimal risk) L& 34w
2, HERERBORBRIEE OENLENZIER
Tk, AESEERRL L CHEERI R TkZ S &
7Y, BB BIT S EERPESETHERNOE O 744
FTTORMTOILTWSZ & OMERLZIRBIZRD - [11, 12].
29 LT, AR S h 2 EBRIIBEIBILRYIRGE
CHHBEICEHAESNSL Z EFNICHERESNEZ L
BHoTh, WHREOHBERAE (21585) HELZHABL
TEMEEE Y ML 2 BT REAG L BLEF DS
ZERERL R EDFHIHERENRT.

FDAHFITIX, BEOEBICLELZABETHINEARA
DOREBERLCERTHILFTETH L L ERTWw @1
CFR Sec.50.23(a) (1)) #%, DHHSHENZBW T, B
FAESBORBRICIIERNLENIE T2 27 PR/NAR
THbHZ & (45 CFR Sec.116(d) (1), Sec.46.117(c) (2)),
FLBRCEENAREZILTDOTHE 2 LEHR
L &N T (21 CFRSec.50.24(a) (3)). #EEHIZ, &
COMFEIHELBHREL T, HBE (placebo) = Hw

TeBFEIZ OV TH B LW AWFIRI M s hiz &2 7z,

BEIBEORFIZL o TUHATEL, FEENAE

(720670 TREZNVEEZIONDTHS. T/,

HEHEICBITLBENNADHREIRNBOY A7 %
BEIALDTHIEDOBENDH o7

ZD XS hES - HAOETICX BB, TR
INEZ2 KB 720, FDALNIHIZ1995 1 A, #EMED
HYFCETE 7+ —F2k# B L2 FFFAKRFEE
LEF, FEEME T 2 EFRAEICET % BRAER
(hypothermia research) Z ¥ E L THB Y, KREOHKE
FZESRBEORELRLEDTIVERRELE. Zhi
* U COPRRIZ, ZOEARLBIISR/NNEDOY X 7 FH
EPRBETA250LHEL, EEREAORELZELZ &
BPEMOBHETILEOREETo. K7 x—F 21
2 LHEMECB T AHERENCE - FEOERE,
F2FOBEO) A ZHEIIRE RBEVPEL TV L
PEURICHEBESNZDOTH D [13]. 71— T AT,
HEAMEOVLESENEHR S, BENETICEESL
B ITHAMEICBY 5 BEEABRARIITRE (&
TRETHE) LORBITEDONT.

FDAIZ Z OB D1995% 9 FICHBIRER 2 AEL,
19964E10 F 113 [HAREICB T 5 SR ERERERIC
B9+ % # Bl (Final Rule for Waiver of Informed Consent
in Certain Emergency Research Circumstances, Final
Rule, 21CFR50.24) [14]] % &%, [EBER - F&H - 1L
# 5 ¥ (Federal Food, Drug, and Cosmetic Act) | @
&, BIRCHE () 29EHM, H50IEHRATaE
BRDZRMITBWT, EHO/RBICHTHHEE (HoHn
BHREOWE) KOV TOMELERTRTHLI L%
BASCAE L7e. ARBENI1996FE 11 BIGERBBE 2 Y [15],
DHHS S BhE-+ 2R MAZRE L2 [16]. Thicky,
HAFENOSN - BAREY T, MEEIBED S
WIEHEERBAL Y BLIREOLER % BT 5 BRE
BISE) M, X512 L-HE~osmEz
T ABMYREFEOMBIED bR

Bz, OQRENEGOBEICHLILE, OF
AR RIBEOFEHEIEHIN T, HEWITE)
RER+H5THBIE RN (B oFELE (VA7) B
THTHZ, Q)BEORRBIZL - TRADLOREN
Bohiv, TEEOBREENSEDRMREAERE
T AT, (O BRRRBI MO &Y 25k
TREBTE RV | ThUADOESE GRS TIEEM
ALK THL T L, G)BEOREL MO REE
KOoOWTHILNTWS S EREAT, EBEMADY X
7 BERONTVAPRLKREEZONDZ L, (6)BI%
NOBIMIBERE~NOEENFZZ DO TTHRELZH
T52E, P&BETHE (21CFR50.24) [17, 18).

ZOREIEZ, BESRBANOSMOELY 1L % RERFTT
e HZk, HERBRATNCHIEEOERMIR, FHER
EVRINAHE HE) OREEHILBERZRDIER
EABTAZE, B TRICISEWRI SN
B (Y  BEREOBHERATCIORBEAEEE
W32zl BREBROBITRERTIMLLIF—%
ERRREAPHBRETLAILRELEYATH, BEDE
HBEHORMDEDOONDE ZE L orz 191 —F, U A
2 EBNRET B L) &MFE, B, SRS [20].
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BEERCBIT2HBERE L EZHL L ERRBICE T 2 KE O

HIMBIHIER SEROES M) 7 2B EZE721999
F12E, LROEDSNAEHTICBVT, BBRERE
PRI EE BAEMERTI CENTEL Lo
7z. ¥ 7z, NIHT OOPRRIE, 20004E BB RER
(Office for Human Research Protection, OHRP) 1z &
SN, NIHO T kA SDHHSE T2 B L TiE
Ehi. BEELRAMERELOMBREEICI Y, HER -
BEORRIEET 5 OPRROBEEAR £H IR & Lz
ON—HTH 5.

