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EREIZH T LGRS 5

- Common Rule —EFDFETNEME-(THBT S8
RITx L TEASN LA (HEBERFDOEH)

- FDA Regulations — ¥ ZDERRAERD M4 £ (2E A
ShHBREERBE (Food and Drug Administration) DF
#il (M EER . EXERCERMBFFTOIRTORR
HEETHEN, TORNMERERLILDITITOIWRLLE
— 2 [ZEAINBD)  [Cf. Wyeth v. Levine, 555 U.S. 555 (2009)]

- FDA Regulations %, 1970F & FLIE, NEMICE
CommonRule [CEBEEEHLIBEBESINTET,

OF Y - IL— LD

OERDEFHEE - HETHHARICSMT DM EHERISHLT,
WERERED A (REIZIL, Office for Human Research
Protections (OHRP) [ZOEV-IL—ILORBEERK) DEHNE
(written assurance) DIRHEZEB DTAHILICK>THERERE
NDEMEETEIR (Federalwide Assurance = FWA) ,

QWEBREREODERTZESHELLT, EARERICKHLT, ZDHE
RTEEINDITRTOREIZDONT, TORBREZERICEEL,
M OEBDERICLE-SHEANEEZE S L (institutional review
board, IRB) 4B T H_LEROHELDIC, TDEA-BFHEIZDOL
TEHERTE,

QL DHEBEDREDNEDIZHDENDELT, A2 T4—LF T
>tz b (informed consent, IC) D EH(ZDLNTHDEEMEIRE

OFEY - L—ILDER
@ Tuskegee Syphilis StudyD#R:&&Ad Hoc Panel#r&E

757\ # Tuskegee T1932F M5, 400 ADEBAESEE L
200ADEAGBEZFERELLT, BEOBARABRBETHE
TEHEREMNTHON, 1973F(ICHELAFIESNDETIC, HER
FEDIE28AMFETL, TNLUSHZI0ANIFEN R NERSH
HE) - FBHEETEESICEST-,

COMEERFELIME (N.Y.Times) IZxf LT, DHEW &
Tuskegee Syphilis Study Ad Hoc PanelZ&%I1771=z, CD/\RJL
DREMEE (1973F4A280) 1, AERRETIHAEDS
5, DEKELERDHEZZTHEDT R TIZOWLTHRHIT
SEREZL OEBRDEEZHRET HLOEMRBERICEEL -,




REHEREALE R OHEDERE

19735, NERRETIARICHTHRHEAFDOFHERIET S
2O DEENKOMEFESITIRE SN,

IRROFE-ARGFERESFRBR/NEERXRTERTHoT-Edward
Kennedy B (&, Tuskegee PanelDENEIZHE> T GRFIMERE
D¥HIIM)National Human Experimentation Board ZE&E 9 5k
EFRELED, BRILTHRAHTEMN oI, ZIHFELELT,

DHEW (Department of Health, Education and Welfare) — AZX{ %
LT HMEICERASNDIEE DHIE (BRIZIEEH EH o),

E 0% S —National Commission for the Protection of Human
Subjects of Biomedical and Behavioral ResearchZ (R#I1EFE D %:
WHEBZEBERELTO)ERET SEE ORI, —National
Research Act of 1974 (1974%7H12H)

RE#BERUARAFIEDRER
®DHEW
1973%F 108 : ChFETHEHOETEDHON TV -AZHERE
T HHEIZxT BREIZDHEWDIRA| & 3 SR AIE 5585
BAFE$RIC#BE L 1= (38 Fed. Reg. 27,882, Oct. 9, 1973)
1974%5H308 : EFENLHEIN-ERZHFEATNED
L, TE] o&nfHEIE LTATH (39 Fed. Reg. 18,914)
—MEMERDEE S (a committee of the organization) [Z& %
BEOEH Ff=Ic, HIRFTEBICHT MR EHANEER
DEHEIEMESNE) , AV ITH—LE-a Y FPORA
A, DHEWEH DEFDHEHNDEHHIHRE Shi-,

National Research Act & National Commission

197447 A 12 H——National Research Act of 1974®M 31,
(DNational CommissionD & .

FOEBHF—ODEYERH - TEIFHNMEETHOEARMGBEREDEE,
QHMEBREBISHSI=HARSAVDEE, QXRBESE, AA, BERREHH
BEEEDGEDAIA—LR- AV FOEHDREE, Q)BREMELSLUV
BHARITOVLTORE -RET, &,

