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ABSTRACT

With the advance of genomic medical research and related testing tools, growing
numbers of commercial companies provide genetic testing services to the public. Such
genetic testing services directly accessed by the general public through non-medical
channels are collectively known as the direct-to-consumer genetic testing (referred to as
DTC genetic testing). The crux of DTC genetic testing’s disputes is concerning the
highly complicated correlation between genes and diseases, and the improbable
interpretation of test results with current knowledge. Especially for its non-medical
diagnostic purposes, thus excluding the participation of health care providers, the sales
agreement is established only by the service providers and consumers. Moreover, the
genetic testing involves personal genetic information of high privacy and ethic concerns.
For this reason, the related organizations of the United States and the United Kingdom
have proposed the suggestions on DTC genetic testing regulation. The U.S. Food and
Drug Administration is also planning the regulation of DTC genetic testing into the
standard management. This paper will examine the legal disputes of DTC genetic
testing, legislative proposals of international organizations, and the existing legal norms.
Finally, we will try to seek out the appropriate legal control tools to strike the balance
between protecting the public interests and developing the innovative business.
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MEFAFIRFEF L2 AAMARRIL L OFE > 2 FAARAET OF f 07 -
B ¥ F A TR RIPRFE > {395 2 B National Center for Biotechnology
Information £+ GeneTests database s.3*: & 1993 & 5% 5 ¥ B~ ¥ & F]44 P PRI+
g s 4 5 100 8.4 2 5] 2010 > T He iRl g die® i & £ F]iT 2,300 46 -
P E R B AR F R R PRIAAE F R 23andMe @ g A EE v L p g g 2k
Amazon 4 & & FH&RIPRFES 0 ¥ - AT -2 Pathway Genomics & @ » *+ 2010 #
51 3 # 3: 435 i Walgreens s % & 2 & 4 & 2 FIH RIPRTS o 2 At B BT - 4L %
W0 G B2 R B E A TR RIRA B -

d - B N BEAEF R PRI E L A TR RIRIEIAL S ) F H A TR
(direct-to-consumer genetic testing » #f £ DTC 8 Fl#w 7)) > . 2007 & 12 & pr&
22k FH R E RS o d B G i R H R A TR RDRAES SR LR L
ROEE 2 F Ay g 0 DTC 2 FligRI R 3 5 2> e Rl 7 2 3
BB ETAFE BB D kP B R RS kR A R -
KR U I A B F R SETS R ﬂt“#ﬂ,!f%:},%:a‘&i%ﬂg 5% s H 4 d PR
BREFEFFTHERS T RN G TR B2 ER B R EREES 5
BARAFIFT e M2 B R FApME = 4p 3t DTC A TFHRRIIGS2 ¢ F14% 12
T 0@ 2R e &% g A (Foodand Drug Administration, FDA ) » 44 DTC A&
Flfe Rl g ~ g B 32 o $33¢ DTC A FRPlAril 2 a2 B k2 g e 75 2
B Ao TR o

12 F{ B 8L F

! available at http://www.ncbi.nlm.nih.gov/projects/GeneTests/static/whatsnew/labdirgrowth.shtml (last

visited on May 8, 2011).

2 available at
http://www.amazon.com/23andMe-Personal-Genome-Service-Information/dp/B002QPR852/ref=sr 1 1?i
e=UTF8&s=hpc&Qid=1282816037&sr=1-1 (last visited on May 8, 2011).

% available at
http://dealbook.blogs.nytimes.com/2010/05/11/start-up-may-sell-genetic-tests-in-stores/?scp=2&sq=Walg
reens%20%20Pathway%20Genomics&st=cse (last visited on May 8, 2011).
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pad g b R 384 DTC & Flie il R4k £ sk £ vt (clinical validity )
2 fih % 4 (clinical utility) @ o sty & £ B G A2 90% <k Flig il &
MR R H S AR PIRE LE i F A A % 2 (safety) 2
4 »xi (effectiveness) * iR Bk L b igpie s DTC A% Rlw F &
FHAUNNEHFE CEERS AN R P EEE TP R A - At
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R BREZ ST D AREREL RS FERG R T
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13 Fg i 8 A2 S

Rib 2 &4 oAt~ RO~ R @ f 0 S84 DTC AR Rl K
iﬁﬂ’*W%ﬂfﬂﬂCiqﬁ?mﬁrﬁéﬁﬁ’$ﬂ3$??ﬁ%?ﬂ*
BT 7 i PSS ¢! - ¥ = St DTC
AT RL B B F A B FRRG g em e ¥
Z FHAL DTC 3 FlHe | eniE 309 & » 11245 DTC A FR plehL R kif - $ 2 F
F3 P w FEH DTC A Pl Rl fs s B 2w o % 7 F A% DTC 2 Flk 7 %qﬁv
hE B (TR~ et 5 F 4 5% DTC A FlHepl e 5 338 (v45 2 -
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* Amy L. McGuire, Barbara J. Evans, Timothy Caulfield, & Wylie Burke, Regulating
Direct-to-Consumer Personal Genome Testing, 330 SCIENCE 181, 181 (2010).
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2.1 3 % A TRz & BB IRIEP F

FRELE 2 RPRIFIVOINE 59 L B € (Secretary’s Advisory Committee on
Genetics, Health, and Society, SACGHS ) ¥t %14 #| ( genetic test/genomic test) #_
£ 1R HAE AL S R - DNASRNA ~ A Flfe/& A Fleng o (64 @ 23 e
His ﬁ_i‘éﬁﬁﬂé‘.\é T coteipl > feRlA & * T BRI B FviEE G A X H g
2 £ %8 % % (heritable or somatic mutation )~ 2 %3] ( genotype ) & % 34| ( phenotype )
ok AR FRTRRRLGE REY  FE AR S B F F Aok
$&%~£%;d%54@%%£*i*ﬁﬁ“‘%ﬂd“iméﬁﬁfmﬁo

DTC A& 54 Bl PRI e 5 7 BB 1. (web-based ) ¢~ ;N7 5 pR
Al A FREEE 2 Sd, PES 5 DTC A& FieRIRs 2 & 540 » A 7]
% nH - 3 AL 7 Al (Single Nucleotide Polymorphism, SNP) # 7] » £ fie & & F
CERBIR L TR - K RRIT RS BRRRIE P 2 o (TR 0 DEEF AR M
REVEg it o 7 2 L 3THRPLE % T3t o DTC A Flig Rl “rik & aik i) 5%
PAERNE o EeT Lmpde

% - ~DTC A F1H&PI5EP BN 7

1 RIT teRln %
¥ 4k @] (Diagnostic test) o TS SR 2 R e TR eh
e iRl
# Jp i k) (Pre-symptomatic | S FFRIE MK LG HE L - R R
test) oA AT T ek iR 0 B4 L SRR R D

BRCA A Flieip] ~ 8% ¢ WA LE A7) @
P A (‘autosomal dominant single-gene
disorders » 4- : Huntington Disease ) 2. % %

® Secretary’s Advisory Committee on Genetics, Health, and Society, Direct-to-Consumer Genetic Testing
?’ available at http://oba.od.nih.gov/oba/SACGHS/reports/SACGHS DTC report 2010.pdf.

Id.
® Human Genetics Commission, A Common Framework of Principles for Direct-to-Consumer Genetic
Testing Services 2-3, available at
http://www.hgc.gov.uk/UploadDocs/DocPub/Document/HG C%20Principles%20for%20D TC%20genetic
%20tests%20-%20final.pdf.




E,Erd”ﬁ g —}’\ "“‘/? rfl— (predlCtIVE) *ﬁ’?

+ F15 ikl (Carrier testing)

R LI T LR ENP R
Ao BTG EEOR G R

A w2 %74 e (Prenatal
diagnostic test )

SFEIRIS LR T A s A (E ek iR o

( Pharmacogenetic test )

e 1 e R Pl lp A 82— BORFV RO FEF - AR
( Susceptibility/Pre-dispositional | & 2 & kb *& & Ap ¥R "G dp 15 > Gl @ [P
health test ) i ;% 2o (Alzheimer’s disease ) = APOE &
FHz P~ £ & F S % (Age Related Macular
Degeneration ) &R -
#1m g 2 ikp R AT B N R R ARE iR o

Y 4 i @& ¥ p (Nutrigenetic
test)

B BA 4ode }f#‘;i Y X 3
A E A > 2 H e AN B Rk
fi ~ }3‘}]_3‘3& " etk R e

ERTEVN 08 3
('Lifestyle/behavioral test)

RSB A 75 M (propensity) ~ ¥ fg
BinAe ARG 2 S/ E - REFRGOF R
Z AR TR ¥ T WA 5
FHOFEAE LRSS -

A F1& A ¥ #] (Phenotype
test)

RN A AL & A e R A T3
PR A2 MR > Blde ¢ 4 VR P R ¢
el (B 4235

-nw

i} @ An B 12 R (Genetic
relatedness tests)

TAEEME D Fﬁ? DN Rt R e
< & (paternity) % # & (maternity ) & p] o

7k # ] (Ancestry test)

ﬁ&@&ﬁ“—@i&éﬁﬁﬁ%ﬁﬁ
£ Iﬁkikr‘]?g‘b/}ﬁg«g'\»d 5%{"”" % &
faEeie L2 H B o

7 % & - Human Genetics Commission, A Common Framework of Principles for

Direct-to-Consumer Genetic Testing Services 2-3.

