MO OAE DA 21 @ =
2.1

2006. 1

What is “human subjects research”?

@ Human Subject:

® “A living individual about whom an investigator
conducting research obtains: (a) data through
intervention or interaction with the individual, or

(b) identifiable private information”
® #18 8% basic protection
(1) Informed consent
(2) IRB ReviewZ | &-01Y HIIE ol OF

0
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Human Subjects Research

@ A wide variety of clinical research:

Surveys

Natural history studies
Physiological studies
Stored Biological Samples
Clinical trial

Behavioral study
Epidemiological studies

s gl &3 A0 HE

It &F 9] Y 83 FRd A%
% 9] (informed consent)
s JPA K
(Protection of vulnerable
subject)
A8 o] 93 - A3 o]59 HI}

(risk/benefit assessment)
MA A L ARRT
A o]o] ¢4 A% AYgA HE
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Vuinerability Types

o UO0l:0ldEx, & A0t

e Y UXY, EXY, AE22 H0l0| Hol= 2@

® 9 530/ WHX= & X0, FAFSXY U, 240 2= &XZ,
S2 AEo AL,

® AMBIE T2 2AHEA DE0AH ARHO0A HEILHX @2 XA
NES: 20, AKX A2 =811, QCHe &M, J2s|AL 714 2R

® A8l ZBRIE XH: 812X} homeless people, nomad &

o Mol XH: ALt E{Ot

® You name it!

Hetst NIEA 222 IRB

JlE /A A0 U LEXNE Z&o= 20 USHZ
s C X 2o HAUGSHA A2 MEXE HALE 3B
ot E &

HEH2I0O SOl IE XD} S 520l U= BB “skH
(assent)’E 2= o10{0F &
® 6M 012 5 S9|; 6-12H: #2 A2 & assent form il

S A8 13184 HQ! S2AAHU 20l AY

IRBE FHs DX Z&EN UCH= A E BIEA
2015t 019 HY LS &0lstn BRs 25 XX HO
UAEIE A9I610] 312 =0l J1E6t12 015 SXIGHHOF &

30

-341 -




iof

il
=

5]
Tl

<0
il

-

R PPN

40k 8t
)

s 1 2H0| HFAUAX

ol X
CES

810 =
©)

<0 0 Jio
S~
@

=3

HASMEL 2

RFECh
HAAHA XL QAR ES2HAI0 AHLE HE

ot O
Ct.

| =2
5t

6

I8 HOO0F

=
S

S o

2
=

g Jts40l A= =
AR LHES &2 UM 322 280l 0 A

SH
PN

9
ZEH O A= 2AA

=
S

01

IRB & 2| S HIH

© - 22! At2!(public benefit)

£ T] (service program)

i1

-CH &l

R0
bl

o)

O EX0AM Jbts

oL
ioir

-342 -



M(survey & = Kl (questionnaire),
cl ] oI R
maﬂartﬁ B2 M2X| 0 2L HAO
ANT(E)S MES| BEECHE 22 201D] 9510
Eaﬂﬂo' S 0] AFS &l Of OF BHCH.
DA HBNAE D2 BolA 280 g
PIHE &7, S &2 (questlonnalre)_ MAHABLZ
HEEEIO0F 510, A2 X= SR E AFRI0I0{0F B

H2Xs Y & HAZHA FE8 452 HES
atez 0lel MEE N0 e
0l HHUAM 258 H =S HEEH WE2 =00k

%l-

X AP(survey & 2 Kl(questionnaire),

Mol At ol 422 F= IRB H&0] OtE
@ 1 UEUAN L2 FEI =AU SE %‘O}% %=
A= ghalo2 J|IBLHE FRALEL AS
HEJI ZAHAES 2o AE I-IoDﬂ '5;
AL U\P*ﬁ‘—(cwll liability)2l CH&at0] 2
OIj—lLl., =2 }_AI.EH/\I-_J DZIX“I-{
AEH-DEAME-EH S0l FES = Jts g0l

A= L= IRB /\'_JE F’:*O

® 0121018 E&ots RIS Xl 220 IRB
24 Al 9 THAHO| %
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ol

=1 AL o

'

(risk factor)Ofl CH

QA
=2
- =

o U

5
J

st
x
—

&l ]l
i
K]
oDL_Lu
~ o)
KK
T
mm._am
ol M+
ol 8J

@

N Kr oF
S~ R0
@

Ol HA2CH
S X (identifi
o HHHe

Al
—
Al
(=]