QBN D B EE <ML Tlnstitutional Review Board3E AN
DHEHNDIRHEERFFD(T5 (BHHAIZ, “Institutional Review
Board”" D& FREZDEBIZIRES),

@B4R3EESIZDLVT, National CommissionD &5 ET, DHEW
IZ&kBEE-#HBIFZIEL-(FSR)D L),

National Commission&ENJLE > k = Lik— bk

National Commission(£1974~1978£EIZMIFT TR AMITEEL, B
1%, BBIRBAR, WA, BFHNE, KREREE, BHESEEXRETDS
M, IRBEAVITA—LR OV MNMIBETHITHOHEE
(Appendixz &) ITFEHBNT=,

512, 197642 A, National Research Act /A% National Commission|Z3K
HI-TEYEZN - THENARETHORBLLIRNEERNMGE
[REDORTRIGEDERETILOHIC, RZYZTURBEDNILEY
FarI7LoR-EUA—ICEWT4ERMIChH =52 &AM L.
TNREEETDEDRIFTOERIINIVLE - LIR—RITEESHDN
tz. NLEVR LR—FCIEERLMEEZR AT R ELS JUBERE
REDQERMMGIERE (respect for persons, beneficence, justice) A

Eﬁu%hto The Belmont Report: Ethical Principles and Guidelines for the Protection of
Human Subjects of Research, September 1978.




REZFRAERAMSOEY IL—ILA

1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13, 1975)——DHEW#R
Bl # National Research ActiZ#E& S 5 7=HD;/ET (“committee” H¥“Institutional Review
Board"[CE EH#Z bhf) o

1981 President‘s Commission for the Study of Ethical Problems in Medicine and Biomedical and
Behavioral Research, Protecting Human Subjects: First Biennial Report on the Adequacy and
Uniformity of Federal Rules and Policies, and their Implementation, for the Protection of Human
Subjects in Blomedlcal and Behavioral Research (Dec. 1981)—3"\’(0)J_¥5(Dﬁ A, E bk

()] £

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal Policy for
Protection of Human Subject; Response to the First Biennial Report of the President’s Commission
for the Study of Ethical Problems in Medlcme and Blomedlcal and Behaworal Research (51 Fed
Reg. 20,204, June 3, 1986)——pB81% % VK ti% B8 F 3 3

1988 OSTP, Federal Policy for the Protection of Human Subjects (53 Fed. Reg. 45,661, Nov. 10
1988)——Proposed Model Federal PolicylZxt L TIRHESh=BERE#SE(CHRIT Iz
Federal Policy=eh, FRAIEL L TIRR SN (common rule® EEMNEDLNT) o

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules (56 Fed. Reg.
28,002, June 18, 1991)——19884F [Z{2ZE & N f=Federal PolicyA’ 15 FIZ& » THIREN B
FRAIE LTHYZ (3EY - L—ILDRKT) .

HHAEDEHITHTEIEL - IL—ILDEE
@ Expedited review (45 CFR 46.110)
= research involving no more than minimal risk
= minor changes
& LEEEF
7/ LR mETEE (2001) %2 -7 (5)
—BEWGEE, XEHR BARZOMRERCEROHMR
EEMEMEES (2002,2007) 2 -5 (2) @
ERERBAZUMMIEIESET (2008) 3 (9)
—BEMOEEE, KRR SNROBKRZBEAGVIR
Sfthic, & - BRERICE (T BHICOEERRE & 45 CFR 46.116(d), #*
E.

OFY - L—ILOEHRRERET

OIEY - L—IILHHIESNT0EEREI-2011F7R, EREESH
(Department of Health & Human Services = DHHS) [XOSTP& &
LT, OV LY, ZHEZRERHAEOEM, RiEH—E
AMBEPLHILZ-THRERAR, T—IN—X, 12F—Fk,
NAF N DERVSHARDILKRGE DEALITH IS TELGEL >
TERZELT, OBV L= O ERRMRETICAE TR H E S
BB &1 % H L1= (DHHS, Human Subjects Research Protections: Enhancing

Protections for Research Subjects and Reducing Burden, Delay, and Ambiguity for
Investigators, 76 Fed. Reg. 44,512, Jul. 26, 2011) , Z — Cl&, JE>-JL—IL
DREEELT, UTD7TRZHIT, dEEZRTL, Thol2BEL
TERMIZ-ToONTADBERICH T HERERO TS,