2.2 iﬂ'?ﬁ—ﬁﬁkﬂ%ﬁi?ﬁﬁ%i%ﬂﬁﬁl Py g

g AL F)He 0 F] 2000 & G 0b < 3 2,000 BERE - AT el @




T (single-gene disorder) sk Flprr s » H {sd > A g A FIRE T B chR 2 0 AT
ﬂgg %Ak FlPpisehg AXie R 0 i B 5 e & (inherited susceptibility) — &
¥FRAgred B my M2y BATY & FarEin o

BAAFIM2Z TG 99.9% A TR I A His ]t bland B 45 DNA
% 7% 2 (DNAsequence variant) & % A4 (polymorphism) > x4t % 8 72 © 2 §#
BRI AL MA R SN L R AT REDES RN A TR kAR
28 enRf B o 3t 1090 & i fs#p 2 2000 £ R EH o B H B RBWMEOLTRE G
PR X 0SB I H AT e AP A Gk 02000 £ K¢ H o d A AFE S
S E > R EEH - FETT AR AT R N2 F B AT
BoP H - akfhend b (7 E - RS A > AL SNP) sy zE #&mmu@;%gzg
F1®:# (genomic profile) ¥ sk = 2 A 4510

AFHRID L aiE @ 7 > A F4p BT 1 (genome-wide association study,
GWAS) B 4 f 17 - GWAS % #-8 5 = 5 2 s cnieds 813 8 3% o chiid | i iv 2
o P I HEEFOAFLE > Ik F kTR (geneticvariant) & Lf‘a’%’%
il gdle i m SR RIEL BRI ES B A m S 7 AR M 02006 £ 5
- BRERFIPMEFATRAGT > S E R KRG L RRB X m%{ll%zlsfﬂ%ﬁ = R Je)
Bt LA FRH o £ ;‘gé Segt A A7 & W) SNP IR B2 e 5 oo A B e Sl
Foo UM B B SNP 2 i b 2R M B

EE VAT RO FRE > AT R d RAE L FRR 5 AR
FED S AFIHR > H 2P P A ﬁ}mﬁr@}_gﬂ%ﬁ ¥_J& (genomic sequencing )
B3 e AFRRILE e MGERFFEFENT o PRAT =~ R R ED
AL RFghiR A EEEg @ gR (genetic variation) Fiw 0 @ oige AR K
AFRPENELORF LIV - P 5 > pEJ BRI BARE DR

% UK House of Lords Science and Technology Committee, Genomic Medicine Volume I: Report 9,
%va:;labtlel?t http://www.publications.parliament.uk/pa/ld200809/Idselect/Idsctech/107/107i.pdf.
a

Mo1d. # 6] %2 0 ¥ & Wellcome Trust Case Control Consortium *+ 2007 & 6 * 3 % 2 3 Fl4p b 14
F g o Wiy 24 B AT Fg.)ﬁaéﬂ (susceptibility gene) & = B % & ehp }[33 (RN I 2 F

(bipolar disorder ) ~ 5 # #% 5. § 5 i (coronary heart disease ) ~ 3.4 < j& (Crohn’s disease ) ~ #f
B RIEM & L (rheumatoid arthritis) {=% - 21/% = 24 ks (type Litype 2 diabetes) « 3%
Wellcome Trust Case Control Consortium, Genome-wide association study of 14,000 cases of seven
common diseases and 3,000 shared controls, 447 NATURE 661, 661-78 (2007) -




Barivd A 2 d e BOl kR R4t DTC R ¥R RIRIEZ AT 1224 5 5
Rl BAFIRR G R bk 2 T REBMIEAL LT S RFOR R
HEE O DR X GRS RE N ROERRR 57 R BARHT OB HET

L3 RE Dfep e  BEERaigRles R LAGHL T BRAERLZAR o B
%75 DNA A 7] (noncoding DNA sequence ) ~ % #L:# 23 -4 4] (epigenetic
mechanism) *° ~ 122 BE e (7 5 FlF LB fra mer R ek ¢ v EE AT B
f29 o PR eF - T A TR EEFDERAP { SRS EwicL B P 4

TR F L AT PE R A BT R A RRE kP o fi‘ug\?u ' BE AR
HFBAHATAYUFTA LA B L4308 T A DEE P T L EERRT A
et e @iy £ DTC A TGRS 7 % R LA % % hiplg 2R3 R 7]
A MFRATTRE L B IR A FRBLE RERP o

-H

RIS * 3 et = DTC A Flie iRl ok Flz - 0 @ £ L
FARMARRID L 2 4 P A 3T A 4 gk R TR TG ot R e P o 3
¥ 2k T 3 - Pk Boff o3t 2010 E 2w 0 & 4ok %400 B > A FlAp R AT 7
WA A @ 2t 2009 £ 14 > @ 4 A2iE 500 i AR fem Ak FG kb 2 4 7
B AR 3170 gt R kR S etk Rlit 4 o Aol T8 B R GF 0 A
ﬂ@ﬁ%ﬁ%;%mﬁﬁ,a;wmuyu@A\ﬁmgﬂﬁeﬁxﬁﬁm,gﬁ
A& A7 25 (DNAsequencing) ek VIRE TR A ME IR A AL TR ey
Y %xmﬁp%ﬂﬁ%mﬁlmo;mmﬂﬁ”%wA% - S 60 BBk
AgenF e Flp o MEFRTE R FIR R L 5 T o TR BT
W5 R RN TRk ¥ B ;me'f%f 5B eh2 3 TR R SR > b
AH RO DTC AT PIRTE > H#3RF A R R AR ARG
TP o

12 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 4-5.
13 2t 78 DNA B 7 {:}% ¢ Wig NRAE A DNA B 7| o & R4 2t s DNA 23044 88+ eh
AFBAFZF A2 m 2 2% DNA S AFE P o L5 p 43 (intron) 5 — & 2L %78
DNA L #14 7. (gene expression) sPa irdsid £ & & ¢ « Al @A 424 4§ DNA A7)
BE o Frd AT G R A s
4 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 5.
5 Nuffield Council on Bioethics, Medical Profiling and Online Medicine: the Ethics of Personalised
Healthcare’ in a Consumer Age 147, available at
http://www.nuffieldbioethics.org/sites/default/files/Medical %20profiling%20and%20online%20medicine
%20-%20the%20ethics%200f%20'personalised%20healthcare'%20in%20a%20consumer%20age%20(\We
b%20version%20-%20reduced).pdf.
ij UK House of Lords Science and Technology Committee, supra note 9, at 15.

Id. at 11.




23 /}1 iﬁ_‘xq*ﬁ/?mig

d AL B ABE S 1§ Jf % ¥ it & PR (consumer-driven health care )
% s A R4 enpg A (patient empowerment)’ &_i¢ DTC £ Fl¥g P PRFxend 0 o ;EEFE'
DTC A TRl Fias > ¢ 7 ki GdF e 5 LM S M Stk Rl BT S R
p Je (autonomy) % i A $24¢ (individual empowerment) > =i i # | 3 3 0B~ {7 >
R H T O R K A E SR B i 5

Eem b R T RAER L IR R R H LRGP 2w pTC
AFRRE- HAKDR L g gy > Y EERA LR ?ﬁ?ﬂﬂ??ﬂ ,
DldeBE 2t BT G 2 e R R S S s BRI R > X AR MR G g
J (Parkinson's disease) EHFEARBIFRATIRE  F RN RF 04 Hn
e e RIR] 0 - BN HRET iR 05 0 Bl RS E 10 a
w*ﬁ&%&%o

%ﬂfﬁ'%%}ﬂkﬁ@“ 2 FIF R A 2B b e e e oI 1
(prognosis) ~ ;o i 7 g - p R AL AFMF F o B LG A L FF e
€& A#H DTC AT RINZ 5 2 BRI BAF B2 LAFFT > 1B«
W BEACEE SR B R R 4 S N kR A o £ H g\}iﬁr”
TP i % l*ﬁt(x%,ﬁ&é&iﬂﬂi& D B BT KRR A A > A i
EDTC A TG RlNEH T 6 3 B P % -

18 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 5-6.

9 Molly C. Novy, Privacy at a Price: Direct-to-Consumer Genetic Testing & the Need for Regulation,
157 U. ILL. J.L. TECH.& PoL’Y 1, 7 (2010).

% UK House of Lords Science and Technology Committee, supra note 9, at 11.
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F PP FATIRRIOR LR D L E R B

DTC A FlH iRl & B 43t - & 2 2 44> Wﬁﬁ“,ﬁ®§ﬁ%’%ﬁ%%
BAgHFIFRSEGaE A 1’*7}@?}{% PRI ERICE AL S Ny
P I B mE B ‘?—“ﬁfaéﬂ?i/é" o~ RA L auE R o @ (28 2006 £ B Ao
F 5 DTCAFRPI P = ’uaﬁ'ﬁlmﬁg"]v]@,ﬁ LERHN T FREAT
%ﬁ/F‘JFRﬁ- DTC £ FH il F i 7 2t BAF RS &> 2 AFF AR H2
ﬁﬁﬁﬁ%fﬁﬁﬁ’#ﬁiﬁﬂ?ﬁﬁéﬁ Pl B e RS % g e
FEEM 0 R FAPMEIRE g H ET o

2006 & 7.1 > F WE=ny 5 £ R ¢ (Federal Trade Commission, FTC) 'fri £
fird 2 o R JRF3% ( Department of Health and Human Services » # T3k 4 & 5 & 4~
RN g # #]2 ff 17 7 .= (Centers for Disease Control and Prevention )) S f
w4 i “At-Home Genetic Tests: A Healthy Dose of Skepticism May Be the Best
Prescription” > # i} it 7 ¥ DTC Z Fligipl = ¢ #riechfEp (claim) 4 #3501
R TR ERAFRRE BEREREEFERE f»?? FF 2 i 19 BRR R 1 o

21

PP % B R ¢ rely 2752 2 (Government Accountability Office ) ~ 4 i #7
7 3% 4 “Nutrigenetic Testing: Tests Purchased from Four Web Sites Mislead
Consumers” » 1395 &4 LT DTC A Flig Rl chf 23 & 5% 2 385 DTC A 7l
R A S B ik Bedp MR RIGEE N R F 0 AP REEIRR R R
FFRADOFTI O @ F A3 DTC A FlieiRlE = ehE B {1 7§ F i
AFHRIG ERET LR EPEREST AR

2008 & 4 7 > ERGEA R SR PRIFIVAIREFHL B € SACGHS 7 iR
“U.S. System of Oversight of Genetic Testing: A Response to the Charge of the
Secretary of Health and Human Services” » :}ﬂ VR B 2L TG R 7;7 +] & sLenA B

£ A E R T RIS R A TR RO NE B~ A TR R g

2 Federal Trade Commission, Food and Drug Administration and Centers for Disease Control and
Prevention, At-Home Genetic Tests: A Healthy Dose of Skepticism May Be the Best Prescription,
available at http://www.ftc.gov/bcp/edu/pubs/consumer/health/hea02.pdf.

