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B ~7]7] W% 2A3% (Tuskegee  syphilis experiment)©|th. B A7]7]
A8 1932 dFH oF 40 el AA v= wE dgbpet F

B A7) 7] (Tuskegee) oA v= &% By s AyHqd=d, o

#of tAl AL bad blood W& NEE SlEC stof el FAES
fEdrgon, nh o 2 EAE 19439 W5A g4 A Ae] s
|Fel okasleiat A RAZ ARAG ol 4 & ol Exwo] A18H
F42 Aotk A% 19739 AR FUAUL 15 FAefA] FR A
e HAQEd, AR T ASeME sl dE A
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oloje i Qo 1997 d 5 € 16 4 4 FHUE UEHS ezt 1

1964 Al712184 5] (World Medical Association) o4 AEs 95 &
2] A<elel &dy] A (Declaration of Helsinki) & AFES oo

Tl ol &84 VlEs Aske] AEHEa AEe EAEE
AMNZ = A Fo] td=Ee] ool Ak3e] ool 4 AHAE 7R
e 2, SAZE AT B WdAe Sl HAY] A5E wolof
b= Aotk A AlA 9271= <k 1,000709] oJstAd thEmARE FAE A
Al HBA A 3] (World Association of Medical Editors) o4 317 7]
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il o

sk
A
Hle A%
AolA AR AG4H AAIAS FolA Aew ATH AG o)

1o

2
e

2
e
!

2
N

O
4
o a®

ol
oft

1979 49 18% AF¥ WEE X E Belmont Report) &= AZF v
2] S 1, National Research Actel| 4]
AAIE ZholEeiels Edgl®E dwelE Byt A7) ddo] A3t o]%
I FEARQ &8 7 FeAe] Aviged o
5

AT Fae] 7ke] Hi /EAA g2l 4

_>|~1_,
f
fol
!
Ho
o
Mo
ik
o,

i
&
N
b

o
ot
=
30
o

2S wlato] F7LA 2pYeA] HAAs EAjo|th, WMIEE X EE F4 3714



2 745 A=, 1 Asd A9 %47 (Boundaries Between Practice
and Research), 2) 7]¥2 &2 9% (Basic Ethical Principle), 3) & &
(Application) o]t} 53] W E X EoA 7|2 & dxoz 4k 3
7FA = 1I7FEF (Respect for Persons), 48 (Beneficence), 7 2] (Justice)
24, olgs &ejdAE A FHA AL flste] TR PR 2
713 59 (Informed Consent), 9183} o] o] H7}(Risk/Benefit Analysis),

FA3 A2 A A (Fair and Equitable Recruitment) < ¢Fl 3l it}

<IRB g3} s>

Ao Avay ANUSE st A3 1974 d vl= F3jel e S
dez  APsh=  dEAIHEE arAs LA w7 A (National

Research Act)’ ©] F3ato] A= A=wl, o] [ Al wet oAt
B35 9t 571$ 93 (National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research)’” 7}
HAWEEAA (Department of Health, Education and Welfare) o] *¢&
wol QIAAIE e TR AAIH Trolmeils AakAl fr o] rlol=elleA
IRB 7} 24 d971#e] A AdS Aostes fdstal 3=, ol3lo] ni=
IRB 7} Al&=skd +1to] A dnk. (AT 2], 2006) A= A=
Fyet7] 9kl Z 7|# IRB F/le Sdlof ditke ARAo] Fdst
AAA L YA 3 20~30 AT A FueA IRB & HA5k
N 712 a8 wX ot IRB & &EFd AT SIS g
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<Z7b4 IRB E*>
7} A=

IRB = Fei= =7PE2 o=2A A= 3=d, 9=, v=, F=
5 EolRuA gk d=9 Az IRB 7F A S7EER Y
FEE AYa d=d, AR FEE FokE XS B Y Al il
&84 APAAE Fsstr vk AFaEl 93] (Research  Ethics
Committees; RECs)7F 4= Aol AA oF 87 7] J A= i Ak
°F 6 o] AHALE Aldstn Utk fL3l= oF 7-18 W AL
AQJAR FAEY] Q1 FHAFLEE A8 A (National Research Ethics
Service) 2= 59 7] #ellA RECs 9] ZaedAAS 7tol=ekel, ud, A%