Fo%k, FROHHREL BE R WERRBEOLMIC
B9 535, FHOBCROUE R RN/ E N [21],
BiZ, 3274 —ORRIEE, BrEEEEE - £
B THOBHRAREZENI Y EMICHES RS L
Lol

L KEICH T H2BITOES, et HA K5
1

FDAW, 201148 3 A, EZEH (FERH, E£WERHHEHA,
EiERt &) oFMYE KeREEAREIGICE
WCHISET AH% - HFEREDDIHA P4 v [aHE%
EERES, TS L UREZE 020 ORE | B3R
BT 2HARBEEORRICD W T (Guidance for
institutional review boards, clinical investigators and
sponsors: Exception from informed consent requirements
for emergency research) | % 2B L 7> [22].

EHARTA VBT HHBFELE, EHHRDY
(21CFR50.24) fto THERBERBOBINER L 25
Mo BWT 5. 29 L2W5E, RROEBEMAZE
THEMGOBRNRKELE TS FIATERZED2FE
PHOLN T RZWBHARTALHRLIF SR BE,
T, FORE GMEBRERIMELRY) KRV EEER
BHETEIEWTELVELENRETS. £/, R
ZEICBIT B EE I, AENRRIC L ) RELAE (I
A) #BETL5—FT, FAOEEREATRAELEE:
BAH+ARBEHRBRENS Z o Tw R E v IR
HH, BRCEBILZZLZHMETET, IL-REOH
Wi - A THZ LMD VERLIFFFEDOAL DL
h. EFMICYELAREBIOMZ, HNEHIOKT -
FIRR, HUD & SRR, BEn0BEEEHA ML

A &R, ThEOA4OBE - HUHREOEE L 25
TwbeEzbhs [23].

B, MAEVFDAZEETOHER - FETH Y, DHHS
DY EZ TIbI A BAICIE, FDALDHHSHER
ORANCE 2 BER DD, WEREL LTHEB I UCEA
BPHRETHAILREBBZBLLATEY, BETZEHHA,
N wEEBREOESEGEMIZLTWE I EBNLET
HbH BIHEHFERE (Investigational New Drug
Application,IND) & 2 Wid B B B H A B R &
(Investigational Device Exemption, IDE) @ & Pk 3 Bk B
HARBEBTVAEABNTY, WBREREORE
S REPMTHN B AT, BRRBOBEE - &RE
BWELIZINCAT) S EHARBETH S, EHEBANCKL
TWBEE, &H2H3RL o2 A1TE, FDAI
X YRR ZE L1E® (clinical hold) 23ThiL5.

1. HREOHBREZEZEL ZOEHF

BHRE LB CRANEYEET S 20, &
FZIIEERRRSH B RAADH B L, AN GRE)
EHRERNLZDIOETELD (RADIIIZOEERE
AHS) ABEEFEONIFICUEERR - BEREESRT
AVLLENH LS, SOICHESNEZENICEFE
THBUBLRERB VDO THEI LIWERE INS.
FE R A BRASE IR HI21CFRS0.240 T TEMBEN ) 5 4
BERI1IRT (E1).

2TV EENFIZO RAAR L L, BMERSCERR
BB, MoBRT—5 (UBEKOMWOEHT TOME
B, thoRA - B~ FH, B HBRERE~D
HRZE), H50IEMoRES, BEFORRI R
FHHEANCEBENARZE2 T TRELRETLZ
2w 3, IRBIiE, (DVBRBREIFNAZET 2 EMEHRR
Mizhsrz &, QBYWER boBRKRITPISESHRE
WEBENFRZ 720 THREENRS A LRBLTNEZ
L, Q)BBZEROEENIRE, FHTEZEENG
BOY ALY LER, FAEEBOMNKN - BEITHDY X
7 IOV TEMOBIRICEBL LT, it A Q6H)
DY A7 DVEFHEE (RE) 2db0ThHhHI L, 2H
TS EBRFEMFTON TS,
FROBRATREZER 5E) &, BRI, #HE
Tz a8 G, EEERLY) 0KE (FEHEH

£1 BEREBRCEREOABEZ2BTICREIND 254 (EARA21CFRE0.24)

L NRERHBE B PREONA G 2ETLEGOBRIRICS S

. RS L Ty, FREA TS THS

. ADREM - AAERRT ZELRFORESIE SN TS

. BBEEPEENRBICH THRURZELZRNT 2 Z LR L V20, BURELEZEFRTRTH S
. BBEOEERBAPOREIR/ONL I D DENIAA GEF) 2HH ER TAZLPFLETHS

. BRRBANOBMD, BRECEENASELLLT MGG
. PHIREREFOBABSADZTIE, BRRBERSERICRTRTS S

RETOEENHLEINTREILEET S

1

2

3

4

5

6. BERABOBMEMFICHES T AEAZEWICMSHTEF 2
7

8

£
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fE#T, HOER

TEICHE) IhHE - FRE2ET. AE G
FABE R L) FDAOBRFITICRWiEES, BENBERLS
NTWZWH OOESZNITEIC & ) FE - 2 AR
P HFEANL, TFATERLZ] BRI SN HEHN
H5[24]. ChorEELZLET, BRABROKRESR
(sponsor), HfZE#E (clinical investigators), IRBiZ, (1)
BATOREEAGE L A2, QBT EHE LM
A, Q)FIHTREZEEIRRIEIS 20, (1) H 5 HEHR
KRBT THAIIEL AOLNTWBIEE, B AER
1R - ZFHT2D 220, C)FHETERERIIE
PRTFTHDPED> (REE - NAOBENE, ek,
HROFBRFE, BHEE - B UM EEE25),
EEBL, TOHMEHARLZTNE RS %0,

