—~ BB ENIE, FAORERERRE CERY, LhL, BRESREBREL YR, F56
FIRAOOOT 25T L0 GREMGEE T2 8L 225,
ERO2BAFHEDT. EETHD,

C— 5~ ¥ R RF AR S R DERNSHT HBRABE

—RMBERT—F LT I AT HERE, ZOTF - BHEEO EHNORCLEBIR DD THNIL,
RETZZ EMNEETHD,

T H RS LEERE S H ARSI, AEHEO I REESEREDD SNDHE
FIOBRARA BT 20 9 5, Tabb, FRERET S 2 EBRTRELES. BEOHENS
YEIEE.

%

gl
E

part2 TR LEBAREIR. MBESZROORR S BOAREFELED LI L LRI LGS
RRY . FEWRR LD,

Lo T, @ToF—F5%E, BEBIUCHEEOHED LI, ENEREFFEEH &
ITEET A L ERREEICTS IR, F— ¥ B 0HET % medical scientific community O EH T
BB,



EH2
Journal of the Royal College of Physicians of London vol.33 No. 3 May/June 1999

archived information and samples (23D < #F %
£SO G EEIIC 351 D Royal College of Physicians Committee DE)E

Foait., Te badSRE LR, BU2RER LICERT LA TRY] 20V EFHRICEST
AT - RS EARRIEZE®RT S, L L, ZofER, FEAPA (ntrusive study) (380
THRELNT LOTHY . IFREAFIZ (non-intrusive study) CEEE L T, FHEETEH TV,
SETHEBRCERIN, EZEBTIEERBEOERFER L CELTORWMRAOEEE. &
FBOMEFAIFEET A DI BEER SN TV AIERE - £RAMBTF 2V I EELE LTS,

SER MRS, TRAEENS
& WFOERESRY retrospective ICRAWT, EROERRI., BRI, T&, BE~OXE
M Y ERTT AL
& EFHBE - BROE. BEE, b 5VIIEOLDICEICERR S R AR R T AR
DEHBTHLEYL SNESORED

EEhEEhT, BRERSNELOTH Y. HEUN AL TS L) Hc R ERE 2B 7R S8
Hxi0, BIEORVERETEL{L, IRHE M Ec ORGHERETE LV E D CThiZ, HH
pfERtEbiRESI N D,

\BLCREBEZHE T, TIA4 15— DORFOBMBLELRITTARESH L3, EREREL
PIEAIAABELOTREBABTL, ART AT -FEEALTEILICLY, ThEE
FHZENTED,

ANBEOREAEL - L ELEL T 5 &4 IR BARFECIET 5 . BT archived material
FRVELTORERRES NS, EFOERER - N TREE/HTOARVWEOHIIERTHY,
HEICEL ONSEIC, HHFRSOTEML, AS48L5 7o rid, ERHTR, . 2t
BEOEEI DN LRTHLRWVEBEEMES Z Lok, EHEMEZITEELS L.

FOLRFREEETROMELNE VNI BEXLH A, ThIFGEHTHD, EREERIT, B
ORI Lo TV AL T 2R ETAEEN DY, BROBETIAL OFRTCHB LRI LA
SEIFHLT, ThLOERPEDCEMAT L EE LB 0. CnOOFRPRHMEASTRIE. Th
Hizkvpabahiddh Ll MES 2 ERERBT L2 LITR D,

—131—



BEFF D archived material ©oH]

EhaRRe LIFRBMEZNRIL. FTROAMEHELEE. S8EPLOREOERL LirRmE

FUCERFIEETH B,

& HROTMMIZRAT 5, BRIERO L2, FEOBEP SEARSECER VLD 235"
&

& SRR - FERARRE, GBI

& FENLE T, BYIRRELRDIRE

& HULHERBEEERNFEEL. BroMEENLAEZBAUESNLAKRSRS L 2 &
75

EE L FREEHBLHAE, ERTECEFORS AV, fSE0RS, Lic ST
ThHI L2207, bhbhERAEICELE, LirL, RENAERROLERIC ST, S854%
PRTCD, Thoh, EMPFREMHELERT 2 L3, EAFRRARCHZALRTE LD
T, MBEEROFEREIFRETHD LW PRROBRNSH B,

b archived & 5158

RIS D VIO B TR S N ERE A W RS . A% ORI E ] S L5 TTREHE
bé:&%ﬁﬁb‘%wxiﬁﬂ%mﬁﬁ%éw@qmmmféﬁé%ﬁ%%tﬁﬁféck%iﬁ¢
DEHBH D,