22 United States Government Accountability Office, Nutrigenetic Testing: Tests Purchased from Four
Web Sites Mislead Consumers, available at http://www.gao.gov/new.items/d06977t.pdf.




Pk (transparency ) ~ ¥+ B Flie I TRk * @ I G B fRARR - M2 B E KT F R
BRI B et A TR R ch e R £ 7 4 mA P 4 SACGHS ## 2 2 4 »
2008 i 3 FF ' %7 ¥ tie4 2% (Department of Health ) % 4¢ ¥ 2 £ fi#4 2% ( Department
of Public Health ) 4 |43~ 7 §5 » % 5§15+ 4 F.DTC f Wkt 2 7 # 413 1L 97 3
17 (cease and desist) i frd 0 £ KH S FE LB EHPE LS T 520 A R f
DNA 88 » & 8.2 F H 530 & 3 dndfd 320

2010 # R L 4 WG iR 2 & G2 4R B e 5T DTC AL Flie iR R 45 4% 1122
ﬁﬂ%;@g§gﬁgg%4%mm&69%%%ﬁﬁ FDTC 2 Fligirl = &
# 0 S R R R B ACFI RIPR T RS F R B (device ) 3% 317 FDA
+# w2 v (premarket approval, PMA) 2z 5= 7 + 7 48 820 A F & 7 3w 8
u%@ﬁ%ﬁﬂCéﬂ%%ﬁﬁ%%m%ﬁéw’@—ﬁ%ﬁiﬂcﬁﬂﬁww%

L3RR R R e
3.1 2 WA FlHRIE 4k s

# DTC A Pl il inde * 5 o 2T s hira § 8 0% F 2 2 BT g 417
o gt A DTC A Flf RIE A v w § LB R A Fe Rlcng ZERFH - 3 K

0 R TIRRIENE T BT AR HEA L T AR

- FHARRP IR EEE
CRIE Y. T Ak

2 Secretary’s Advisory Committee on Genetics, Health, and Society, U.S. System of Oversight of
Genetic Testing: A Response to the Charge of the Secretary of Health and Human Services, available at
http://www4.0d.nih.gov/oba/sacghs/reports/SACGHS _oversight_report.pdf.

 available at
http://query.nytimes.com/gst/fullpage.html?res=9501E1DB1238F935A15755C0A96E9C8B63&sec=&sp
on=&pagewanted=all (last visited on May 8, 2011).

B g Av 422 43

26 available at http://www.phgfoundation.org/news/5526/ (last visited on May 8, 2011).

2" Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 23, at 28.




Tk ¥ % % (clinical
laboratory ) % iR PR 7%

R
i%%%—%%%%#%%ﬁymﬁﬂw

( Centers for Medicare & Medicaid Services,
CMS)- H i Eiﬁi”f“@%f#&r FDA { F &R~ %5 FTC
R ESER -
:# #— Clinical Laboratory Improvement
Amendments of 1988 (CLIA)

MR =R A e New York e Washington £ 3% i3
A CLIA » &3 ' it 5 B> 5 5 California B 5
#4c CLIA & feerz %

—=ka
=P
[
et
w
It

R I

i M — FDAR I3k Flg Rifes & 2 Flieipl o
@ F s e EEAEA S G 0 d FDAFTCx
PEEER

B &ad
(reimbursement) frzk
Tl ] P~ 17 AR T

5 28 R = | CMSF i %'k (Medicare )

MR R e @ e ik 3R d (state
health program ) v " /% 3 ©

EONE S WE S SN %&}% 2 B P gef | Heng § (T
3 A4~ (medical necessity and utilization review
practice ) ~ & %) o

Tk i' 2 2 7 (clinical
practice regulation) » &
dote RIS e R ¥

@\%i%*ﬁwﬁﬁ
P22 A MR o

I %5 T 17 % o2 5% 4L medical practice and
pharmacy regulation) ~f & ;# (consent law) ~ #
F]%E # 2 (genetic privacy act) 2 &4 (tort law)

AL .~
%k o

2L ALE A RR e B (voluntary guideline ) &2
& ¥4 % (professional standard ) -

Rl EFT o
* (misuse ) 2_ 2 &
g AeFALE > ;I;b
¥ e iRk BAR

(discrimination ) ~ # i

g ="k =« : Genetic Information Nondiscrimination
Act of 2008 ~ Health Insurance Portability and
Accountability Act of 1996 ~ Americans with
Disabilities Act of 1990 ~ Employee Retirement
Income Security Act of 1974 % -

R A b B R L
2 EEE o
A FE R RS RAEE O AREPTARRRS G R RE w2

%8 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 17.
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(&r’“@lj\%'ﬁ% \PE“) iRZE > LR H T e pEF
)?‘3/\)1”?&;% ‘|7V;'_P§'H E] £ o
TR kiR - Secretary’s Advisory Committee on Genetics, Health, and Society, U.S.

System of Oversight of Genetic Testing: A Response to the Charge of
the Secretary of Health and Human Services 28.

d 2N TR ORI &t Rl F Sehdk (7~ HRBIR ¥ hA S s KRIRIIRIRZ A S
’% CFRDEDTIGGH WA D o DR AR~ AT SR T
iﬁf Bomoo FItAp B g FIA TN 2 B epd g g R 2 AR Y > A A e
BIE E‘&ﬁ koo gt oeb o EE AR5 GeneTests database i3t - # 1 2010 £ %5 600
B ek 5 % % 4 %15 2,300 fE i B LB o e 1% e RUFDA # 2 830 B #ct B A
+ £ ) pl (molecular genetic test) *% s # i e+ B2 28 BRCA AL %145 BI4L 7 518
* O IERI e A SR 2 P R enAk KB ' 0 2 & & BRCA & R~ (F FDA ¥ ¥ B,
RY B 46T 0 F 2R (T2

32 ek B AE AT

3 DTC A& Fli& Bl g 41 il 5 Tl R ek 32 28 4 0h > B @ F5“direct-to-
consumer” g g #7474 eft A o 14 B % & #35 DTC A& Flik B B v & om 2%
st AR R P LR B LD R DTC A PR RIEE F 4] 0 A L
FHAERGAAMAL LR 2, S i S o Sl S L ’g—, 31—1‘#

BNiE IR S B EELE gt DTC AAFRRIENE #1757 e L= g
Ao F- AL A ;:ﬂ$ ﬁ’ﬂfﬁﬁﬁquiﬁ’%?12Mﬁ%&ﬁ&“o

% available at http://www.ncbi.nlm.nih.gov/projects/GeneTests/static/whatsnew/labdirgrowth.shtml (last
visited on May 8, 2011).

%0 L)4e & 42 ¢ tests for factor V Leiden/factor |1, cystic fibrosis, cytochrome P450 (CYP450) genes
CYP2D6 and CYP2C19~ 5 % 7f {4 £ F] 4 3L ( gene expression ) # i#| ~ bladder cancer fluorescence in situ
hybridization (FISH) ~ prenatal aneuploidy FISH ~ HER2 FISH % - ¥ ** FDA %zt
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm i % 2§ -

31 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 23, at 39.

%2 Molly C. Novy, supra note 19, at 9.