=%, UTOBGCEREZEG L LKL E
HARD SRR, F2E, AESML-EBEEERC
L HRRABROSR2HARNZRERET 2L Ta R
WHEBREERIC—RILTE RS B BEEZEI RV
BEEORBEE LR E LI-MEERE, REETEE
W 2B —RILTEZ) %, AESINCILE
AR - TEMBL COMEOEBRVEEICEHET S
L)% edevBEe B BRICARPOERREICH
TANRFMOMPAEE, MEREBREOMELL L,
TSR & 72 B MEERE [AA] 22 2R IEE
CEVWERPFO ML, BRICHBERENELNS X
3 REE) 12X, BERRBAOSINIERFERT 2
BREICL DB ERT R L MBS 5.

2. BERBOTFY S EWETONIN

EIFANE, MERRTORS - EFEESEITEES L
R AETEDEPIFHETE 2B 2d0THLE
Y, ERISNIMEDOFTFAL VIZOWTHMHILHRELT
Wiy, —RICE, ERERMEEEL 7o —X 18
ERBNMCAET 2 HBRE 2 HRIThI, BHREICHE
BRAREETIIDEDESGRHI- SR nD, MW
HHAI2ZICFR50.240 T ICE M S A BRRABRICIIE TN
v, A GRE) oFREEHY GEH) T57201K
i, BRRRBIARBEINCH> TEBISNBREIC, B
REL-HBRE 2SR E LB RBABRICL T, %
SNt - — (EYENEE CETE—K
it (doseresponse) BREHET HZ LA RDENS
THA.

B L BT 2 EE LR L T HMET 5 &
L GBBAEORELRE) RENETIHAD, BT
MR & T 556 L AR, AERRER SIS,
BIZE, RERPERIMEOBEICERTEHLVREE
GEED) A BB B, LIzh o THERADNAFE
T, EFOARTRLFHFREIFES L, BEFHER
REBOEFEBIEL SN BHEIH 5 [25]. R,
(EAREETHS) EBER (status epilepticus) DB
PMEOUBLERLAHETIE, EEZERTS) B
BIHREAORET RN EFMEEL LES (208

BUETIHBERE, AFEBEL LABAICKLT
MNELERETELLEZLNS). BRIPELFMET
LErgELIEC, AEmE (dose tolerability) REEL 4
WEEE (MEEOHERE, 7Y F—YA0RELR L)
~OFEIIBT 2 YN BEREERTHILPEET
»5. FDAIZETE SN TWw A FHMEEEDFYHICOVT
a2 HBTT 5.

TIRETEE - FIEE (Fu o) 12, BEOBH
AT, HERERZES TR RWEEBRE CHRRRY
119 & & OIS IE, EBRIMADMHE, L0k
BHEOFATELZERLIVDRVWESINZOR, £20
FEORMBATRZBEICED LD ITRBPRITTB Y R
PART RO ERBRTILENDS. T/, BHER
BRTERVEDN, HBRESALHFICEGLTVWEES
THhoTh, UFHENOBMIARLLEVTHELH L
HABRBBRICEET 525 TR LB 2RI
DVTHRBT S I EPERING, FIZE, HPLE
FEWNRBEEZZTANDRVREZROANA R EOBAETH
5. REOHTED, REKELE—REGHSHEYE
(77=AMVARYT—) PEFEEHRS 7 (FLALVY
M) PRI RIS EC, WENOSNERLHE
FTBLIBDHEREZ L, $-EERBAOREICSE
DB ERHEEEICBNTHERTLIIENETINS,
BICHRRABRICBWTEHMINSR L 2 2 BHPH 6
% [BERIB: (therapeutic [time] window) ] DEEEL + D
B, RESNEEET A4 - FELERIL LDz
ORISR E OB EREA - RiE L ERK
EWBODOENRERRLBT S, T RFEHRL
i, BRPOEN (BWE, BEE SEBEROCEDE
SNHFEREROKE EHOERREE CORER
H) Thd (DHEFRCHT2HELZENELZ2bOD
Be, 29 LARHEREFELLZY). BRABROK
HEE, BFORZNDR®R - BRCESwTInE T
L, BFEPRIERICETT 2. BEROESTREEREA
ORELAEZBLILDIERTRELIEZEIOLNTS
59, BERBAP SGRARZBIENE, BPURKHOME
AriEzs (BHET2) TEICIsEE WRshsy
RORD) #EZRLOOEEICHEENEREDIDTHS.
53 (placebo) # AWBERRABRICOWVWTD, #HER
EHNROHENID SN TV BIERMEER (HEVIEFD
BEEL—I) 220 ONTRARLZ R EHENR
DIZFEAEEN S, EHERE (noninferiority trial) 1
BYWTHRABOZEZFFEHEINED, ZOBAICIEL
B IR & i HIERNBEREOFRIIOVWTTFET—F D
ERFDAHZEDRTRE A [26]. NRERHRE L2
SHMELERTRTH LI, FOBEE, NerEREL
LB DT T REESITER L T 5 20 2 IRBAHE
R-BERTAZ RO LS [27].