Sol diat A9 AFE SAs RECs B B2l gEai e @
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n=9] Aol IRB 7k ®IZF T4 =7HEA] FEE g e o] e, v
A7d (45CRF46) o] whet w= J-A] 5 (Department of Health and Human
Services; DHHS)2] A4 A& = Izttt A9 IRB A=
ofF-sgtata vk mm HXF Abste] IZbhAdAT HE= (Office  for

Human Research Protections; OHRP)S F1. on, Ao FHost=
A Ag] HE W EBx Fxo] @3t AFES FAsn vk dA v 9
AA 10,000 23712 tigty ¥, a8a A7) 3y A AgR o] o

P HARAR HEAR, PARE 5HA AT%
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2.1 7B A5 43 (Individual Research Results; IRR)

v X 74 (Department of Human Health & Human Services, DHHS)
At 719l sl AT o] ti A R E S A AE 993 (The
Secretary’ s Advisory Committee on Human Research Protections, ©|3a}
SACHRP=} #tth)’ = £AF 2= A e)st T ARt dtell Fofshs
gA Bo s 915t AlAge] AdeA FAHL deAE deAdEse o
stal Stk SACHRP: o1 o] ddat Hogh #dsh o] Aol

i)
ftlo

oo
oy
re

.
TR.% 2% 73 (Human Research Protection Programs, HRPP)°2] &
< fsk AEAQ] 2 52 JIAES vle FHdeA ddsteE s
Fil 3tk SACHRPOIA 57 ARglel] disto] 3ol o] FA =™ SACHRP
F% 4 (SACHRP Recommendation) 2= #A12 v B4 Akst ddATFH

% 7 (Office for Human Research Protections, OHRP) o] AA = it}.°

ofk
0,

ol
111

SACHRP FHAM A= 7B o5+ A3} (Individual Research Results;
o]3} IRRo|2} stth) & ohfjslof shi= A9} &y 3sto] IRBO S-S 7Fx3sla
otk IRR ¢Hf+= IRB 271429 Al Ao A=E % 93, IRB Ax &

o,

DA RS X ila”(Human Research Protection Programs, HRPP) o] & o] AF¢d Ftof] Zhof
St o xbe] b F Y BHE Y EX S st e zE@A A W vE 44
S @3

6 OHRP (Office for Human Research Protections) by U.S. DHHS (Department of Health &
Human Services), SACHRP Committee, Available at: https://www.hhs.gov/ohrp/sachrp—
committee/index.html
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IRR 9} #AS AFo] 249 AE 4741011/\1 uﬁi}M NE B¢
249 AE @Al IRR 7t vlEE o] < T+ A gl
AGAE Z3st A5 FA o AHEsHA 7wE o] Qlojof drf. o] A
% IRB= tdAtel Al IRR kUiAIEle] IRB 53171 (21 CFR 56.111
and 45 CFR 46.11D) | @&F= A=A oAFE &lafjof et

IRR ¢Hfie}l ##3F AlFo] IRB Hx 59l o|F A7 FAGNA
48 35

A7 A FFoA IRR st oz A= AFHA] AE
¥ ZA9d, IRBE dld WA dgo] =42 Al A4Pd A3/l
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7] wj&Eolt) = A7} IRR ¢ HHe o]3 g AHE Q9
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ole] thst SACHRPS &< IRR ¢hJ AlZo] AFAx} &g o=
Ty 2E AolAe fste] 9 IRB AoE wogty & = gl

= Ao B gty AN Z]@oly g FAL SelM= B Al W

Tl ZIWkske] IRB A oE 278 4 9l& Zlolth IRB 4] IRR
kel st A7 = Ag A AP gAS A Fofok
sk Aolt},

- A" JE ik TR ES ¥WE g2 4837 B IRR o e}
FHSE IRB UHF2 22 IRR H Ao} #dst xF-AF 435 9
sk Z1g Pasta Ao