OFY - IL—IILORIES

OWEEFR (ZEFEL,. ARBEN HHAEDHEIRD K/
[EHISTETELY, IRBOKH - ERMNHEHICALNGNT
WEW, Ffz, #RZ-TBRFHETE, FAMIBKRTES
DEPEROBRGENREEICLESD, RITHRAIZZDME
BERBRTETLEL,

QEMBZIARMRICE TIRRILDBEIFHRDEMILL
BRI DEEZ B (THEHDIRBATORILDEEER
H1-15E ; IRBEEDEFFTHIME) -7, HEHDEEIC
FOTHERERENKYREY D EETI ARG,




OFY - L—IILOMER

R IV I7A—LF-aAVEVFDEHIZTONT, EXPHEMAET
Eh iR, HRE~NDOERIZMIVERSEEEHEL
THEREINE-XE, E€REOFNEERETES MO HIEICE
BELERORIMO D MY ISKWREE, 7oy —hOREESERYL
EFRIZZRELKRVSDEEIZE TS EZEEBEAEDER, &L,
ZOEHEICEAHLLEENH D,

A)EEFIER BEAH 2EBREEZAVSIHARITERD
BIREES BT DESET—ADERIZL-T, ERALIER
DRI A BEICHE DA BEME N T E>TLVND, £z, HIPAAD
Privacy RuleX>Privacy Act of 1974IXBAXZMAELN, +59
LiREIZRITS,

OFY - IL—IILORIES

O)RITHIEIX, HEREREDENEZ TS S DIFERIN
E DA+ THLY,

OV BREREICKELGRIREHIA, EIBICLLREZEZT TG
W EASHH S,

MAEY - L—IILOFERESHOETROMEEPIE - JL—)L
EHIPAAIL—ILDEHDEE - EMLE, R—DBRRIZER
DOERFHEHNERSN, BEESIEELTLS,

DHHSDRET 5 Xt it

O®DHHSIE, EAMBEMIE, HREREZRETLHLLLIC,
HMRE - HREICHT H818, BH BRSZERTLHC
EIZE-T, HARERAGIOENMZRIET S LICHD,
EL-LT, HAEREAOEEZRELT

®FEf-, IFEY - L—ILOHETIZE ST, #thDDHHSHRA

(Subparts B~E) , FDARAI, HIPAAD TS A /N — -
L—ILOBETLREICGLHEVSRBALERENATIS,
SBETOREITH > TIE, EmmEMERFAREZESR

(Presidential Commission for the Study of Bioethical Issues) 126 W%EE%@I

ELEREBIZAND,

DHHSD X i FE(N)—TRBRIZH S LI-BELANIL

OHENDEEREH

-EBICLSIRBEE

RREE =/NNEDREKELUEDELDEEATULNELHRET,
TIEBEMNAIRELLAMIE>TLAHE,

OEDL—ILOERBRA M ERDHOENS65ER DEF
ZTOHI, TBREDT—4, X&, Lk REEXR, F-EZHEROREE L
MEENBLETIMET, CNEDEHRSAMICFIRATELZELEDTHSH, iR
EIEHRE, BECLELIEBEFIEED TONAZHEICL>TEH, HEBREN
HATELEVWHETRRET HEES 1D H S, exemption 4 under 45 CFR
46.101(b)(4)—CNI&> T, BEORES LV ERIE, EL{LThIL, IRB
BEINGRRINDET TS ICEHERBINEEEZONTE:,




DHHSD X S E()——TE RIS G LB ELANIL

SRERELTIE, BFRNER, DENER, HHRMEKRNAHS
M, EROEKRICOWTIE, IT—4F 2 [FREEEE &,
EZ2tEHROBBEAILETFZLBIL—IIEFERET L EIZED
TXREERY, IRBOBETEIEELALY,

OZ/NEBOBRULDELDEEFLLVMET, AERBEDOHER
ERBWMEICONTIE, AREHR T B GHEEE LR
ABlELTIADHEL, %), EAIRBICKSTEEINEFFEIC
DWTH, T—HETOEERICEVLVTELONAERT—2I2&
HEHDERMELEL, BENEREZITHLLEVEFRAIET
éo

OE/IRDERULEDEDEEFHNELTREZEEDRRE
BAREERD) ACDELMRETZEE DTS,

O RBEEZ#HRBREINIMERENEZBETES.