® & 3= 1 Arizona -~ California ~ Colorado ~ Florida ~ Illinois ~ Maine ~ Maryland ~ Massachusetts ~ Nevada
New Jersey ~ New York ~ Oregon - 3% Genetics and Public Policy Center, Survey of
Direct-to-Consumer Testing Statutes and Regulations, available at
http://www.dnapolicy.org/resources/DTCStateLawChart.pdf -
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Sl F DTC A AR » e Bk 4§ FIH %2 (75 U] ¥ 012 5T

’ﬁ % LR FR R T 1A BEF @ o /ﬁ BB R B Ak TR R R R

Tﬁﬁ* PRI EERPEETNERI BAIRTEL uﬂ%ﬁ»%_ﬁmo
2008 & ¥ ¥ DTC A F4& i \ﬂgﬁ.ﬁu?# i 0 R Ap T, gl AT AL 1L de
:%nﬁll’f%ﬁ'»ztkﬂ%ﬁyau SPLFERRATRIRE P LRFLFETIRY
i F R ETRA T % 2 R (clinical laboratory test) £.7 & ch» 1 2r kI

R REE TR

oA g Al 2 FERART R F R AL A TR AR
RIS S Bk a3 25 130z @5 23 % (District of Columbia) » 254 ¥
B3t DTC AFIM Rl R > s @i 2| N A a s hn™ - %=
|5 #& DTC A Flikirl ¢ - B3es i § 13 1% ¢ Tennessee £ <+
¢ 2k DTC A 460> @ & I @ /o274 P en) b < - South Carolina B ¥
7 2 A (authorized person) ¥ 1Z3TREZ FliwiRl 2 Fejc e BlE % o BT A
> authorized person”4e 2 & & - R R % T BRI A AL
VA - AR A F K TR PR

gy

,
&

72l

prusl

$k
)

s
e
T

s

-

$1¢

{

N

A

WEERGE R = > ¥ DTC ARG RGP R T - 234 - RE T % %
B FRAE R R L p IR L g AS e 35 F R e o F AT 2 pRaE F S (CMS)
2 s & ¥y (FDA)- % ® FDA f# Federal Food, Drug, and Cosmetic Act 7
¢4 e 2 4 hY %A & (in vitro diagnostic product, IVD) # g E Ao AR
VETF R B4 AR & e (cure) g (mitigate) ~ je o (treat) s3gf# (prevent)
ﬁrfﬁaﬁ“é@ s (sequelae) z p ey @ @ * AL TR ;,;5 EEP T ey T ek |
i % g2 34| (reagent) s ik B (instrument) ek 5t (system) “° - FDA EFRE
HAFED 3 § AT ERE 2 RERE T FTAATEEH DT 2EE 5%

% Molly C. Novy, supra note 19, at 7-8.

*1d. at 8.

® & 3z : Alaska ~ Arkansas ~ Delaware ~ Indiana ~ lowa ~ Kansas ~ Louisiana ~ Minnesota ~ Mississippi
Missouri ~ Montana ~ Nebraska -~ New Mexico ~ North Carolina ~ North Dakota ~ Ohio ~ Oklahoma ~ South
Dakota ~ Texas ~ Utah ~ Vermont ~ Virginia ~ Washington ~ West Virginia 2 Wisconsin - Genetics and Public
Policy Center; supra note 33.

¥ 1d.

® & 32 : Alabama - Connecticut ~ Georgia ~ Hawaii ~ Idaho ~ Kentucky + Michigan - New Hampshire ~
Pennsylvania~ Rhode Island ~ South Carolina~ Tennessee 2 Wyoming- Genetics and Public Policy Center;

supra note 33.
% Molly C. Novy, supra note 19, at 9.
0 21 CFR § 809.3.
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oo rd ZEHA LE 2 (adverse event) i B ek dEw Y o CMS Bl Eix
Clinical Laboratory Improvement Amendments (CLIA) ¥ #4] &% R ¥ A #3447 7
P EL R Rl CLIAZ R %3 il &2 R ¥ %308
3% 1B #opl (clinical test) # 3 Z ¥ ~ SEH &5 P P4 48 (specimen)
FRH LS ERELFRRELH S LR fﬂr&&%/ﬁlm‘*%imw«ﬁ CLIA
37 (CLIA certified) > e 9 5% 3 K (7B~ 17 A A 218 foig B Te5 1 B A
% #) (researchtest) » |7 % CLIA 4% -

AP & DTC A T RRIEE & * o Fon EH LS F 1] OlRIAR

RI3% A & € X FDA 1 48 b3 ‘u’%?i")% THEFEH ek R PIRBEHRT RS
B e 3R 1% * 4 P (laboratory-developed test, LDT) » A% #. 3% FDA % # o F %
FAaH4LE IDTRE Pz @Y » WP LA FEY L HRPIFS Tk EIRTE o
8¢ 2%3% 5 LDT i Federal Food, Drug, and Cosmetic Act 2 & B/ ¥ % S+ -

e FDA =442 #* £ # (enforcement discretion) 2 {7 (& » i % § &L # 4] 7 #e
LDT* -

Q.

DIC # kil 5 B2t R % 3 5 B entppl 2003 > 5180 i §f 57 2% 2
EIHRRRERE SR AT T BB LDT & 7 kP PRIE o 5tk ik iRl IR
7% ;%2 FDA 3t LDT gz LiF 2 #5853 DTC & Flik Bl4e 1) 7 Fo o7 7 anddy
728 > LDT Rz B3 REITREHN %> L@ ¥ A 78R8 ¥ -
»E A VA FRAIE 2 EE H M S A R FDA R AR AR e
# 5% # (postmarket vigilance) % # 2% i3 47 (adverse event reporting) *° - ¥
b CLIA R Temk W PIR 5% 3 ol RURIE ST Glhom R S35 % 0t | e
K;ﬁfﬁ%@ﬁ%ﬂﬁ’E%QﬁﬁiﬂC%ﬂﬁﬂﬁ25j7%$%§CUA
o ¥ CLIA X A% % A FIHRPIN > E— #7205 L4538 (specialty area) » &
:LM&?%’?J T B R L 1A i 4

1 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 16.
*2 Centers for Medicare & Medicaid Services, Overview of Clinical Laboratory Improvement
Amendments, available at http://www.cms.gov/clia/ (last visited on May 8, 2011).
% available at
http://www.ncbi.nlm.nih.gov/projects/GeneTests/static/concepts/primer/primerwhatistest.shtml (last
visited on May 8, 2011).
j: Amy L. McGuire, Barbara J. Evans, Timothy Caulfield, & Wylie Burke, supra note 4, at 181.

Id.
* Kathy Hudson, Gail Javitt, Wylie Burke, Peter Byers, and ASHG Social Issues Committee, ASHG
Statement on Direct-to-Consumer Genetic Testing in the United States, 81 The American Journal of
Human Genetics 635, 636 (2007).
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d 3 E R DTC AFRPIT & F a2 R 28 FF 4]0 & V> DTC
AFMRIE 2y 24k > TR ZE* RiFHAMR LS ﬁg,; IR
ek om EE A Kk o o FRt 4 DTC ARl - E 3 2l E M EHESD
ezt Jg o

33 A TARH ~ TR AR TR R Y I

AREE T R 2 DTC ATIRR v A F T = BiEetF A
HEFWRPINFTHRE L P sl Fad R D EF T AFHE (i T ARt )
R A FIRECFEF AR R O (imd) 5 M~ & L
ﬁr—gﬁ‘ﬁﬁ& ‘ﬁ Fﬁg (L ; r?\%}%ﬁ”I‘]\'}J) ﬁ’»f# ? ;x’}’ﬁ/F ’“/F‘ﬁip# E"*"‘Ej’}'ﬁ‘?‘
el AR B p &R (B2 TTRE R ’*I“*J)“l‘“%/’a‘»j*”iiix"%
%% pq ﬁ E;’ —Ek b Y\%mﬁ‘]iﬁ-i #’&t)ﬁ

IS

& 17 FE s (analytical validity) {j;] & FEE T R PR BAR A F) T

4 P CLIA ¢ HTRA R 22 A Tt~ S andlieE ~ feop] 224k (42 5 o
hfrdE P A& K 2 E AR ..—m,\ %‘rEi» B CLIA ufskz v gz = &
% $ 2 (submission) ~ AJ202 @i T FEPO2 B L A4 2 .ﬁm@sﬁ (TAR B
TG ipdt FES %0 pueh , A g 3% ¥ FDA %82 Pl e ivig zzgv @ * LDT >
CLIA ¢ & 3t 22 = Hipl 2 FRAFE > b4t & f2 4 (accuracy ) 1‘% r*(preCISIon)
t Pl % 7 4F 2 4= [#] (reportable range of test result) ~ 57 & £ (sensitivity ) ~ % —
M (specificity ) ~ 5~% % B (reference interval ) 53,

" Stuart Hogarth, Gail Javitt, and David Melzer, The Current Landscape for Direct-to-Consumer Genetic
Testing: Legal, Ethical, and Policy Issues, 9 ANN. REV. GENOMICS AND HUMAN GENETICS 161, 169
(2008).
8 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 22.
* Kathy Hudson, Gail Javitt, Wylie Burke, Peter Byers, and ASHG Social Issues Committee, supra note
46 at 636.

0 -4 ¥ Centers for Medicare & Medicaid Services, Clinical Laboratory Improvement Amendments, 42
CFR Sec. 493. 1242, Standard: Specimen submission, handing, and referral.