SACHRP+= 7| A543 (IRR) S ot sl= Zlo] A9 FolZ el HS

ul= ® 714 (DHHS) ¥} FDACAM = olgst 7IE AF4d3} ol st
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2.2 24 vA (Incidental Findings; IF)

(Susan M. Wolf et al., 2008) oA g2t nle] W= IF /i AT
Frol Aol AN A e AAAR S dEs dHoEA, A
TolA A glstuAl st FHAS oy
B S dnEn. S IFs e}
TAEA A FAH A k= AF2] v gt

0

vl hEH L Y3 (Presidential Commission for the Study of
Bioethical Issues) & 2%, 38t &2lgh, Fwel, Hek, st #d A2
TE w= W AE&EY olgrel #eto] Aws Adsle S st
Rnow, #HEste] FU|Her RHuME Igbsta Sl Y HaA =
sedete] STD Ag 7, oEet npolejast o] AAHORE o|f7t H
Atgolut A Aol A o] ZepolwA]l KB, SlAtolu AT oM IF
e 3 2ol e BAdAM Y olArde FAIE AA7MA F 10 7He

4
BIAE B

o

Tocabg e o= @@(Guatemala syphilis experiments)’ °2.2 sl 4o 1946dFH
1948Lﬂ77}7<] ul=ol FE Stell FEdEtellA | A Aol v HEaEo] YA
A A A2 ]E}_iﬂr g oo fFasta & gAsr] flste] £l wWER, A5, AA
ﬂx}e ez 159 59 flo] w5 22 A1 (Sexually Transmitted Diseases; STD)
of ZAAIZ Aoty e Ee} w5 AUAAS vE AR MEet=d dest A
5ol u]=¢ 382 John Charles Cutlere]l 298] AAFHAE=H, 2= HAZ|Z] w5Add
(1932-1972) & F53% Jd=o|7|% strh. e et 5L 43 1] (Susan Reverby)
57 HA77] =48-S FA sk AgelA B son, o] g Aol FH=Al e A At
FA B gEHA HEr evpatel A e Sddo] g gt giEHelA FAFo
2 A5 Ao
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S8 A8 AT wEs wAsel me 9Ex @A Fo@
2
Red wu o4 wre] fig &ud wel, e A% BuAZ

#ejE 9 17 kA A
3= WE = BuAo] thdt 712 XA A (Primer) =

s}
d=d, AT SHHAAA F4E AR Y o]xkE  whA (Secondary

- HEA mAE oz AT #YE A%k gaRE ARFA (For

Clinicians: Incidental and Secondary Findings)

¥ Direct—to—Consumer (DTC) = o] okitokel| A Abgabi= /g o7 A|loks]| At g 3884
7F oxhg GEZHE AXA g3 2njRket A HEse vHAE s FAS ovdith (&
A APz, Aula A5 AU (DTO) Aldhe] =eieh AR [AAks] (2015)
FEvhEre] A9 A a9 ke #ek HEAEEE ) O w1 5 DTC7F Algts
of gtok Ad 2016 6€ A Al wel 23 AldE | W AR
#o] nAk A o #F31A HAF(Direct to Consumer, DTC) & & €331t

9 Presidential Commission for the Study of Bioethical Issues, ANTICIPATE and

COMMUNICATE: Ethical Management of Incidental and Secondary Findings in the Clinical,
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- ReA wd olAA 2 BT 9% ATAE AFA (For

Researchers: Incidental and Secondary Findings)

- ‘HA A4y o)k wA #AElE §%k Direct—to—Consumer

S
A FAE A F A (For Direct—to—Consumer Providers: Incidental

and Secondary Findings)

- ‘BEA B A E 93 3AE 7}ol|= (For Patients: A Guide

to Incidental Findings)

- waA w #E g9 A7 Fel gARg sel= (For

Research Participants: A Guide to Incidental Findings)
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R s dHou, CE LA | HAAF Agsisd, AEo)