DHHSD M IS ZE(N)——TFERIZX G LB ELANIL

(FRR B TIRESNREDFAZECHE]

& FRAIO KT B LR ERK B M TIRESN-RIADBEF
AURERAOERREAVDSHELGE)ITOVTIE, EERE
EEBOT5. TORER, FROARFAE—MEIFFA
AR BEENREEXDFERICI>THLIENTES,

SREEL, LFHERINERTIRHEDNIKRE (ARRGE) IZEEE
LTRESNEST R TORNE, HHNIBHEDRE TIRESI
DI RNTORBERRET DEIBLELRLDITTHIENT
ER[LHLEEREDHFE].

SRR B TIESN Ao DIRAZRAVSHEIL, IRBOE
ENRBREIND. LHL, IT—4RE - FHREERLE OBERA
F%2(+5,

DHHS D 3} s E()——TfB RIS G L-BE'ELANIL

[(BEFOBRBFETIRAOFRAZEDHE]

@ BL7E (existing) DEKDBEER TE4ZMELUNDODENT
IRESNTz I EWSEIRT, BRIMARTEZ ROV (REHE
E#E5(18)ERE) .

S ERILDEHZHIRR,

—thDEMDF-DICIRESN =T —2-BAEZRANLIHAEIL, T8
BDEDTHH>TH, IRBEEI(E, FAIELTHREEENS (EHI
DIERENZEITRTHAERO .

ORBEENRBRINIRL, [T—2RL-HFHREEEEIZ
BAIN, A1VI74—LR- AVt U FOEHLESNS (FEED
BEETRTDEE, EADGEFHEBMTIESNTZD
DEMHARIZFERTHEHE)

DHHSD X i () —TB RIS S LI-BELANIL

(BEFEOBERFE-IFBEADFAZECHRITOVTOREREH]
O EAEEAWSHARISERBEEH W E (general consent £1]),
¢ T—3ERAVSHAEICDOLTIE
S UYHAEUND B TIESN =T —2OMREF H
- A THNEEERESDE
- EA(EFERIEEDISELED) THNIERAEEFITE
S>LUUHAED BN TIRESN-T—2OHEF A
-E4 - BAICELoTRENRE
@ General consent &, FRDARFAE—MRMIZHFTTHLDT
HHH, MRAROB L PCETEICRETAMEDLSFRDER D
HEICDOWTIE, AIEDFIvIBERFTEIETHIG,




DHHS D xS E()——TRB RIS G L-BE'ELANIL

(IRBEEAZBRENIHARICOVTHDEE]

SBEL, DX N ILERARNRAR THEOLEHRT D10
0)%5:\2%75§0HRP (Office for Human Research Protections) |Zd&> CENEE
SN, ZLDEETHEINTLS=>KRFIREDEIE,

OXIEETIE, MEEIE, ER-IRBIIEDEHREFIRHT S
LICE->THRRIRZERIREE T 6, BHRRICIK

- TEHRE
AL
BEDHRDREZLHTHEDET S,

O EHREZT-MEERAIE, BELFIETIE, IRBEEEZKRDS

ZENTES,

DHHS D xf i E(2)——Z it R H R AR DIRBEE

®IEY - L—I)LITEHAREENIRBOERREFELIZLEK
HTWEA, LEZERDIRBIZESZEREZERLTITLAE
LYo

S LR HAFMARICSMT SRENDOMEERICDOLTIE, BH—
DIRBZEEHRDERXD (FBFELD) IRB (IRB of record)
ELT. ZNEBE2ZTDHL2EHBOTS, BEN, £
BIZKBDIRBEETHS N, AEEETHINZMDHAEL,

DHHSD R IEZER)—A > ITA— LK OVt bDRE

*EXDE

(DIROENBHRERNBTE LY BRI THREISRE,

QFBEELEREDHIR.

QEERBDRESODFHERE.

(OECHIGFT (BEE, KK, F8R0)7GE, BREDERIZOVTHRE.

OORRENDERIREIRIL-T, RO SDIERBHELZED
BHTEDHONDERMXE DEIRE.

O EHhEm-TIREEXTOTL—rDER,

SREEHDORIR REZRHIIZHOEHDREE, IO
TOREDHE L) .