# %% Centers for Medicare & Medicaid Services, Clinical Laboratory Improvement Amendments, 42
CFR Sec. 493. 1232, Standard: Specimen identification and integrity.
%2 -2 + Centers for Medicare & Medicaid Services, Clinical Laboratory Improvement Amendments, 42
CFR Sec. 493. 1249, Standard: Preanalytic systems assessment.
>3 # %% Centers for Medicare & Medicaid Services, Clinical Laboratory Improvement Amendments, 42
CFR Sec. 493. 1253, Standard: Establishment and verification of performance specification.
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Ra  DTC AP M P E =2 2 & CLIA & 9% 3% ™2 25 CLIA
IRE . )I*Z %E’}f" CLIA & f o ¢ §5~{8 CLIA 2% > 55 7 F‘ ‘4 5 B
CUAﬁém&%’ﬂ“hﬁﬁw—@ﬁ%¢m$ﬂ%o¥4’+F éﬂ%%“
Woo4 G ESERE LY TR ELT %R EHAF N4 % (proficiency testing )
feiF =z (alternate assessment) » £ H 43t — i 3@ 2 cha 47T 5 > H o {9 pEsk
Motk AE 2o

Tieh FE et (clinical validity) 2ap 4R - & B Fim & A B4 RA e RS 3F
Wﬂ%%&%*1'%°BﬁH*TWC%W%%ﬁ&'ﬁﬁﬁmﬁﬁa%%ii
FAR AR LD PETER S RA SRR BT DL BRI L

%% % (peer-reviewed) &= 3> e

e 3 BREDTCAFepl 2@ * AF 5 PEirérfelicy 2 p & B SNP &
F fr’}’ﬁ??]ﬂ”»?}i‘ o SNP & £ 3 4c & - )i},i;’ﬁ» B 'G5 B Sl @42 (genetic
marker ) > B¢ #R3F 5 L BT PR Y AAESL AR TIR B B AR O o m A H AR
T AR L 2% 7 A ¢&%/é¢+—f@ Mt Moo A R4
b A RS S A %Aﬂ%ﬂkf@mw%wmﬁa g (i
—Er'thﬁf‘?'ﬂfﬂﬁlmfﬁk\ ’_‘i'zi'#,‘”ﬁ 2 0] B 82 TR IR A B l’]%ﬁ;)]%;
PAAREA NS EfoRE RIS T8 0 a kTR K 7 A E AT M
e wAFRE S P - BAFRE 2 E2TH o Bl q% R
st g {5 FEE e

Tk 7 * 4 (clinical utility) {:}}:—, Fl Bl A A 200 B p B e E (benefit) e
3 “me‘“l§f°“ﬁf”i'fdffiﬁ*“wﬁwwﬂ%f % SR VSR
(clinical intervention ) 3 % & 7 F|3%+ 3F 5 P fod & o 2k fr#ﬁ:i' g
i B P RRI T TR ‘Vﬂﬁi BOEE F A S GIeBA g fT}“K;&L,
PRARLIFFARREREw RS LT RATE T ERpre g ¥ T Ui
ﬁﬂ’éz’fﬁiﬂ?f}t%;m? RHE Qe R R HSA R T B L
RS SRR DD PRI R RARRT I 2B ATIRE
2R FIE B G dn bR el E

YCLIAH %2 hT &5 A REMDDE IR ISR A R AT AER AL TSP S
Hhp AMZBHUAETTRERPIIRGE = -

% Secretary’s Advisory Committee on Genetics, Health and Society, supra note 6, at 22-23.

*1d. at 22.

°"1d. at 24.

*1d.

> Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 23, at 115-116.

%0 Secretary’s Advisory Committee on Genetics, Health and Society, supra note 6, at 25.
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d 0P LFH Jé@# % B w e ERE R S TES TN G
BAERLAE 7 A PR RIF 2 o Cehgdr Oto ¥ FIAFRBIR AR B * iR b
do BETR R AR %W*#u\wﬁfﬁﬁf LN SR N SEY
FAEE S EREIRA R G ok E o 4 B TR AP RT o A B L HTRR
PSR ERERILE FRE AT B RAES

34 wRIFEP 2y BpF

FREHG LR € W R R iﬁnﬂ 2 X (unfair) % 5 5 ( deceptive )
{7 % 1 & Federal Trade Commission Act % 5 i 4c 1§ 28, s e B R A T
R 2 (false advertising) { ¥ 45 %] 2372 % 12 i5ie 7 A2 ® o o > DTC & 7%
ﬂmﬁﬂ%**J&mﬁd?ﬂ' %ﬂmﬁﬁ% iR FRE AR DS

PR EEAEE T GraR R TAA R e FE L R A L E R
KA DTC A TR 5 12 LDT = Nig 7 a2 2 E @7 AL T FDA + 7
w%ﬁﬁw_ﬁ,g%%mw¢%gw%ﬁ@mm¢a&%»w%f4ﬁﬁ&§

Bpor o BEAR = S B DTC AFfwRl & 2 g/ iEM >3 &5 {ri Bl I‘},iam%t%’ ol o
B Eiéq*ﬁ’f‘#ﬂf&? ﬁﬁ’fﬁﬁz&rﬂﬁy?ﬁmwﬁﬂﬁ*”) R
R E T ER 0 T o § EIRGEES ?#Bfﬁémﬁv”wﬁf 3

FRRE IS EyFa 2 £ 32009 £ 6 7 1 2010 # 6 " # ¥ DTC A 7]
WiplE TR o 252010 # 7 7 47 7 4F £ “Direct-to-Consumer Genetic Tests:
Misleading Test Results Are Further Complicated by Deceptive Marketing and Other
Questionable Practices” : Jf":b‘;“’“" ZHEE DTC A& Fligil "7 g P15 % T3 ’% IR

DTC A Fltkip| > @ § S MR DBHHFHF 5 e 38z e » i 7 F ;;f DNA i 45 4
kfbﬁfiﬁv(amphmem)Jlum@J?@ (FoFHkd g RERRF 4;%Wfi

B g At L o F a0 P B BALT ik dx DNA & 473808 7 2#@1 L@ HIE P o (eif
CE SR FIEEESE L S E S S EF

%1 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 23, at 132.

®21d. at 134.
%3 1d. at 131.
® 15U.S.C. §45.
% 15U.S.C. §52.
Zj Secretary’s Advisory Committee on Genetics, Health and Society, supra note 6, at 19.
Id. at 20.
%8 United States Government Accountability Office, Direct-to-Consumer Genetic Tests: Misleading Test
Results Are Further Complicated by Deceptive Marketing and Other Questionable Practices, available at
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d I g DTC ATIRRIFREFHHES LK > @ @1 F Mg FIEF7
oo et A TURBIEEE > PR Y A AT FE R S TRARDRILE TR F Y 1
sk ERT G A FEL At T d DTC A FIRIR 2 7 44k ik R B 2

TApE ff‘éirréﬁ‘? ERI uﬁf%‘%w R4 Bt 4 DTC A 7]
Wkl § ¥ F K p T st

(ﬁ?‘r _mk_ \"1—

ﬁWPWNCEﬂﬁ%*ﬁ%iﬁﬁafﬁ?ﬁ*§%%§ﬁﬁi%%wmﬁ
FrEHE R ARl 35 om P OHR Y RRIRTR R F R Y
%%Z&fk%*%?ﬁEﬁCWﬁfTﬁﬁéﬁﬂémﬁ&’i1@EﬂC%q
RPIP~EAT E Y WA B iR 0 ¥ b > DTC A TG RISHE B PRl ks~ 4k
¢k g e UE RS R REL R (disparity) ¥ aRE o 4 7 iE
- HEEHE F L AHRE R ERRATRER R BER T R eEp B
* 7 7 Pl iR 8 E (terminology ) £2 B & 3T 5 He5Y 0 ip A BE HORRE Y S
Fga o nREL 2L RREE T a®-

e M@ AFEF SRR RE A > LR AFGPIORERE - A
£ A A FRRIR AL 0 — B A A FRRlE 2 kiR v d N H BT
Rl R W AT d = TR 0 A BRE - B MIFER o

http://www.gao.gov/new.items/d10847t.pdf.
%9 Secretary’s Advisory Committee on Genetics, Health and Society, supra note 6, at 16-37.
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ek RERG MR HAFRRIRE DT E

A3 &R DTC A Pl R g2 PR 3 B AB% - p o 20 DTC A 7
WRlE AT 2R pEILR 7 FREVEH T RIE £ 0 ( code of
practice ) £ §@/ 4p 31 (clinical guideline) = = 84 o domi — 84 #7if > P w0 & K
X Fdrk 2 R L2 BRI R DTC AFRRleF g4 0 2 DTC A Flie iRl
JRAY. AEREFEVWIRG FREMSTRE RRE DZRLFT oA f* %G 2R

ks Tl L 2 B RS R A I SRR O G BT R B H
BRHRZFREDRRIZ AR AFHRPIFSTREA RSB EEE K P HFA
P DTC A Fligip| %8 p 80k F 5% 2 0L & 2 2 F o

4.1 WA F Rl

B4R R L 900 DTC AT R R 3 0 §F A G400 #RE AT
ORI TIP BT Al o BA TR AT PR ) L R i WE L R
RlZ 28 W7E S A FIRRIE 7 2 2 R D oo B2 RZ 4137

F5p 2P 0 A deT o
411 BRI E R A2 29

EAE T EFE & ( Organisation for Economic Co-operation and
Development, OECD ) *% 2007 & ¢ i “OECD Guidelines for Quality Assurance in
Molecular Genetic Testing” » ** %45 3 & R| # 2 Principles and Best Practices for
Quality Assurance of Molecular Genetic Testing 45 2170 @ & + & 5] & il

(molecular genetic testing ) &>+ i B FREZF T R % 0 ¥ RRIRIFEIT &
#% (quality assurance) & 5™ 3 {7 5 #H30EX &P Ji v TR AR T 2 KRS

ik i  (counselling) » 7 3%3K3 Meiv Hik BRI ~ R - BAG T -
RN BT SO IR S - UE A Pl VI P S L < SO (proportionate) LT i 4
(appropriate ) ervgif? > @ RIS S BRPRLSEERES F LR U IFFRS

" Organisation for Economic Co-operation and Development, OECD Guidelines for Quality Assurance
in Molecular Genetic Testing 13-15, available at http://www.oecd.org/dataoecd/43/6/38839788.pdf.
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WHZEEREALRZEFT V> A FAFRPIERHZAL ~ 5 @2 HF
%m@uﬁﬁﬁﬁ%m%ﬁiﬂﬁ:%?%iﬁﬁﬁﬁ%%Wiﬁﬁiﬁ%ﬁ
PO o AT MR RE L P e 3 ATRRI T Y R ETROTHRE
ERFRRL IR HRIRBERT o