%%ﬁ%ﬁﬁ%%%ﬁé&%m\%@%ﬁ-ﬁﬂﬁ&a@H%mtorﬁi&&éﬁﬁﬁ%%mfé
:&@KH%T%D,:@;5&:aﬁ%@m£MT~¢mKﬁ§E@%ﬁ:orwéoﬁ4P34
V%ﬁ%%@ﬁ%mﬁwr%mﬂﬁﬁ%é:&ﬁ\Ekﬁﬁménétbwﬁﬁ%wf&&

fa =y
3

- archived 7—% - BB EMEICH A 2 it #E a2z oo,

. RS X EBATL, SO BFRE BT &5 etk - SR AET % T,

.%%-@%ﬁ?v?47ﬁ\&B®ﬁﬁbk%$-ﬁﬂﬁﬁ%ﬁﬁw6néﬂﬁﬁ%%ﬂb\%
@x5&ﬂmm%%%%kéﬁﬁ%ﬁiéz&%%ﬁ?é:&%\ﬁ@ﬁ%%ﬁﬁﬁL\5i<
WHITEITHEOLLFREPHLDL L,

4-%@iﬁ&#&ﬁﬁ%énéiﬁmﬁnﬁ\ﬁ%%%itﬁ%ﬁ@%ﬁ-ﬁﬂﬂ\ﬁ%w%mE
fREhs ok, |

5.L%4®W%%&ﬁﬁ&bf\%%ﬁﬁ%%k&it%ﬁ?%\H%ﬁﬁ%é%wﬁﬂf%®ﬂ
#5703 public interest IV THLNMIIEY CHLBEE. ZF0OER - AR AERGA D LA TREL
T5k,

6. INHDFEPERITEBITSNDNNIC archive SAFIES - ®EHT. EROBN T Tho T L

FIRH LR T WIS LT o &b,

w v o= B

—132—



EF 3B 5 Wald i X 2 minority view

BEOTHEAYEBTEF Lo OWMFRICAVDZ %2, TOBEDLITLEHZ DN E -0 T,
FRMB—FHLTWIRV, F—Z D selective removal 13, BIEEZENCL D 2, %L5OTF— ¥ ZHAT

LI ENELEHEICERACEREARFIERVEESC., TOMBEESTIZLeRBOsl LiE R

SETHAL NI ELZ LR D, BEOHE) public interest justification {ZTEESH L) BiEDR

FABESL P, S TOESFEAAEANIC public interest 12HBZ &2 B2 5L F+4HTh

v . public interest TIHAEW EFRENBBEL T I Y #{EH FRICEMEBAREERH D, BiT2

STHEEBEARET 5 BRELEHICHSLEEL, A2 THD,

—133—



BEH3

1. kE4AMHEEBREERICLLEMEYEBERVORROFIER
Chart 1: NBAC’s Proposed Process for Research Using Human Biological Materials

1. TOFRIL. CrMEBREORE IR T, IRBERER T AIEILLELN ?
(151, 3. 4BXUB23H)
1. Is the research subject to human subjects regulations and IRB review?

v v v

v v

[ELN AT LOA L ERT YAV IR ¥ NF S LA ERE AV = 5
a—FiEEh TN, K[ TND, RESHTLLL, FETELTVS, DY OERER
_BHLME No, the No, the samples No, the subject THHEM
FESN TS, samples are are unidentified. is deceased. BXTHD,
Yes, the samples publicly No, the
are coded or available. ¢ ¢ process of
identified. 7. BAEHAERRSHHIRBEELLT, unlinking
B b1 = & 4 the samples
l I EEMICHARRRETH S, , pd
7. Samples may legally be used without 18 sound.
2 TOREILEDEEIESR, 2 informed consent or IRB review.

(BE228E)
2. Is the research eligible for
expedited review?

v

3. BEMNBLETHEMN? 1
(10011, RELT3ESRE) —» Yes —

Do previous consent documents exist?

LBIOREENFETHN?

3. Is consent required?

!