DHHS D %t i FE(4)——
FHRMEREZR/IRIZT 5T —2REDRIL

OEL-FEELICEALT, HIPAADTSA N — - L—ILDEEE
BRI, F-, BEICDOULTIE, DNAOHHIZE>TEA S
BATREICIR D ATREME N H DD T, RIEKZRWSMAEITIERE
BERAVSHAREREHRICHKRD,

(Dldentifiable information & &R
(@Limited data set (LDS)= E#EAIAEE S L1EER

(@De-identified information #ItE#RMEER = BEFALEES LIER
O=>FKA-Hik-EFAE-RKICOWT, &71, FRFONLLEKERO, BB (EERQO,
BEES FAXER, A—ILTRLR, #HEREES HILTES, ERERRERRES
5 AEES, (HE-FAUEES, ERES, BBDES, URL, IPTFLR, -5
%, BEEE, BREHNES, e, BABNLTAEEEEDNEIL,
Q@=>1XFr(BTET), BIZE (RERLL), thOBEFHANES, #8LILETES,




BEOERELIIEEOFAZSTCHARIC OV THORBEE CREEH

(Didentifiable (@ Limited data set [@)De-identified
information *{&{& |(LDS) information
FEFEBEMTINES
h-BE0EED |ZEARENLE FRIETE RETE
el
X BTSSR S

;‘éﬁgmﬁ%wﬁ}f EHERELE EHRELE ERRELE
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DHHSD X S FE(4)—TT—2 R & - [FRREEE

[Data Security and Information Protection Standards]

I EAFANFTREFRONE - FREZETHE

S OENFER T REEER - MK - QLDS ZEYIRSHARIL,

- BEHMICRE -BEFSINST RIS EM - BEUEESEN,

- MEARTRESNSRRICITEELYENLZRLEED,
EEDITbNb, I5I, audit trail (BSEFEHS BEAGCER) S1F
WIIHTHTIVLRERE, FEER-BARBHNEENEHE DT
bhd,

S QBN ERIFEEFEREQLDSEAHWAHMEICDOLTIE, 1HR
DARNZTBHEANTEHENELLND,

DHHSD R S F@W)—TT—2 R £ - [FIRIREEE

[Data Security and Information Protection Standards]

I 7—%F ARENMEAHINERER:-ELTH, HAMH
RI7TAIVITRELGTAIL, QRANERIREER, QLDSE
BYHSZENTES,

I EEDETEERRT IO, EHRNTIRENYERERTEZR
iR

DHHS D 5t i = (5)—Ez tRIAKIFRIE D T=b DT —FUNE

S EEEZROIHREZFICKT HEREMES T RIS OREIRE RS
TEH5T—E0D, RETUTILEALDREDT=HDIAF DhE
X5, BICHRENEH D Toh=-T—ARELFHHRILLEKS
IB.
(1) KEBADEFTOREEHISEES T HZELSIN-FEL
T2 2YrDFER,
(2) EHRBAXENRET ARG -HBEETILR—FILIR
TLEHTT EITHEE-RIT,
@B) TRTOETORET—IRENAFIVADEEEZHD
(FAEE, 0B, BFEA)

QS NEDHREIZEST, T—ADKYBALEFTANAIEEL D,




DHHS O 5 > Z(6)——E FR D R HI D i K
O INEXEETHAAEIZRLTIAEY - IL—ILEBERHLTULSEF

DEFIOHEEEZHPENDBRIHLT, UEBRT

EESNEZTRTOREICTE - IL—IIEZBERTEHELEE
BOTBIEERET D,

[BRITOIE-IL—ILIE, THZERTERSINE (T ZTOKE
ERITHHARITONT, HEREOEFLBUTRETLIETE
RE-THOICHRERNETTIREBIZHATI LR
DI1BITEEFE>TLVS, 45 CFR §46.103(b)(1)]

X It =

R BGLEATOAAET o ADHREMERS

OIEIIL—IILERIRLTWSAET N E T HEBREREA T
AFEIDHEABEIZDULNT, DHHSIE, TDERMEHER, B—D
HAZZADEEREIZTODWTERERDHDIZEE S, BEHEH
TIREIELTULVELY,

DHHS M 5 8| | & = Al @

SRAEDRTDANCLEREZEL=HIZHENS,
5%, SEIOBFIEHICHT 5B REBFEZ T Proposed Rule
BRAIEPRERIN, S5, RAIRICHTIBEREHEAT
RIR 7R B (Final Rule) DHIEIZE D,

S HERBOERELEUNELZNE REREH SR BIFIE Ft.

S5 3k

A TEEERMIEICHTET7 A NEAREORE ) FHRES
EZ13851~68H (1998)

A TESHE4RANEEFZME] BAEREERSE27
#1858~648 (2011)

EE Bz -t F2 & [BEAEOE-OOREEE/N
v RIvol (2011, REHAR)