7 B ¢ (Council of Europe) » *+ 2008 # 5 " i i 4 4 F & £ g2
£ 3T 43k 37 3 “Additional Protocol to the Convention on Human Rights and
Biomedicine Concerning Genetic Testing for Health Purposes” > i& #_F "% + 443t &
B B eh2 A Flie iR aVW$B$&%Q¢4ﬁﬁ%“ﬁ%ﬁ?%ﬁ%#n(D
MgE R 5 B chengk Blfg Rl w oA T A TegE o § R (lindividualised medical
supervision) T 7o PR T T LF G| PR REISIBABH RAZEE &
2T EHEGFE S BARATFRRIN A Fe] b (Article 7) 5 (2) 54 7 % 1A
L AT R EerdkciE 2 (Article6);(3) AFIERAFE - HPQ &
ﬁﬁ%ﬁ%i%ﬁmﬁ&@ﬁwWﬁﬁb—&?ﬁﬁﬁﬁﬁﬁﬁﬁ@mmm
validity ) # fek Fascft it s R % % 75 7 r‘%%‘r FE R B ER Rk
éqﬁ?WﬁmAﬁﬁa%ié ﬁu FrRrE Ak d 2B ERBE K

o (Article5); (4) % B A 5 £+ ﬁf&rﬁﬁ BIF - EE AR EHARF T &
WA T R Rl P P S RS & e B8 SRl (predictive) A 7
t& Pl 4e 8 AL %15 5 (‘monogenic disease ) Ff Rl ~ i p ¢ o e R ( genetic
predisposition or genetic susceptibility to a disease ) ~ ¥ F] K e R (a healthy carrier
of a gene responsible for a disease ) » Z ¥+1& ,?.sz By A TREHE A A

;?;E‘Hip“%m“ FEEREERpRAS R DRE S HBAZH R T &
F M ATERE T B (Aricle8) o

4.1.2 B RIR TR 202

£ E> 2009 & 5 7 i@ i Human Genetic Examination Act ( Gesetz uber

genetische Untersuchungen bei Menschen) =i ™ 3% % i * f [ 5 12 Fm o

7k (determining descent) % B g~ 12 2 3% l,ﬂfﬁﬁﬁlﬁ?i&?&g%&ﬁ e 4 ghp 2R

™ Laurence Lwoff, Council of Europe Adopts Protocol on Genetic Testing for Health Purposes, 17

European Journal of Human Genetics 1374, 1374 (2009).

"2 Council of Europe, Additional Protocol to the Convention on Human Rights and Biomedicine

Concerning Genetic Testing for Health Purposes, available at
http://conventions.coe.int/Treaty/EN/Treaties/html/203.htm .

73 available at http://www.bionews.org.uk/page_13827.asp (last visited on May 8, 2011).
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Aos B R B a2 s 02 B A TR RIRE k2 N AT 7 e A TR R A B
R g}%ﬂ?;&fr%ﬂfi%m@TEM °

Human Genetic Examination Act #_& %5/% B oenz Ak Tl iR Ap 0 U8 R
mv%ﬂﬁﬁ(gwo%%W%iﬁﬂﬁﬁ?ﬁé%iﬁﬁﬁﬁﬁ’ﬁm*ﬁi
AR i d BES ARG 0P ARNBERFTATRRT DT
4 dn o B R @ RIS R A d ggg4 X R TR (87 21811)
IR R REORE R AGATLS T (85) AFHRRIAFIA AT R G
£ ¥ Fiew <t iR P rxind @ ol e 2 2 (informed consent) 4 it 3% 7
(88) & 3> WX Rl ek L > F 2 %0 f:—é & i (89) ¥ ik 3K
ol eF 87 £ FATRP - S EZ P BT A BATRRLE ST
ﬁﬁ4ﬁ%%\wﬂ#&QWﬁ’uﬁﬁﬁiﬁﬂ*%4w£4ﬂﬁwﬂﬂﬁ
7% (810) o A FIR IR 2 8 (7 BN R B r T R -
T L s TR T R DR R R AT 0 7 et 18 o
¢ 3 (Fenp [ﬁa@ﬁﬁ T ¥R (815) ° 3%/ PR x*ﬁ/?'li LA TR AT
o 4 2k AR (prohibition of discrimination) TR b EEE X 2
s B e F%RlL B ¢ (Genetic Diagnostic Commission) - d 32 % B ¢
A= ST LB e s R A s S0k Tl Rl4n 9 R A (guideline) ™ o

B3 A TR P R T R B - 2 3 05 - AT
¥ Bl & (Gene TechnologyAct of 1995) i & gl B o 3% R R LA g &
¥R P 2 K e e FRFR D D2 A FRRI T A S E WAl F - G
PSR N ARZ B iR d 3R w2 e (somatic) #ep - BH BRI
E R AL ¥ (chem|cal modification) % # % & 48 ~ L F&& DNA % g 8 97
IR AR ofs - N R eRId 24 A dmre R g (germ line mutation) #TER IR e
-‘F%f},ia;fa'iiiiﬁa Rlfep e FUEARTRFL R - G @A HAE o &
WwRlF FIH ARG 0 2 AT ATP F e PR R o TR RIA AT T A
P (prophylaxe) s en s % 4 2 Rl fesp e &8 FIFR A > A

™ Human Genetic Examination Act, available at
https://www.eshg.org/fileadmin/www.eshg.org/documents/Europe/LegalWS/Germany GenDG_Law_Ger
man_English.pdf.

" d.

"6 available at

http://www.oecd.org/document/32/0,3746,en_2649 37437 2403040 1 1 1 37437,00.html (last visited
on May 8, 2011).
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I E %?B’»%g'ﬁﬁ;;ﬂi% R iE3 T TR - 18 a,;t EF g B
3534 (geneticcounselling) > m i @F gt id E XL A B8 Pﬁﬁj
BEPFR RS L EARRNFR L RieF (AL69) T

Fi- HRATEAE R L RATHRRE LT 0T UB R & RPN 5 Y
UL SR R~ SERTRER R R e R R R Hedy o B g
ARG AR TR EFBEEL 20k 80 5078 ]‘\m*g_g,;‘
G T SR A IR B R B G R E BEER R 25

Fo 7R R SR R AT S A E LA TR AL TR R e
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413 W LEF R EHE R

BA TR MO g lE R WS Lt B F R Bt
A TR A 52 2 4 o %cp (European Union) ¥+ #8 ¢t 2 %7 %5)%‘ BH
7 # 5 In Vitro Diagnostic Medical Devices Directive (IVD Directive ) - P4 £
1998 &% f5 » & ++ 2003 & 3% E'L'r’ﬁ B & B B2 2"« IVD Directive - F# i
fFag s MR e (Class 1) A& #f3 Gl it 3 5§ & K=k 2 fesk Ffioc
e T S S BNRY T4 IHF—r—r L FREE LR R s @ [ iR

" Gene Technology Act of 1995, available at
https://www.eshg.org/fileadmin/www.eshg.org/documents/Europe/Legal WS/AustrianGeneTechnologyAct

English.pdf.
§ & 4z 1+ 9| p* Royal Decree of 14 December 1987 - ;= B Decree no. 2000-570 ~ #% % Act Relating to

the Application of Biotechnology in Medicine, Law n. 56 of 5 August 1994 ~ § % 7 Law No. 12/2005
Personal Genetic Information and Health Information Law ~ 53 & Law 114 of March 1991 on the Use of
Certain Gene Technologies within the Context of General Medical Examinations (1993) -5 X Federal Act
of 8 October 2004 on Human Genetic Testing % - 3%+ Beatrice Godard, Helena Ka'a'ria inen, UIf
Kristoffersson, Lisbeth Tranebjaerg, Domenico Cowello and Se“gole’ne Ayme”, Provision of Genetic
Services in Europe: Current Practices and Issues, 11 European Journal of Human Genetics Suppl 2 S13,
S34-43 (2003). % Stuart Hogarth, Regulating DTC Genetics: an Overview of Global Trends, Presentation
at FDA Advisory Panel meeting (March 2011), available at
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/Med
icalDevicesAdvisoryCommittee/MolecularandClinicalGeneticsPanel/lUCM248629.pdf.

" available at http://www.eurogentest.org/web/db/news/167/index.xhtml.
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Pof £ % enLDT 7§20 % IVD Directive 24 e it Bt o 20w 140
S B TR O LDT 24 * 3 7 g He4p ¥ g 0 2 W Federal Food, Drug,
and Cosmetic Act -2 Flte RIGFHE 5 ¢ T1F B & (Class 1I-111) m?ﬁ)%‘ Bt —
ZgZR 3 wF A% wd AR S 2 LDT » ;4 ie (70 % B FDA % LDT
BFRZFLE T S HAFIRRBI AT R EZIF 4 -

414 F37 57 R

",45 ViR EE FARRE S T TR Bk T gl A
R v iAp B 48 qE o a2 p R xﬁ TR BRI, P B ﬂ"f 7 Gene Technology Act
sh x> 321998 # 17 B3 4] Advisory Board on Gene Technology 1% 45 # & 7
530+ HEIE R T R 15T - e iR fe g %

m % %% 1997 £ 97 % K {4 2% (Department of Health ) e73% £ 3539 4% R

¢ (Advisory Committee on Genetic Testing ) =r &3 B 423 ~ F 3% & afl Fli& B
FRGRE T % 7%= R & 3p 31“Code of Practice and Guidance on Human Genetic
Testing Services Supplied Direct to the Public” » [ % ik 2 ¥ B[ F 2% 3 > &k B3
BEPE & R R S E e R ok 7~ WRIPRIE IR KR B s R RIIRTE
FX AU AR R PR Rl 1S 8 B ERRa ol i RIS T en g
K moosZieid L | g s0 s 14 “direct to the public” ¥ 1 #& i 4k Flie P PRI 'L
STRRLEPERS 3 A I ( inherited recessive disorder ) # Fﬂ—‘ﬁ S = (carrier status ) =7
Wl TR TRGREFLZADH S P EHBRRIEF AP L T RSEE P
83oAdvisory Committee on Genetic Testing 2. {& ,E;r? » Human Genetics Commission
(HGC) » HGC »* 2010 # 7 * #% #1“A Common Framework of Principles for

Direct-to-Consumer Genetic Testing Services” » #=>t2 15 frzm o %

8 Carla G van El and Martina C Cornel, Genetic Testing and Common Disorders in a Public Health
Framework: Recommendations of the European Society of Human Genetics, 19 European Journal of
Human Genetics 377, 380 (2011).