R REBE RS EREPREMO LWEHFTHBE BT A
M EOREE R TIHE, FIRERNICHERIBROMK
$EE I IFDAIC K L CH I FIEE P (Special Protocol
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HEERCBY 2BBRERE R B4 & L2 wERRABRICE T 5 KE OB

Assessment, SPA) Z4EMEL T, F¥A v, HEBERO
BRE, KTUEA, F— IR ERBROZAEIIOW
TEREZRD (BEW) FROBRERLILHPTE
% [28]. BRTOERREROBKARIIOVTIX, ERE
BEoE . mut R R4 & >~ ¥ — (Center for Devices and
Radiological Health.) 2%tin9 % [28].

3. d3az5F¢— (M- FER) OBERIER

IRBIX, BEERE O - Bt GBINRY) HFEZHER
LTHARTAEBZ2ETS. Shicid, BRRBIER
ENZH, FTAEBENBT M (Tho iRt
Borb0THEEE0H3) O3 2254 —EE
OERWER, HHRBREEIRBRENL I L LR
DFEHEDO—BABPET NS, ZHIRLR - SHIRIC
bR OBEICE, FNoE2TDIIa=zT 4 —
(RIE - R, B - TEEHEZ CHRRRBENE
MEhzBBMERE, BRI IHERE - EER
v 7%bETNE) I LTCERBEITbREZ &
DEFE L,

J3IaoF 4 —OBREII, BERREBOKIES, B
2, IRBA, STHEFORBRICETS2I2=F4—D
R, FOMPRERZIY B CRRIICOVWTRETAHE
DiaFEThs. BERERZEWMT 2 BN, (DFMH
WHIEICOWTII 227 4 =ML T ETALN
BEZET, QFEWNCII T4 —HEREBICEER
BIZoOWTHSE, IRBHIFROKRE, EEER, K
ROFEETIHC, BE2ZTHaI 2254 =0
IRBIZHE#HL (EENER) BREWUETL-00FK
ERET D, OMRCHETIBENLZII 2T 14—
LRVOBERPEEICOWT, I3 254 —fEFEEN
REBOONAEE252, 232274 —ICREL2EXT
5, 512 WHEREORE (AOHE) ~EELTT
(FIa=m74 —~OBRBERCHELSRI A7 2FT
LEMPBMT S LD KHD, EROGERBESME L
A% EBEDLhrEl»O0ERZ2BLIZEENETH
) JkETHA.

&% BT 5 #e4 A (optout mechanism) 12D
Wi, FEHINERBEICED SN TWEwDT, £0
FEE - ERBIRBOHMICERLNATWS., L2 T,
II2=F 4 —OBRERIBWT, FATIERTSM
BERROFEEZRRLBELT LI LPEE LN, &
I L7zboofle LT, BRECRBAZIMIET S
BEFRIENBLZEH - FRERT VA Ly PO
RENERINS.

BB, TITWIAI 2T 4 —OREFLIL, HE
ZENCELT, BHBELAE, B0 (118 EBHRPE
REGORE, BEOER, FRERES L TBOREL
2HETHEALEEEVWALTHYES. ERERAD
SMERSTTHAREEO N FHIE, HEROMRKIC
Lo THRY, BRAFNS BERE) L%25 ik
BWEROREEERLCRET 2 LENH L. FlzIT,
OHRENEELET LT RIECAPARIEEZRET
BYRZBREV., MROTADARELZHET 25E,
BBREL Y IBDAAPBTHII 2T 14—, FIziT,
HRENBEL AT H/HROWHE (IRBAGEY L HET L
RBACRARERSE) 229 L/NROd0iFEN
R EPERERONRERVEL. T/, Q%PHA
WE (ICU) OBEIWIIMELD ) A7 HFKRE W, LMfE
ILBECET 2 ERRRBELSET 254101, ICUTD
WREOD D RBE, ICUREORE, ICUDERAS v
TREPHRLES.

Ly LANoOBEITE L, MEICL o TREERHS &
EZOND ANAVEEIN, HOPWMRCOWTHEHBELR
DOENDIEPEETHD., 232274 —OFERIER
X, BRRBROKELE S LUHEEOEEDT, IRBAH
FRARRBEIEICR LT 20 EOET 2T L, RERK
HZEOBFARETIThRADE—BITHE. 25 L7
BRI O FEICL, EF0oLE, SHUBRARL FE
ELTHETIEREE, 87 LY - 5 VT o
# (talk shows), WAHEMEY = 74 +, NERTWE,
WERRER EEENG. BEKRE, NRORTERZR
RTBIEPLELEING (F2).