(Incidental . A4 dAx 18 | AEEAS el o sl

Finding: ARl C A7t A7l FE A= 2L

Unanticipated) = T Uee & | A dEd Cor EAaE.
S8y

o) &7 WA AddE 5= ACMG! el A= diqf 2 32t

(Secondary steldl, A7t AAE A A&k Bgolle

Finding) dae] &3 D& S54E vt 284
e 24 7}A &34 (phenotypic

A7 Zeko A €] ALl A9 A ©dF YL AlA Ak
sl g = S+= A vQ4A< Fo] AeA
(Discovery AAPH S A}E-3o] o BE Folslr] ¢35t
Finding) A FE Z7HA 9] Al & o}

HHe HRE

a3l =

77 %4 (Incidental Findings, [F)> A &2 Hap 18 7oA
71Eel Blstazt sk A 521 oy B Hie AdREA, HARY
A2k A HAHeM A HxE PP Aol oiF A7 vl primary
finding ¥= 72 9u7} FEHEG IF & o350 758 F5 T 930

2hsE £ Qud, o3 Jfsd IF & AAHE A ddsh gdo)

olr

1 ACMG: American College of Medical Genetics and Genomics
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T 9] Folt}, o]x4 A (Secondary Findings, SF)2 9o]9}
xzxow FA A} FolA stz P Hx= ofyA|nt, A 313
oA AE7b=el oa FrHom wdd AdE on| gt



2.2.2. F42A WA gl Al ZF 93E A
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AT Hslok & AP

AT AT Fol didAE Aol diate] FiEs
Fol ol R AT F YEF Ao dg RS S| u§)
g zket aFslor sk, o37]dl= IF % SF #2l 7bsAd ¥ 19 ofst
el 2 Fe el dist yEx EFE Qi

o
X

X
)
o
iy
rlo
o

2
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4
2

AT Y FYANA FAsA FAW £ YE IF 8 SF B AT Fol
gl Al qhlistelop sH=A olio] dlalA: olds] AN ojzio]

BEE Agolth 1avle] APAE IF 9 SF b AHN0S
Q7

AFAE IF 7b EaA wAsd 294 29 ko] WA @ IF o
g Arje welwers viws) Folok @ 9Rsh vk sHu el
A%y BIAAE SE ool dEide ARt @l g B5mow

Ak %= gl Ao® WAs An. AgAs A d-dste] A

2 presidential Commission for the Study of Bioethical Issues, For Researchers:
Incidental and Secondary Findings, Last Update on October 30, 2016



AZ e vhAdol Folof strl, IF 7} F/HEAS Wel 183 o]e), W g
Zwo] dAAE Fo 2 nelst Basth

A7 SAel W WY ATANE IF F gAGE 2 AAT ojele
FE Qed, Y QAfAEegel A9 B wyd deldi ¢ys)

3 AT HF volHE B4 Yug 4F

Fogl del IR sl A Bl ARE AT Fel gkl s
g Aol sekd AFAE IF 2 B 2
Aoleks g9 AR A FHT + AL Rk ATAE IF welol
gatel e sl=E ATHA ATE £ don, vge oo
melste] IF @ SF & Ahsl welshy]l A% AAs Aol Husol
glofok gk,

- AR F Y (Informed Consent): AT A & oA oF7]=
T AT oA FFY del o e Weks AT AR e
Aap oA ATt o] didAe Ads A asslor @ Axlol
et o LAE F/sHA 9& dAer Ads FHE A=
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AFAE AT ol B ATl tetel FREA AES B o] F
Fol oRT AT 5 YET AT Fol WA aFaob shed,
o7l IF @ SF Bl FsAT 1o d@ wel 9 goolel @
Wew Zgsoel vk IRB & A H9E 2 BINE I B
ASelA) Abgshs BE B4 2o el U AEAe Adslel s,
0% flato] IF W SF ol os Aust §o EAY AdaA FEHol
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Aol e,

et

AT e oA fAsHA FdE F e IF U SF 5 AT Fho
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2.3 A4 A2 &4 (Return of Research Results; ROR)