}

3

%WELL
LDOTOW,
" o ) 02
&@UE
B <k o <+

®

= 00
T o3
B <+
0l ol
o8~
= o
o M
=




Protecting Communities in Research

012, PRS0l HRHAO| &l
g7
S0, 0N ERES Y

=]

ol g ISHA N=2E &=

S EotE JtolEdte
SENS E3HE ESE
Cetd 2 JH01Ee

SHHUMEE HPA
Ag AN

F‘S [uoll

un

ZEHC N2 Y BSH St AR U0 &=
HoHelel 28t 40 218 S2AS WM 25
JHQIoH DHE ROl S2l= 2 2H0L0F 8L

C Weijer, G.Goldsand, and E.J.Emanuel, "Protecting Communities in
Research,” Nature Genetics 23 (1999): 275-280.

communities as research partner

01 MEHZA ST (AM0| Bl BES (IS
AR SSI=E ARFOAOS B S U0 B
MY, ZCre PHA0 NS 2Ho=H S22 F 4
AEE 1SS EANZ & UCL S AR &

HEXAZ Mol £+ US

STy, ZEO JWERO PHR0 1P ZTEHES
RBI0 18E & US

CITANO 2E M= HIBS IRXI A RA0
Te A NEE 28 270t NEE US

S =SB GRXIF AIBSIE 2, M3 S0l HIgS
1D AOf &= ZEM O XIZoHOF &
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Protecting Communities
in Biomedical Research

TZEZE Y &AHS K=ot
ART= oY EH 238 ESoi0F &
DU QME ZZEES L0 E&otH o &
DRI HY ASTHU BHEAl S H0IH, T8t
201 o XA HEE ESoIEE R20H0F
&t
C. Weijer, and E. J. Emanuel, "Protecting Communities
in Biomedical Research," Science 289 (2000): 1142-1144.
Protecting Communities
in Biomedical Research
HESMHe E&& 430 2H8 S2:
e Bt BMzl= 38= Olaicho] AA0F &
MES FHEHS (@) 30 A& E
Y EE2 E2st A2 NN 0EHEE &= UM E
HARATSS A A S2E BEA| 2ol oIH Z2EEE
BAE o SEA B2 S8 20H0F 8l
S E ASTHS ZEAID ARKNEE 2 REH A
HR Izl MEXAMOI Y SO BEAN VEE = UEF
e Bt UHE AR+ F U DESHHLE HAUH &=
B2 ol ES0IMH XI=3t040F &L
Cat RO A0 SlE AKTTHS AR MF O CHoll A=

SO0k &HC
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Protecting Communities
in Biomedical Research

CIOIE 2 & Hl(sample)Oil LHE B 24 :

ARNES a8 Mol ol 4 22 HRAE =+
AR HE2 S2/E FoloFotH, QIOIE 2 22t
CHoh M = A2 A2t AT SO0 & aFolOF el

02
I

Protecting Communities
in Biomedical Research

IO SE U BT ADNES ASTHS 2B
S(FD)S FHIVFO ZEAIHO0 D, LE29] FoH
=2 A0 ZOIS oY HEO 2L RS S AoHOE &
Ch.

CE YESNE O FEO H0i9 =08 #5608

SEP0 Y HEO 0|2 Hol= Hils ZE S
o2 REH0F 5D, RS2 DAS s &Sl A2l
C10F 5H0H, DICIOY QIE{HE SIHAME 1 BT S22
2O} OF BHCF,

CIRTISE & IRBS JH0|S2t0lS E4BIUS S U3
OF 3HTH, O AFStE 2 E2/2 DOIE 2 AlSI0fO0F BHCH
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A2 ¥ eol B3 (characteristic) Ab. | G/P | Rei. | Dis. | E/R | Occ. | Vir.
Sy 2 u8. %é&}{}?FEIE == R N R I I +
2ol Chat ol o= AN IRV B + | H- -

P BAE BBLHE 28 ad I U A I
et yna= el BRI I B B/l B
O8/Hee hEXH | |+ + + | 4= |+~
DAY A SEAT Fot= WAUE + I e R e By i
Xel® AX + ++ |+~ | - | +/- - -

2E A By ER | - - - - -
SIAIAS HIERIA ++ |+ + - -+ ++

SX XUORMH AARE ARRII P IR = I 7 At B N I S

Community Z&: 0, XX F24, 0, 29, 29F, 1Y, JbAE G

He 2240 238t 38 & &H(Health-related
common culture)E,

LPAE= X5 M| & A (Legitimate Political
Authority)Z,

® Rep.= A& = (HHG}
JHel (Representatlve)%,

® PS= Eaé‘j’i.”(}ilkl =2 E o= (Priority
Setting) HIFtLIE S,

® GL2 Xlel® =43 (Geological Locallzatlon)a,
CE/SRE 2= Z& Ml(Common Economy) =

X2 o 2tH(Shared Resources)E,

CN2 9 AtAE Ul EH I (Communication
Network)E,

® Sl= AAZE &t o g FHI= Al2H(Self-
Identification)S 22+ 2|01 &Lt

rir
|
@
Jfon
ro
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Procedure Diagram
( OHRP, 1997 )