F£2 327 1—OFERIER (community consultation) TRRT N EEHR

. BBRENROFENE

. RBERERFHOLKRTICHFENEE ERT & HH
. RHRAEEOMRK

50000 U W=

- RIER TS 5k - FIR

12. 33254 —OBREROESR

. WREEFEIEE (protocol), MIZEEIHOME (EBRNEZETOEEL AL T)
. FIETR L EROBREBICFNROD ) R - EROBRE
. B (BRRRER) oENmHE, wBREosm (M5 MM - BE

. BERME (test article) MEFICEIT 21 VA2 - Hi-
. BBEORSE, SHERESB O BRwv) v R

. BERWEOBETRERE () BXUHEBREDOEERBANOEMIZE T HE
.ﬁ%%ﬁ@&%@ﬁ&@ﬁﬁﬁf,ﬁ%ﬁﬁ@%i&ém@%M@ﬁE%?é&é%%ﬁ,%@%K%%ﬁ@&%ﬁﬁ
11. %@ﬁT#T%&%A Mbkﬁmn;%M@ﬁgéiﬁ?aﬁ&(MnT*M[wmm]@tbmﬁﬁ FIR)

13, BRRE, BRwE - B, BEMEREZSCHLTI s T 4 - PSETERMORM - BE
14, GRHER (BFZ8) B LT GBID fRas 5h s A& ok

B ERNC BT 5 BEA

SEFFHA 21 CFR 50.25(a) and (b) W2 X 5.
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fE#sT, HOEK

ZETEETNERIL, 93254 —0EREI D
2254 —DRE (community consent) & IEER 3
LWIETHSE., 23251 —DOREBLE, FORE
EFENRII =74 —OBKRABESMOVWTHEET S
2z y, BEBREEL AP SOTHERERBLIOER
ELdh (% AEOBMAZERTA. LaL,
IND/IDERBIIC X Wk s hafx AoRER, =
32274 —-0ORE - BREIUC L - TRETEZHD
T,

4. EHAR

HEMFE OB, FTARTROBFICBITLERA
Bit, BREBOKEZLFHEEORETHY, IRBH
CNEHERLERTLIIENEDLNTWAS [29]. Z&
TV BEMARE LI, 23274 —, —BOAL, B
REIH LTHSMECHET2BMELERTAIE (—
FagEoaIazr—vay) 28T, HEERNTOE
WAL, MEHBERLZOY RS - ERIZOWVWT, T/
BRRRBIRS R OBFE > OHHARE L LICER S
LM E I 2T 4 —HBRBICEANE RS 20IE
WY 5. 7 MMAERTREOBHRARAIL 3322
T4 =, —BDONA, HIREHPHEERLMS Sh b7
HOLDOTHY, EELRER, FEFROHE L HLITH
FHOWRT (BT DHwiTFIE) 28575 [30].
ABTREERIE, T3 2274 —OBRENTRR
ENZFEHREABODIOTHY, HHEREE, BRKRAER
EREH/REFMITIOFEE, FIRFEEL LSRRI
%, BV EZHESHE (National Library of Medicine) @
FRIRABRE#H Y = 79 4 b (www.clinicaltrials.gov) ~
DESRFIVETHBD, ThoKRTIRTH TRV, BH
AHEOFERIZE, BEONREDTCOHE, LEPHE
i FTHEE, BRABROKES - EEEHE0A Vi —
2y b TH A b GEEERNOY Y 7)), HBOE
RESTOHBE - EIRYEA, HBROREE - —KHE
HANOFH - B, AWEECHREE, FH - M-
FUYEDRBEGRZEPEIND. HIERTROBHRE
Bk, BRABOERLZEHZEEL, BRIIbzoT
MEMO LML LEE - EHT 5 L THEETH S [31].

5. KREEEEES, WRE - KEEOEHE

i - FRANOEBEREL2ED, FTETORKRRERD
EHBRINR > T E2EPEHBTAZ L1, HEE
ERE% (IRB) 0EELRZEITH S [32]. IRBIIHERE,
HEAREELZEBTAZ LD TELRVWEREL NS ET
52k, BRFEBITFDARBENE->TWwh T &, E£/2FDA
DOIND/IDEDQ FIZEBENDL Z L 2HH - BRLELT
2757w [33]. BAMEICE T 2HBREERORS
HFENE- SR TVwAEZ L, 2OMOBERA2H-L
TWAREHEOMHR LHMDUATH 5. BEHEHFDARK
B S 2 WA, IRBECAPREEREEIZL S
HAMEDO-DORBREIER ENLPEIEHETL,

DHHS @ 38 %4 #f /5 (Office for Secretarial waiver for
emergency research studies) \ZHET 5FEVH S [34].
s GREBoERSE) &, KEE L FHICIRBOES)
(HIRFER~OERIENE &), FDANDEEII»PDP 5
BT X, EHT L. hTH, BRRBRBBIIC, H
URBRICEET AEBF LT —AHBNLE LR ELEE
PENOEBLES - BAZ2EMBL TSI L 2HRAT
HIERERETHL. —RYBHNEE, BHERED:-D
OIEE B2, BRTOHBOERE, REREAR
R a3 aor—varvz2 e 2B ERE) B
BELLbEEMH5. BRABOBEEDN, AR

IRBEZ BT A LOEERIWDTEI TTHhRW.

TBROBHRAME SHET 525, [FDA 2007 BESL
7H (FDA Amendment Act of 2007) [351] %, ERPRHERD
BEE (BEED 2 WITEMEESR) 2, ST 20K
REE T BT — ¥ N — R [Clinicaltrials,gov] IZ& &
HZE®FEHEELTWS (Title VIII Section 801) [35].
FBRRBROBRERET AL LEREEHICES
nTws [36].