81 Stuart Hogarth, Gail Javitt, and David Melzer, supra note 47, at 173-174.

82 supra note 76.

8 Advisory Committee on Genetic Testing, Code of Practice and Guidance on Human Genetic Testing
Services Supplied Direct to the Public, available at
http://www.publications.doh.gov.uk/pub/docs/doh/hgts.pdf.

# a4z 43

22



42 % W SACGHS i % & Tl IR 422 3%

& FIR RPN R ) AFIRRI R FIOE R S 4y 0 B "f TN A
Flig Rl R g A5 £ R F A FRRER 5 0 01 DTC 3 3 3 % 2 Flie RIRGE
TG TRt g o ATEeh DTC A FlH Bl PRF3/£_2006 # B 403% b & > > 2010 # )
MR G SR L AP M et DTC ATk R4 12k - 5 L 22010 = 4
o R WL 2 SR PRI L R ¢ (SACGHS) i}t F & Flie iRl R
foiE R

SACGHS % = DTC £ Fligifl 75 e w * 44 0o I RIS ¥ #7530 = 2B R
TR THRPLEAR > A DTC AFIRRIS S - BRI ELEHERE LKL - 5 - 30
&5 F RIS £ ¥ DTC A Flig iRl g 4 CﬁmFDA/V%DTCéTﬂ%ﬁ
BlenEEm 2 g BN g TR G 5 H 0 xR DTC A Flikip) & 4% 2§k Frocld 2 I
R HanEp L X o2 BN E R Wk = i DTC 2L T4k Pl PRI
PHOVAT A L R R &%é?f&{ﬂ%?iﬂ""” Henal 1§ i A R Rk
#ie el BEIRT B0 @ 7R DTC A Fl e iR PR iE 3 % {5 iRl & % hj2
B

$-4F 1 it b 0 SACGHS &tk 4k Prinn % & FDA 2 CMS Jif# b 28 28 s
i~ % %Eékgﬁ*%ﬁf%'%lﬁﬁﬂ:}%%l *FLX"F?I“’ DTC 2 F14& P PRI% » B Jiid = B =R
T % E Rle A o 023k ik DTC A& FligiR| &2 pRas s s 2 B e e Fgsc it & Tk

FEACHE P o R P s 4 2 2 £ pR7:3% (Department of Health and Human Services,
HHS) 2 m=k% 2 & R ¢ (FTC) Jgiz = B 0] ix FTC 32 DTC & 14k B PRA% = 7
¥ordk 4k 8- > ® HHS Office for Civil Rights (OCR ) &t = HHS Office for
Human Research Protections 3 /& % =R Fz i DTC & Flig B #7 & 11 i3 £ G2 & T3

FEORRE S EP R TR B > OCR { FE i) § i o i f g eh
Fagh'kood HHS » B * 3 K5 F ik o é"ﬁﬁ'%‘fﬁ& i;é:),%j&;%ﬁi&f#é P =2
£ DTC A Flig Rl T v e B %57

4.3 T T F A Pl R R

8 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6.
86
Id.
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hEH e 02010 £ 8 7 g A s @5 ¢ (European Society of Human
Genetics, ESHG ) # # “Statement of the ESHG on Direct-to-Consumer Genetic Testing
for Health-Related Purposes” » 4*%+ DTC £ Fli& R IRF+ = & B £ 2 3% B3RP A 7
TR DER D ST (L) ATHRRIDIRAT P AT R ERAIER - B
BR-FHAGAMIEERE (2) REAFRPIOTHR TR ZE AT B DL
TE e & EARTHR(3) MR P % i § 12 (appropriateness) 3
TR R T D (MKM+H%WkF$mﬁ§ﬁP£$W@@Eﬁ’
WMo R T ALE R 2 BFEHS (5) Ak A FF
B2 ERE P RRL 2T &#M@ﬁdfi (6) M B~ ] iy 5 1L o %‘:‘7‘*\%“
5 + (legally incapacitated person) 27 i § &7l ; (7)
0 2K Pl ROER g 0 (transparent) ~ R £ & & i 37 (unbiased ) ® #7357
¥plenim R aT (fair);(8) 2 %%gp* CEBERER 425 )@ﬁ {ﬁg}
Flha R4 B Saim T A 0L 2 R O N ek (9) B RGEE rdp R R~ 2
ﬁvﬁ”iﬁ%ﬁw '

EAZHBEEVEF

# P Human Genetics Commission (HGC ) @3 Frcfri A sa:8 B84 2 2 #
WIS E R AL e A S aniia it 0 230 2010 & 7 7 & i DTC A Pl
BIEFE2 & ﬁ 7 ent pl“A Common. Framework of Principles for Direct-to-Consumer
Genetic Testing Services” e HGC 7 & ¢k £ P~ 5 A g 1 ?] 4 Egrﬁg,? >3k
FrAAFIRATE A ROE BT Al 0 Tl 5 - REL g hp
3% 7] (voluntary principle) > 5 & i R= 7 é‘;zgr?%ﬁ/? | A % g L B - 3%
Mo rsl B FERTAauE > 2 =27 15

R /&fjkf% WRZ e (regulatory information ) ~ ¥+3g ) 2 = & #%
BTN FHFESAE 2R TR R EAST T %R
WRIEERD - HRPISERE - FFOAEZ L IZE LG e 2 R TER
p%%*%%a’%ﬁ%%%%iﬁﬁ%ﬁ%ﬁ%ﬂﬁ%iﬁﬁﬁﬁﬁﬁ%~%

2 R el B R Py pﬁwﬂ%—@ﬁwnw“w“*ﬂﬁ’ﬁwwﬁﬁ
/@ﬁ FARRT e RE TR B AR RAE R F AT AR E AL AT

8 European Society of Human Genetics, Statement of the ESHG on Direct-to-Consumer Genetic Testing
for Health-Related Purposes, 18 European Journal of Human Genetics 1271, 1271 (2010).

8 available at http://www.genomeweb.com/dxpgx/uk-group-offers-dtc-genetic-testing-principles (last
visited on May 8, 2011).

8 Human Genetics Commission, supra note 8, at 1.
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MEtTg TN F 0 AR F AR G F B F RIS o RRIURIE Y R e
mﬁéﬁﬁﬁﬁ%jﬁﬁd Al S B CRER e N b R e S R
B E i T AP R AR SR RIS R iR Bd B A
Eiw%%%%ﬁ%ﬁﬁ%#&ﬁﬁﬁoﬁ BB g 4 3] AT R 3F b
;% DTC g_@ﬁ@;ﬁq 2P EHEEREL R RO A B EFRPIRIE 0 P Y
EieiRl ~ F R T R A FIE R R e iR B @R 2 TR G
B84 (high |mpact) g %ﬁ@%‘f 2RAERRPTE o F2AG R IR
FEYP e 7RIS TRk B AT oA R T S R & B R
THEAGRUE SRR S FESEE EE AR o AT BRI
FREAE L B AT R R TR B %img#?uﬂ%wlw
(International Organization for Standardization) 15189 g 17025 :uz & H & = &

4‘

“OECD Guidelines for Quality Assurance in Molecular Genetic Testing” =% 227 %
F 2o HONERY B F Rl RS R R RRIREF KR EREH 2 F
WP RBpRALE S R IRILG ;ﬁ# A I RF RE F ek

R o ¥ U R L};ﬁiw N q]_-k#% BIS A% 2 85 B - Jeops o7 &
f‘“Wjﬁgﬁﬁiﬁﬁwﬁf if%m?%ééﬁ\iéwm$fﬁﬂ’
ﬁ/?”ﬁjl‘ L%ﬁ/? é B%l. |2F IF 19 ﬁg‘]! _F/\J’K}%ﬁ I—‘/ﬂ ,—lz f'&‘,? %/\B"fg lﬁ‘ﬁ.ﬁ; E‘;{

éaﬁﬁgmw%

PO EREMEIRE AP TR FELGGEE LB B i Nuffield
Council on Bioethics *>+ 2010 # 10 * % # “Medical Profiling and Online Medicine: the
Ethics of ‘Personalised Healthcare’ in a Consumer Age”4f 2 » H @ . % 24 DTC A
Fli Rl chg 20 s DTC AT RIS AR LA REap T8 k7 1]
e TR (1) 4 Feaa f B uRg & DTC A Flik pl & 7 4 Tk &
Py 5 (2) Fofpid B IR e st e it g ~ WM A FlR RIIRIEHT I - F
R RIRIS 2 08 oo i §F P BT P AE SAP M T35 (3) A& Flie RIRIE
S LB W TR (4) AFRRIRIES P & £ ® R National
Screening Committee £ T o s e A TR 5 (5) X EERE KK

% 1d. at 6-13.