Repository Storage

Data Managemert Center

+ t

RB Review [RB Review
Informed Consent Sample Informed Consent
Submittal Agreement Certificate of Confidentiality
Assurance of Compliance Assurance of Compliance

Migsue Collector * * Recipient vegtigator

Missue Collectar * and » Recipient Investioator

[Tissug Coliector » * Recipient hvestigator

t

Recipient Agreement)
Local Policies
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Ethics of Research with Stored
Biological Samples/medical records

@Ethical issues
® Biological sample — personal information

® The extent of link with identity of its source
(personal information) — potential risk to
human subject OHCIEE = &£2 ZX)

® Use of stored sample in ways that originally
not intended? (52 M2 EXl)

Research Involving Human Biological Materials:
Ethical Issues and Policy Guidance

Report and
Recommendations of
National Bioethics
Advisory Commission L o
(NBAC) , 1999 O aemas

¢ ETHICAL
© ISSUES

! AND POLICY
{  GUIDANCE

RESEARCH

www.georgetown.edu/research/nrcbl/nbac
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Categories of Human Biological
Materials

Repository Collections (M & A2 Z )
® Unidentified specimens
® Identified specimens: linked to personal information

Research Samples (272 &)

® Unidentified samples: supplied from a unidentified specimens
(“anonymous”)

® Unlinked samples: lack of identifiers or codes that can be linked
to personal information (“anonymized”)

® Coded samples: with a code rather than personal identifier
(“identifiable”)

® Identified samples: with personal identifier (ex, =2l S S
HEHS, 49)

foi

NBAC, 1999

Level of Anonymity (1/5)
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Level of Anonymity (2/5)

3 A Xl (research samples): 3 & Xl &t
X & A (repository)0fl 2o & =2 X+
MBS UAHL A2 NEN A2K0 2ol =& =
o1 2t M X & & (human biological material)=

Setih

O]

32 AelX B 2= HHM(unidentified samples):
2 ‘2 Hol(anonymous) ZHAl'et1) EclJI T 6t=
Ol B, HEA AN 228 ‘=322 Aokl 2E2=
E 2 (unidentified human biological specimen)’ il A
HAZXONA HSE ZHE 2 0IstCh.

Level of Anonymity (3/5)

o

2|2t 2O A 2 Hi(unlinked samples): 12

3l &l (anonymized) 214’2t 1) £l % ot= 0l

A EHIHES U =22 22X Ol=

OITNE FHEY = U= BEL}

(identifier)Jt 20 & NH=E 2/0|&HC

oz MELNAM HAXNH BHE 2
A =&8t

Ct. Ol I &
Lt A8 Xt= &0 22U X
=

512
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Level of Anonymity (4/5)

® I ESIE &HXl(coded samples): T ‘HZ 1e|Jt
U= (linked) ZH' &2 ‘"= HAUX & ==
U= (identifiable) 2 X’'2t 12 =27 & &t
‘DEFE s, AFAN Je 'R Ao
Ote= H & (identified specimens)' 0l A =Z ol
AZXAHA HSE= ZHE 2 0/8tCH Lt O
ZHE2 HHE A EIts8t 8 2(identifiable
information)=, & =0 & X2 0IS0ILt
F 0 SE 8 S (Social Sec
HSE X =0t &

urity numbers) S & &N
2 'Z S(codes)' 2t M
A

o

MBEC olgd ES N & A(repository) Lt
Z)iCl(agent)@ DEE 0| E0tH HP2ZUE
MUZHS FRSAUS HZBANZE = UKILQH HRXE

E2UFZUE sie She dHER2 FMS AL

Level of Anonymity (5/5)

® +72 A9l Ot= & M(identified
samples): ‘=72 20X Ot S M'=,
HELAN 22 =22 A2IX Ot=
T 2 (identified specimens)' 0| 0| S0ILI & XAt
HH s HQI A Ol AlE X} (personal
identifier)2t & HSEZHHKN= A=2E
O|0|&tC). Ol= (R XD}, e 2 Z L

r

MSSN NYE iy MMEXS MBS
A BRI} 1 AGH= 22 H25] s

ol = Ct.
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Flow diagram

Human biological materials

N

Repository Anonymous -

Collections y Identified

Research / ﬂ\
Samples Anonymous  Anonymized Identifiable Identified

(unlinked) (linked, coded)