6. EUHIET -2 OF A
FDANDOZBHEFHRE T, RENTERS N ]S
HEF—5 3% s FIATETHS). B4 - &£
WERRRC I, BRICOWTIE, RESOBERRE
¥4 b HEBENINDRT 22 T2 HECEED
ARG Z W LT WA D, FDAD HABRRATDOER B
EAREEZUTCWALENFD L. YA M AINDRF
W22 T W&, ERHEE (21CFR312.120)
hEv, BRBBRFESOEENRBIC ALY, B
CHBEEERRL ST TVD L, BEBREOER, 24,
B RET 2FREIMMAFEECRER I LTS L
RERERHET B, —BRCIE, TEFERGIICED S
N7-GCP## (ICHE6% &) 2L Thbh, #AES
N2 EZENELETLEHBMEICL 7y Thihud
ZHTL, EREBICELTY, TR YRDIOT
HY, MEBFANVYYFES, H5VITSTHENE
HBEhiEoEe (055, L EBREEELENE L
THRLVHO) 2HEFLTEBRINLBRARICLISD
OTHE, B (L) HRTHBODOF—5 &
LTHEATE .. RBESN~OHPREZEHETLCL
DTEHLEERBEAOERIEIC L > TELZLEAND
B EEEREYT D [37].

BEBERONS L LD BER, &4y - BEOFRICHE
LTHY, BROER - FESMOBRRERTHRE
£T, FRERNMALTORMBETI 2V LIFE .
L7=h3o C, MBWEICBT BHERET X Y Miss 2 3235
CEN, HEREBEORY - HEBIRETHE. MAT,
MECL-DIHARE LB L ERIBEORE, 25610
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BAERICB) 2 EBERELEE L L2 ERRRBICHE T 2 RE O HH

AUHEHLIEEELETLZLIIMBETHSL. LrL—F,
HBERITBT B - EBMOEEIRL T X EHET
HBHELEHATHS. Lo T, BEFROHH %
25 LT3, HHRE BEAWR VA LEELVS
TBREREL, BENAR, TELVRBE - BEO
AFZE L THEEEICETHIE 2 A #:E3 2EBM
ERLONT Y ZAZANIERT 50 &) REHFER
Tob.

KENZ, BIRARERE 2 RRT 5 MEHEOEmES
T AES - A FIA Y 2BMLTELD, BRH
BROKIEE, BifEHE, fEEZRKEILL0HE, Ik
B EORRE - MEZHEHL T2,

1. ARGEEEHBRERE

B - HOREOEEEE, =2 VUV IHEE, ~
VY YEBEICHXLERTWS, BEMFEICBWTE
ExmERANE, EAEMICHEICRD OGN ERLES
ICE DL, FEFFEICBWTE, BICHERNSE - %5
flith (clinical equipoise) PWEETH 5. ik, BREEK
BEMROMT, MENRLZANAOFECHT HES
HARE - REETHLIL2ERTE. COHARERT
HZEICE), BEREVSERMIC (BRoBERY) i
BOROOBEL SNV E, TR EED
TeNA TADR IR ER I NS LS NS [38].

HHRAROE - A BHRBEEZHROESRL T
L, ME~OSME - BHREVHRIIOWTDERY
%, BROBERSEREZTAS L TRELEEERT.
L LESTIROBE, +okiEH - 325 - Qincdko
CERNGRERHBEE P OLRLEIBO CHETD
Y, BEKIYVFRTETHS. 29 LB, AAOR
BiE BEERIIRDLIIOZED L ) IEL 2]
2539 REMEFELLTE, DEWRE

(prospect consent) : FHRIICE Y A2 £ LRELZHBS,
(2)3RHEF E (deferred consent) : B E & L THERAR
BN, ZOBOEETERAD LLIREAPLRES
#5, Q)RERE (proxy consent) : RAIHIBTEET
HolebTLAETHA ) HIFLMREA - BT b
DPEITLNS,

LirL, BBENRE ZBEENEBEAL o TRE
WEACRENREZ B LIRS THL. BERE
DFEVITERRREBEIE S NALBRIRAORELRZ LIS
MEESNBI L &) BENERESE L2, {ER
BT, RAOEMZ ENZT R LE T3 505
Thb, ZENbRELFTETE LRV,

¥z, MEBRBOBREILO GRE, BE) RMEOR
Lk - BEEICOWTHERZERIR TS, A
WHCBTARHEEDRE (proxy consent) DU
WCIEBMPET 2L, BERETHHARENEONT
WHRWHEERE T -7 ZRALTHES - BIRCEIRE
TnZl, THILATF—F2FIHLEVWEEBRAAL T A
PEFLMEEEH L L, F—FRREROERE -
HECETS L, BECHPREZRD 201X (L3HE
7)) BINBEETHEZE, EFNZBEABROBEI
BT aEs A\oBRHESHZHK L ERD v
L, ZRETERIE, BEREBIIRZETRL, #1235
RETHBLVWIZEZFREIN TS [40].