SACHRP oAl & ARQE & QAT ol A AF=E A3 =&Y
ANE YA oAl EA3ojoF F=%] (Return of Research Results, ©]3}
ROR o]} gtth o] ot o] ¥ o]l Ql+=d], F ol AT3

hdzet tE Rl 2 S0 ARol F&E i e Wigelth

rlr

SACHRP oAt ddst chsh wlstel 47b4 obge wa glom,
e BE 238 A FRol gt Aom RS,

- AFelM FIEHe IF & iAol Al /beliob sh=A oI (Return

of incidental findings to subjects)

-7 oA M SiEE AT AR hflalol a=A o (Return

of individual research results to subjects)

e

TR Qs HAHE HAE ARBE ARl dfslop s

o] F (Return of general study results to subjects)

- AF dlolge] digk ts 371 oI5 (Public release of study data)
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YORSEI UNIVERSITY

2.4 IRR, IF, ROR &

[Fete= €0+ w2 7| A+ 43 (Individual Research Result, IRR)
= A7 A7 ¢l (Return Of research Result, ROR) &= &0 ¢} 74 A}
S5 sh=dl, Al 7HA fols AT A3 kel #Ho] ke HellA vl

SHARE B g2 9uE Ay vk

A A3 b (ROR)

<I¥ 1> A+ A3 e (ROR) 9 47}# =Al°

15 SACHRP Recommendations, Attachment B: Return of Individual Research Results,
content last reviewed on July 21, 2016, Available at: https://www.hhs.gov/ohrp/sachrp—
committee/recommendations/attachment—b—return—individual—research—
results/index.html#_ftnref3



https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-b-return-individual-research-results/index.html#_ftnref3
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-b-return-individual-research-results/index.html#_ftnref3
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-b-return-individual-research-results/index.html#_ftnref3
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ol
ol
rlr
Y
=2
=
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=
oL,

2 T oAb A AA (AT Fe A,
AT o T, A TR ) Aus Ho® QhljEolof sf=Xo] tig A
YAl 28" F s Fold. = BiA

(DHHS) Y "] FDAClE #3sk 7o) AlAI=e] 9l &2d, SACHRP'
FHA A= A7 AAE Mt Wk mhAE T g Rbele] Adst 9

7] Ao dztste] A4 Fo didAE BREsta #E, #AEsH]
e A 1991 @ AF A w2 FFederal Policy for the Protection of

Human Subjectss (¥ Common Rule ©¢]2} #2]9, ©]d Common
Rule o]z} &vho] A1 ol Hx= 7Hg =30t Common Rule o] #F
ML E Az oA FES AX 2017 9 1 € 19 o FExHU=H, 2
MEgex AEol Fr7tE FEEo] Aol AAsA AE&E F UEF
FoA713s 73 9ol 2018 WHE] AAIE o o]t} (Jerry Menikoff et al.,

2017)

16 m =+ w A4 (Department of Human Health & Human Services, DHHS) 4t&} 7)<l st
)l A FHol A B E ¢35t AT A Y3 (The Secretary’ s Advisory Committee
on Human Research Protections, SACHRP)' & 2Ju]3gtt},



AT Fro] iAol A Aol gt FEE AAEA T F U=
3 Aol dgAor JAEolor sk &0l Stk Aol WiE
AASE W E Fske] tiAATE olwdk AglA] FEE] AHE 52 F
AP Rl FFolzh o] Folx = Flo] MEE EEA AAIG 3 7HA] &8
% el ‘917kEZ (Respect for Persons)’ 9] & Eo|t} &Xx|uk o]
HA A AlZE Aol thgk bzt YR W ARE dodt By AWE
N FAA AAE D 4 o)A o]2A Aojx L, o] Q& A= Y
B AEe AAH A Fad HE&S Fdst] oge Hsirt LA
k. webd HF¥ common rule olME o] gk
A7 A7 FosE dEAs F e
and focused)” F& ARE thdat AWE A& Fiol xeete] st
Z1EF YAl Ry Rl dRoR HAuE SRR xFsteE 4
AABEI ek T o]z ] it Aol HrhHer xdE S ole
Mz o] AdEddsd, 1 F sturt A7 d3ds didAelAl il
FofoF shzA] of Folt 1