Interpretation of Existing Federal Regulations

Research with unidentified (anonymous) samples
® not human subject research
® not regulated by Common Rule

Research with unlinked (anonymized) samples
® research on human subjects
® regulated by Common Rule
® but eligible for exemption from IRB review

Research with coded (identifiable) or identified samples
® research on human subjects
® regulated by Common Rule

NBAC, 1999
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CH H20ILI MEO SHE2ZE HEDH
available) Xt&2t™ HRHIDt Ot s oL
CIZIMTEAS BLUECH AH&2S
MM IIHACZE SME2Z HE =

CHoHel 2R CIZEMHZR/EEE ALE6t= A0l IRB
Aol HHIOF E0ts

ST ARLUO0IRB B AAS] A0l EICHE XS
JI0IS ol 2 a5l YIIE BeIt ULk

Special Concerns About the Use of
Unlinked Samples

® Unlinked (anonymized) sample0l Cli st IRB
AMAFHA A

a) Unlink2 ntHOl HEB& H=

b) UnlinkZ 13104 272 JiXIDJt HGtE Xl &= B

NBAC, 1999
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Requirements for Investigators
Using Coded or Identified Samples

® Coded £ 2 identified samples S & 2 Xt H|
HBE 3R MNEA2sE HAXL0A u:,u 22
AMEE QF06H0F St

IOt YR FON 2t +HE H0I2HE IRB &2
HE, &e

1ol £80] HYRFYE [N UOIE &l
OIRE M2 24

NBAC, 1999

Requirements for Investigators
Using Coded or Identified Samples

HAAXO CHEt IRBE R ALE
a) UWEX2 ?g= xlAztet E4et H-12
£

by ZH/BEE 2= WO CHet etAlet Jis
o LIEXS 2RVIES E8E A=
d MHEE R0 st 2et= 2 UHate &8

NBAC, 1999

- 361 -




Obtaining Informed Consent

o MBS AM N St HRSHO SYNE
OIAIE HI0N CHEt SN 2 RS Of
&t €/ 01 OF BHCH.

o MEXIAHE AP ASot= 22
NEENBE YAR 20 Zo HotE
JIMRX Qe T BE SB20/ FD|
51 04 OF 8t Ch

NBAC, 1999

Obtaining Informed Consent

® NBAC HICtA Ol &0l HFH = coded &2
identified sampleOfl CH8t A Al A2 A2k
IRBE J|E2 S2ANE ZECHH WE XA
O 20 20E S5t =R & 216HH O
StCH.

@ JESANI E52E &
AS0 OISt SSAAME MZ 2L
code (£ 2 identifier)Z M A St OF 8L}

NBAC, 1999
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Obtaining Informed Consent

S2AN =82
a) S0 M BH AEE NF

0

b) Unlinked (@anonymized) & 20|t A
¢) Coded £2 identified 2 & O/ &t otLtS H 20

d) Coded E2 identified ZXME 0|
516t 01F FIrXQ A0 CHat

e) Coded £2 identified ZHE 0|28
X UCH DAL FIMH AL
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Criteria for Waiver of Consent for
Research on Coded Sample
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Reporting Research Results of Subjects
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Reporting Research Results of Subjects
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Use of Medical Records in Research
on Human Biological Materials
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Use of Human Tissues in Research:
Clarifying Clinician and Researcher
Roles and Information Flows

Merz JF, Sankar P, Taube SE, Livolsi V
Journal of Investigative Medicine
1997,;45:252-257

Human Tissue Research
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Human Tissue Research

(Federal Common Rule)
HEE Q2o AHE 0|Est A I IRB
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=

ASHG (American Society of Human
Genetics) Report

Suggested guidelines on the need to obtain
informed consent in genetic research

Level of Study |Design
Anonymity |  Retrospective | Prospective
Anonymous Not applicable No
Anonymized No No

Identifiable Usually yes Yes

(exceptif a
waiver is granted)

Identified Yes Yes

Am J Hum Genel 19965947 7T-4
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Human Tissue Research

For identifiable tissue, a waiver of informed
consent when:

1)
2)

3)

4)

the research presents only minimal risk to subject

the waiver of consent will not adversely affect the
rights or welfare of subjects

the research could not practicably be carried out
without the waiver, and

that subjects will be provided with information about
their participation afterwards, when appropriate

45CFR46.116
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