BEEFAORE IRSNMOBBRESITBVWTHEA
DEBFTFICEHEINGWERLNB I VS E£MIE
FEEINS. W, FH, PERE WAZLRET H
SEMICIVREINS Ax [41], ZRWLRABER
BERBRBELZCEAOBEICESTHEENS
A4 [23], 31213, EBLER - MEx R BH,
HHVIIREER T U DOBERZZ EEA - BHLAVTE
BEBIBINIAL 42,431 THD. 2 LtA%

£3 BERWFRCHTIREEREZOBER

Bl O B PR

(respect for persons)

JEE (non-maleficence)
K2 (beneficence)

HERIESE (ustice)

EBREER L (HORET | FERTRMET2

BRI L B ) A7 EEENFEOR

- WIFERE RO - WAD
AL L 7oA

%) AL LTS s HE - BANOFIZEE BRILT B SMESOAIEL
-HORERNFEREE2 DI - BB RIRO ATER

REZET S
S R FARYAE AIE R BB RIR

- IEHAR SRS - AREEOHBINEORHICE | - BEEMIHAMIC TN LGICE
- BB OHER T PhTwsZeaERL, EAMC
- BRI RBIRE RHEER R B BWERENHRE Lk

CBHEICHT AREAORE BN - REBoH LTI RO - BB RIRE BHRT S -
WERE A~ DR VAT LB HWRE 2o I BBHE IR 2 %2H%
- BABROWEE, P s ) AT DFE Bk AMiEENHLZ &

- BIMFLRORE < 1) A7 DME CARERFIICB VT, XY BEFoA
- FHS RO - FHE D IR IAL BREABMEI A 2RI IDT
C BEERAL O CYRZA, A BHECESTHHEINLFH| oIk

MICES LTHEHATSHS

G b O R 2T R WEALBIGE T EE
L, WERNEAPHBEREERTIEET 2

Silverman and Lemaire (2006) % & & Z2ifR
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T, HFOEX

i, BRABEBH SN RETEW LRI, Foi
ERBbNDRE TR [44].

A7 O¥IN - BE B, REERIIBW T,
BELuBE BRIEBR~OSNE) oRXFIIED TE
BRTHA. I LABHIIBWT, B 27 EE
(minimal risk standards) 2SHEEREREIC R34
KEW[45]. 5, ERREER - TR EE  HBREZE
BANCHITRETH D L) EELF 52 L ITRICE
Lwv, BNROYRAZTHDHI L OHPITEELT, e
EFNEZ IBERITE (therapeutic procedures) & JEW
$EM94TH (non-therapeutic procedures) 125F, BHED
RERLBEICL > CTOERNFIZOL EE R B
THEHERHRETS CLIRERESOFEERICL>TEH
W{EEZOLNTWVS [46].

23 2254 —OFRIEE  GE3R, BFZEICET A5
EEE, Tshchrr BRI, BFEICETLT
BBECHLTERINL bONTLALETHo. L
2 LIEE, FCHAREZERL L2 TIThhAHE
MEICBWT, BIESmEOER Wit oER
ERODHZE [47], Fo—BHR - HBREROBR L
5Tl 8] 0EEBRIPEBENTE. LILZDH
A, BREEIERT D, T2 EROREE R
FEH) LTBEW)REFET S [49, 501

oA, 20050 [HEEREHI V& ¥
A 4 # (Academic Emergency Medicine Consensus
Conference) ] 123 W T [B £ B %8 @ B (ethical
conduct of resuscitation research) | #Ef& L TEFH#H L
n, DAROEBHRTICEETOATRLEERE
ENRFHEINIGEIELRETHS, QFHATEL
REDHBETHIILE - BEREZIBVIEES, BT
EROBEBERVEELRBAINL, SOPRENTH-C
DEBEARTOLBENDERETH D, ()FSEICE
S NZEBHZEE, FTEFORE - MAIERETDHS
EDORABBTHBIHELTRETH S, WHTD
HENCE D ERIIFITON TV EHMENLEORED L H
DI ET S, CORBERSOSHRYE - FY—, 2
2274 -BMO B, HBERERBEORBRT D
NBMFECEBRLROBMERTH KL Lo TOR
FRHET LT PRSI [5], 52].

2. BREREEBLVWEAMRICET2ER - 15
19964F @ E #8# Bl (Final Rule) i, Rk 5h b o
22T A -OBRRERPEHRAR R COFEEEREL
TWZWA, ThidE+ OFEFIESLHEREISCT,
INBEFERICEE  c ERTE2 XI5 ERSALES
N5 [53,54]. LA L, THRIGHRENIC, BRRR O
FIFRDIBEBICRECERLEF 2RI L Lo
BBEEES~OFAETIE, 232254 —OBRIER -
EMOREFBR CTERIEETH S 2 L [55], HHRA
BRARELTAMEOEETREEFEMEOES 2 A
{FRETHHIE, FEOMEEEDEBID2 R

EHHDHI L, BOERPBRVELEH IR TV S,
IRBOBEINKRE 2B R, BEEEOH Y H, BORE
HEETHREL 2> T3 [56].

T/, g ease LERAETE, QKEWEC
B9 2 BB OEMIE FIHFFRERIRILE DR
BETHDHY) BEISPHPD 22X PEENKEY, (2)
EEOHEH OV TIIREEEZREROBENHERD
LHPKEV (FESICL o THIIZEVWDET ),
I3 2=7F 4 —OERENCHLCIEBLIELE
BAHEETAC L, T OREMEICBIIHEED
FHARZEEBRRIIOVWTARERLELAL T -
DHERTHA ) LELOMFRENRE LTS LY
Eh, HIFEOBE - BE - EREMABIITI 200y —
WEY FOBERESEINS LOBRSERENTYS [57].