Asl g Zol A

Uk (concise

rir
&)
iy,
ol
o
P
X
mlo =,

7 Final Rule(2017.01.19), The final rule imposes a new requirement at $1.116(a) (5) (i)
that informed consent must begin with a concise and focused presentation of the key
information that 1s most likely to assist a prospective subject or legally authorized
representative in understanding the reasons why one might or might not want to

participate in the research. (p. 99)

% Final Rule (2017.01.19), New additional elements included in the final rule are: - ; and
(2) a statement regarding whether clinically relevant research results, including

individual research results, will be disclosed to subjects, and if so, under what conditions
($1.116(c)(8)). (p. 68)
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HE g doleh 7ol @A F& Aol on] ok AAH AEE
e R S

BES AEE PARE Y

EdY Jrz Aava duh olgl o] FHAARE wE o= S "ERE
wElel Akl oe Edgemy & doxivty w3 4 gk ¥
(Presidential Commission for the Study of Bioethical Issues, PRIVACY
and PROGRESS, 2012; &%, 2014)

0 walo]9l 83 (Brian Hurley)i 134 # $FOJALZHE] 77} BFEFA2 845 (retinitis

pigmentosa) & 7} 3, 9148 o A FgH I H 7 ke IS
ZEGYo] H Hepo)elS W) BYE AN Hiztl, o) HE AEe SHgel & 7

Ag A P Ay wEon. o] Hejolole EAF WStk Yol 24 Frl7} Y
= ApdE ARA BT 2 AE0] YUE welE @ 7 i Yo ofH, YA} 2elo] Fof

otu] & 7= Y& YL o HHE Hojrh 334w Hepo]ole h e rjeS glA F
of.  tofojEji] gl & G Flojeks ¥l YAH o] A HFE AHO ¥ o
oF o gYyo. YA A EHE YA HYE w HES o) HYE HeE 7 AAdTY
ot.” 2l Hepo]old [t 9lrt (Presidential Commission for the Study of Bioethical
Issues, PRIVACY and PROGRESS, 2012; 3%, 2014)



3.2. M= A FE AE A4

ol oefd A7t &eA AdE do] MHeRRE wgHT] A4
=, 7= A9 20084 JHRle]l Blud FAARE VI2E slo] 1&g, A
g Tl Qo AES wAskeE C FAAAHE AE S47 (Genetic
Information Non—discrimination Act of 2008; ©]d} GINA#} stth)” 2lo] &
e i Ha 30%k g2l Has FAgorA I FAE S dHotal 3l
oow=e] A AR APEEANT & A 39 HE A E e,
o] §ere] Fo W& v Ao A, AARF 7S] Al A A ow

wAE b5yl gle

rir
Jo
2
_>|~l_‘
i
P~
B
_(>|£
2
Aui
rir
o
Jo
il
ued
2
Ay
o
g
>~
Rl
i
1o
2

A e ARSAY BF 238 Biet Ae FARTE AW, B4, 1
877 2RAY fAARE 18, AT, A, SA et e A

th= Aolt}, (o]A A, 2008)

2l The Genetic Information Nondiscrimination Act of 2008_U.S. Equal Employment
Opportunity Commission <available at:
https://www.eeoc.gov/laws/statutes/gina.cfm>



https://www.eeoc.gov/laws/statutes/gina.cfm

AT FHo] A REE 9ste] ulw B9 45 CFR 46S F5a| ok 81
AT FHdE AAHolw AFE Jd FHE FH AR HIEASFR

=
(underwriting) £%% AFEEA =t 59 Y&S x3data Qu.? o

ko] GINAGIA TAZOR IF9} And F2e Ted @A A4kl

7oA ERlEE A ARE B ee & 3

22

Department of Health and Human Services(DHHS). “GINA” The Genetic
Information Nondiscrimination Act of 2008_Information for Researchers and Health

Care Professionals. 2009.