MR
No

v v

LY LA
Yes No

v

4. AEIWEROHAZ, TAREDLSICHA
ShENCTHRREORBEEFEAGIN?
()56, 7. 8. 9BLU1IBZ B R . ARAE~OHR
BROBTIIOVTIEEIE 4. 158 LV 1628 R)

4. Ts the proposed use of the sample

consistent with the subject’s likely
understanding of how it would be used?

v

[ A
Yes

v v

v

IRTAY-S
No

v v

FATTaETHL BOLEHESASNIE. FhiZi/ED),
(FhE19—23%81R)

obtaining (additional) consent (subject to

SAERE, GEMO)RREZHIELLIC, HEMIC 6. BE%X185. HHNIRAERREERFTS

W EEET S,
(§1%3.6.7.8.9B&KUVI18%8E)

5. Samples may legally be used without 6. Obtain consent or consider appropriateness

of retaining identifiers.

applicable state law, if any).

NBAC: National Bioethics Advisory Commission
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E2. OPRRTIHREEHRIN T OENMEERE
Chart 2: Human Subject as Currently Defined by OPRR
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Is the definition of “human subject” at Section 46.102 (f) met in this research activity?
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v l :

45 CFR Part 4613385 Szl
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R3E8RDIL,
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Follow 45 CFR Part 46 or 45 CFR 46 GREHWR)

meet criteria for exemptions. b hFEREERR 2SI A E R A OB E,
SEE CHART 3 b MEAR SR RLEREN S,

Federal regulations governing human
subjects research that apply to research
involving human biological materials.

N

OPRR : Office for Protection from Research Risks
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H3. trEMEBERANAHEDIRBER

Chart 3: IRB Review for Research with Human Biological Materials

Guidelines for applying the exemption stated at 4SCFR46.101(b)(4) and

EREBATLHOHDHAFS 1L 45CFR46. 101(NHIZ |
MRBEDI-HDITAFIPIL§46. 11015 TND,

criteria for expedited review at §46.110.
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ARELUFRUAOFR CREEN T~ 2HLEIRBEST.

Will the research involve solely the study of existing data or specimens?

v v
IRIAL-4 e A
No Yes
v v

FOWEL., BRIEHEICL>TRASIT
A DR A46 Federal Register 8392)I12
FEENFEAFIAV—DUEDITEENLIMN?

(BE1%58E)

FALOT 2 - ZERELESA TN ?

Are those data or specimens publicly available?

Ts the research contained within one of the v

categories listed on the Expedited Review -
List (46 Federal Register 8392) issued by the LA
Department of Health and Human Services? No

v

MoE gL HERN 7
(11 BXU3ESE)

WREFICUITEGLEAT

Will information be recorded by the

a3 investigator in such a way that it cannot
(&L LA be linked to the subject?
Yes No
v vV
l Lz fELy
No Yes
HRLLITHNT, SMBELE | | T2URBEE v
LY A4
R ) Full IRB FRSMIHET, BMRELED
Wil th hini : AR EHFIM ?
tl_ tt ¢ rese}arc n Itts (B%2. 55 LU1058E)
enti::nyr:l?:i(r)n‘;? Er;l?? o Will the research in its entirety
l : l involve greater than minimal risk?
ALY &Ly A 1AV S
No Yes Yes No
v Y v v v
i 72 IRB E2UIRBEE RS IRB B35 1345CFR Part
FEICER MRS h R T[S BETENEEA BECHEE 1ehERIBEND,
Eligible for ERONROBE. REOMMOFUTIART Eligible for Research is
expedited HHIE FRLRBERIBHTHD, expedited IRB exempt from 45
IRB review. Full IRB review. review. CFR Part 46.
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H4. NBACIZXRAHEMEMHMZAVLMROKRALABEOLEHSR
Chart 4: NBAC’s Proposed Informed Consent Requirements for Research

with Human Biological Materials

BREMICHENT, FPB UL OBRIEEES/N?
(ME2 5B8&U10%88E)

Will the research in its entirety involve greater than minimal risk?

v

IATAY-4
No

v

!

&
Yes

v

BRLRE B OB SVHED . HRE OHERIL
B L CAFIME SR ET 507
(BIENHLIUT1REEE)

Will waiving/altering informed consent
adversely affect subjects’ rights and

18 FHBR A L
No waiver or alteration.

welfare?
(AIAY-4 iy
No Yes

! !

IRBA LEE2HAXET AR - EL
SERRL . EARRS -EE No waiver or alteration.
EFBETHIL, -
TE AR A - A wT

Watver or alteration
possible, if IRB
documents these two
findings and approves
the waiver or alteration.
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