~F, WHRELZVELI-RTRMTOT v — Ml
Ficr X, HEHOEEEIHBREL Lo
—fEc (EBE - EEIE LT BEELZVELZDEDL
WBEOENEANIZITE LI BMT 2BELNH S L EE
LTw3 [48]. HAHPMZZEELZIRELLAETD,
B/ANEDY) X7 LIEERWIFEICOWTIET3%A, Z
NIVHKRELY AT EFTLHHAIIS0%OSMERY
ARENTWS [58]. BMEAEBORITANICETAHEK
XX, HEMEERRERZ L THETRE LW ERDS
84%, L L L CHEICSMT 2200 ICIIRES
ET5L0ERDL2WIIDITo [59]. 72, £ 0F
i, 332254 —~OEBREIE4 AOFHBRED
EERENZRABRTRRTHLEEIRIOELIZZFI LE
SENOBNMEREZEESLRVWEOHENHS. 20X,
HEMRICE—CEOEEFBOLNTVWE D OD, SHK
R EBRENE W [59].

3. HAamERHICEIBFRERERANOEZE

FHEREZEZVHATRICETAEMNcL Y, X
BT A HAEMACEMERGLRITRS L, —8idx
ESMCHIGESFT & kKo TiTb - L vwhbh b [60, 611.
XL K 2 =12 X NIE1996%E D 5 2004 KB E N fz
BEgRid 5 # [62], 20064E OFDAARES T B W T2l
A, BEER, EEPD LLEERERTLBESL
Twb [63]. €208, R4 ICHSMFEDEMITEM,
HEMHPBET LKA BT -1 3EMHR) 1320104
{21 ClinicalTrials.goviZ6911F B & X 17z [2, 64]. PRI
B¥aEELry b7 — 7 (Neurological Emergencies
Treatment Trials network, NETT) ®#HAFE Mz v —
¥ 7 2 (Resuscitation Outcomes Consortium, ROC) 7%
L, KBESHRERRBERARY Y P77 0 BEHT
H5b.
4, BRMICE T 2HATRRFOBR

BRI TIIBERIN SRR AS 1965 F I ESE R MM, 1975412
FREREERHR 2 A4 L, 1991 I B RRRERE AN —F
F A4 ¥ - a yEEEHE (International Conference on
Harmonisation of Technical Requirements for Registration

56 J. Natl. Inst. Public Health, 63 (1) : 2014
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of Pharmaceuticals for Human Use, ICH) 7%, 19904 I
FERNRF L EMEAEFIZE RS (Committee for Proprietary
Medicinal Products, CPMP) 2%, & 5121993 DR IER
% (EU) BRALBICEERMNEREFT (European Agency
for the Evaluation of Medicinal Products, EMEA) % 8% &
&Nz [65]. o, 20014FICERIR - A Sz TERRR
Exiz T 2 BN EE4#HA] (BEU Clinical Trial Directive
20/2001/EC) | HHEAT &7z, ABRITIE, MR- BE
BHERLBEADRERENED I, BETHRANVY ¥
FEESICBILRERAEEZRIRLDDE 2o TV A,
REES - HEENIZR BRARZBRE L THHETIE,
HENABRPPHFTEL I 2EHE L, BBRE~OH
IR OERZRD 5 LA, RBIZFLTH IR
LWEBESIMCHELTEMROBERZBAREZLEH
FELTWA [66].

AIATHINCI, PBREREZZELZ2VWRENEOR
2D AT T [66). EUNBETIE, SEM
BOESTI) LAMREE LT 5E L, LEEUR
Bl % Resm A U CE-EMICEIE L Ty B ENCHIR 2%
PRTW5S [67]. EREE L TIX2004EL%E, BRNTHS
MEIfTbhZ{ o b HEIh T3 [68]. 0k
20104 DN EE F#HE  (Buropean Medicines Agency)
2 5 ER&HETE, BRRBRO BRI HEBICANE
Mo, HEEEEOHYF - FHl, EER~NOT I LA
(RERTHOERT 7 v R), BRARRBEIIB S LB
BoOER BELZHVLIZLORIE) L2560, BHER
BRCRHEL 2 28B0LHENE s - BHENEE~OR
) PRELRBELLTERSIN TV I EMEDS
Y HICHET B RERIEH Twiw [69-71].

V. #EFE

HETEICET 28, PTLHARNEREORKRT
TN L ERAEE, WEBRERE L RICED (ER
(EBM) - B0l Loz BIF L CHRIRAERS
n, WEVPERLNTE.

AEELRETAZ LN TELRVWEREENRELT
EhWAFEICE, BH0) HENERNSELh, #
DIzDIHFROEBIIFEECEHELD DL oTNS.
FOREER, HHERERETHY bR IERATEBEOKRE
ST YNCETE S N B R AR TR AN - ASEN
EKEFMEINTORVEWIREFEREL D, $E
BRI oOWTH, MeEERE FARICERRRBROBRLO L
EMSEHINTRY, KB TIRRLZREOSNA FI
4 Vi b NIERDS, bAPBEOSBROERICET I LE
BHETLLDOTH S [72].
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