TR AT BT R wel A 2ol A
ofFo] A u=dl, 7IE Al FRBESHI FEske] {3
HEs WE s o7F vt sdolv. 548 & dite] =985 A
A Ay (Das Gendiagnostikgesetz; GenDG) " #° ¢Fo] 2009d 23 &
E¥sto] 2010d 249 14y E meo] gyttt 54 FAA I
Az Arkel AE FE 59 A FAA AR AR o] &H 7

Aibzel IAR 2P T e WA A AdE HERA, 734 A

X

)

> T

Ab A

t}. TThe German Ethics Council Opinion Paper on the Future of Genetic
Diagnosisy (2013)°] w24 $-414K #AA AAP} Az gl ue) w
A 7hsst IFE A4s] Hust7] 98kl AHd &9 (informed consent) 71

% urh wANAck @ Aest 9 Ao® ANty gk

2 Gesetz Uber genetische Untersuchungen bei Menschen (Act on genetic investigations in

humans) <available at: http://www.gesetze—im—internet.de/gendg>

24 Jérg Schmidtke (Hannover) and Clemens Miller (Wiirzburg). The German Ethics
Council Opinion Paper on the Future of Genetic Diagnosis. 2013.
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Abstract

Consideration on System Improvement Plan for Incidental Findings in

Clinical Research: Focused on Genetic and Genomic Research

Hyelan Jo
Dept. of Medical Law & Ethics
Graduate School of Public Health

Yonsei University

(Directed by Professor Soyoon Kim, M.D., Ph.D.)

Incidental findings (hereinafter referred to as IF) are previously
undiagnosed medical or psychiatric conditions that are discovered
unintentionally and are unrelated to the current medical or psychiatric
condition which is being treated or for which tests are being performed.
Particularly an incidental finding happens with frequency when analyzing
medical images such as CT or MRI, etc.; however, IF is not considered in
clinical research area yet. According to FANTICIPATE and
COMMUNICATEs (2013), one of the report published by the

Presidential Commission for the Study of Bioethical Issues, a research



including large—scale genetic sequencing or testing of biological

specimens or imaging has the possibility of giving rise IFs.

It is still controversial whether IF should be informed to the research
participants or not. Researchers, Institutional Review Board (hereinafter
referred to as IRB) members and Patients (or their family/guardian),
potential research participants, are not fully aware of IF in Korea, and
there are no particular laws or guidelines for IF. That is why this paper
deals with the followings: 1) the concept of IF in clinical research, 2)
awareness investigation of IF and the stance classified into three
categories (Researchers/IRB members/Patients or their family-guardian),
3) how to reflect their stance in the principles and practice of clinical
research. Especially, as the genetic and genomic research is rapidly
developing, this paper focuses more on genetic and genomic incidental

findings (GIF).

The study was conducted with a questionnaire survey to the
researchers, IRB members, affiliated with S hospital, a general hospital in
Seoul, Korea, and the patients (or their family/guardian), visiting S
hospital. Total of 79 people (24 researchers, 31 IRB members, 24
patients or their family/guardian) were participated in the survey.

To some degree, researchers and IRB members are aware of what IF
is; however, patients or their family/guardian are unfamiliar with IF and
most of them have never heard of it. It is interesting that all of the study
participants indicate agreement to inform clinical research participants IF,

but there are some issues for timing when IF should be informed.



Therefore, this paper suggests that when conducting researches
including large—scale genetic sequencing or testing of biological
specimens or imaging, participants should be informed about that the
research has the possibility of giving rise IF and the participants should
make a choice voluntarily of one’ s own free will. Furthermore, there is
little institution that provides information or education about clinical
research as part of participant outreach in Korea. However, since
patients or their family/guardian are the potential clinical research
participants, institutions should provide information or education about
clinical research so as to inspire them to be accustomed to it. With the
education program, it is expected that patients or their family/guardian

could be more familiar with IF.

Keywords: Incidental Findings, Genetic and Genomic, Clinical Research,

IRB, Protection of Research Participants, Participant Outreach