%L # R National Screening Committee ¢ genetic screening programme &% & 4= : (1)the condition
should be serious; (2)the condition should be understood; (3)psychological implications of carriers should
be understood; (4)the test should be simple, precise and validated; (4)the programme should be acceptable
to health professionals and the public; (5)there should be an effective treatment or intervention available
for people identified through early detection; (6)the screening programme should be effective in reducing
mortality or morbidity; (7)evidence-based information, explaining the consequences of testing,
investigation and treatment, should be made available to potential participants to assist them in making an

25



1k % 4 R ik 45 DTC A Bl il % B 94 A3 9 dngh 167 ¢

44 -]

it

FE LR L AP M e DTC A PRl R uz sk A2 35 DTC £ 7
Wl & R B A A A TR R BRI chendt AR g 5 ¢ % 300 A TR A
P a2 T 7t M FEL R o £ At “direct—to-consumer”fg" &Rk ¥4
g AR Y L E R BRS A DR 2 31 0 B beh
~““K%'?ﬁﬁ@iﬁﬁ””?ﬂ’f@rﬁ%*%%%ﬁﬁnmgf%m
PRIAE % H Lﬁ} o

FHRFERT FRIRATARE R F R SRR - s 2
e ABES BB RGN E  RRRE AR 2 PR DL LR B R
% s @@g&iAﬁ‘wI.éﬁéﬁmrﬁ» ' $ DTC 2 Fligipl2 Lt 715 ’?’“*Eﬁ%f’%
g{%’i&puﬁ?’ ik B3, e B %\k ,]J' ,__*“}j%lll?fézl/}\‘kf”r‘%ﬂ?# 1 {ﬁ’*

7 N R FE i DTC 2 F i P /ﬂ 2 m%ﬁn—p 4 g@# BA TR R B A
¥R IR

informed choice; (8)the benefit should outweigh any psychological harm caused; (9)the programme
should represent value for money; and (10)all other options for managing the condition should have been
considered.

% Nuffield Council on Bioethics, Medical Profiling and Online Medicine: the Ethics of ‘Personalised
Healthcare’ in a Consumer Age 142, available at
http://www.nuffieldbioethics.org/sites/default/files/Medical %20profiling%20and%20online%20medicine
%20-%20the%20ethics%200f%20'personalised%20healthcare'%20in%20a%20consumer%20age%20(We
b%20version%20-%20reduced).pdf.
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F @G 25 MG Z 2 DTC = 3% 3% ik A Tl P|PRA% o 48 B R3¢ 2009 £ 5
% i@ #8 Human Genetic Examination Act » p? ~ 2 Z_f F]45 B /8 o %EH& Nz iz
YRR T R RIEOF R X RRIE - J T 2 DTC A BRI
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P& DIC BaEgins * BB A3y BAIP-E M A& Bagsn > § &
HAFFR > GFRRI AL ht FEl o EERP a2 R gL £ 28
Eend g & £ & B A BT A FT Ak k1] ;@{;}; /Tﬁ‘ﬁ:mﬁg@@g 19, 1
VB R E R oA DTC A TRl € i X 2 2% REATERG
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% available at
http://www.genomesunzipped.org/2011/03/people-have-a-right-to-access-their-own-genetic-information.p
hp.

% Cinnamon S. Bloss, Nicholas J. Schork and Eric J. Topol, Effect of Direct-to- Consumer Genomewide
Profiling to Assess Disease Risk, 364 N Engl J Med 524, 524-34 (2011) AT EHE 3,639 BRLE
Navigenics Health Compass ij & 1% 5 sE B> 2,037 B § & = =+ i&w\’ BEHET ACTERE -
AR ER L AR ﬁ?iﬂ'%‘?%%ﬂﬁiﬁﬁﬁfﬁi%% é“ﬂé”" o PHARRAREFTLA -
% supra note 93.
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TR R %, 4& ® =1 Human Genetic Examination Act £_#& F1 b4 1 % (genetic
exceptionalism) P! & ge b > HAFBEF LR F A T > AFIFR AT L2 H
A EiE A R FR T o F fgk R @éwt#f“ﬂﬁ% R
T A AR AT 5 A#H DTC A Ferlahg 1R L2 v iF o2 5
]+ (predictivepower)~ ¢ * B2 A BT EAAT E ¥ o B 5% DNA &
BEAL 5 FhEF Rl U S0 > §RiRle % - k% 60
BBRRH AT BRI B A B L TR DR A T -

TR SRR 2 e ol AR B R S A A
w%

=

Wi

—n\g.

’\
bd

i

Wi

kX

At dghit o F e DTC A FlR Rl 3 i 50 2 2 40 Mok Bk ipl 7 B 4%
WAF A A A pEeE B FIRE R S EA 4 o Gl B R R L P
i 2T AT A EATRBISE Y A i B A 2T A T2 A Rl o
B R oot s FREORSEL RN 2 RRAF L DR T &% DIC 4 Fli
Bl 2 ARG ERRP R 2 R FH 5o

##-DTC PRI 15 5 13 4 57 G anfi st ( physician-centric model ) - DTC
TR n s 5] 5 DTC & FIRRIRE ¥ B i A 2z s 1R » KRR ATH
ﬁé%’ﬁ.uf4rﬂ~mﬁ»;’@A%zﬁmxat+H,ymﬁg@@
W P dicvh e B % 9 (L5 FIEE o B 9 0 DTC BRFH Hoss cnjt fa i = 6 7)
mW”’T:**i%ﬁ‘ﬂﬂﬁcéﬂ%%é%ﬁ%$ﬁ§i’@4%%ﬂﬁw
B RRIUH S L EEFE G RS DR RE TR
E R A LR Sl Rl T o IR ST B o

% available at
http://www.genomicslawreport.com/index.php/2009/09/02/genetic-exceptionalism-and-paternalism-them
es-in-new-german-legislation/.

% supra note 93.

% Daniel Vorhaus, Clearing a Path for DTC Oversight, Presentation at FDA Advisory Panel meeting
(March 2011), available at
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/Med
icalDevicesAdvisoryCommittee/MolecularandClinicalGeneticsPanel/UCM?248634.pdf.

% supra note 93.

100 Ed MacBean, Pathway Genomics Corporation, Meeting Transcript of FDA Advisory Panel meeting
454-455 (March 2011), available at
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/Med
icalDevicesAdvisoryCommittee/MolecularandClinicalGeneticsPanel/UCM249858.pdf.
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% supra note 93. # i ko — I 2008 £ A B % AEr o & 1,087 ,@;;«uﬁa » 61%F 3, %
“iiﬁﬁﬁ“%‘?ﬁﬁéﬂ%@*%’Wrﬁﬂ%kaf Eiﬁﬁﬂﬁ“@‘°w$
McGuire AL, Diaz CM, Wang T, Hilsenbeck SG, Social networkersattitudes towards direct-to-consumer
personal genome testing, 9 The American Journal of Bioethics 3, 3-10 (2009) -

192 Secretary’s Advisory Committee on Genetics, Health, and Society, Genetics Education and Training,
available at http://oba.od.nih.gov/oba/SACGHS/reports/SACGHS_education_report_2011.pdf.

103 Jeff Gulcher, Should individuals be able to directly access their genetic information without physician
involvement? Presentation at FDA Advisory Panel meeting (March 2011), available at
http://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevices
AdvisoryCommittee/MolecularandClinicalGeneticsPanel/ucm245447.htm.
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Genome Service™ /> Federal Food, Drug, and Cosmetic Act % 201(h)if #+ 2_& mPﬁ
BB FliHE AR TE )]";‘5 H et gy & ?/r%} CREE >~ e R
oA & LB ES M A AR o2 R s B el (LDT) rﬂ
% Personal Genome Service™ s 2t 8 — Fsp g p @ g v . p_ o g,
FDA %5 lllumina 2 & #7 % :$ 0 Infinium HumanHap550 array » ¢ DTC ftk'ﬂ%ﬁiﬁd
JRi% 2 2 deCODE Genetics {- 23andMe ¢ * 3% &3 7 X &ﬁ]”"% » 7R ?5 B
B4t @ el H i BN 7 @ % (“For Research Use Only”) | 1® -

AR AR T L (W AR el i s ) R Y S E AL F] S B
g Ad v 4 %——PE}% AR eSS % 2 4w ] o FDA %t 2006 & 9 & = # iF
I+ 2007 & 7 * i :x“Draft Guidance for Industry, Clinical Laboratories, and FDA
Staff: In'Vitro Diagnostic Multivariate Index Assays™ » /& -4+ 2 47 4l R B R E
1 p)1% - DTC £ ¥4 i) <14 248 12 In Vitro Diagnostic Multivariate Index Assays

(IVDMIAS) 1% 5% » 77""%&«?]1‘3%—“”-— 54 e P g d 4 Hiie
SR b BRIF R AL F S BHMEE A RS c p R AL

#4551 2 FDA AP b #h7 DTC %Fﬂ%ﬁi?dm? Bt IVDMIAs & 3 3 11

104 available at

http://www.fda.gov/downloads/MedicalDevices/ResourcesforYou/Industry/UCM215240.pdf.

105" available at
http://www.fda.gov/downloads/MedicalDevices/ResourcesforYou/Industry/UCM215242.pdf.

106" secretary’s Advisory Committee on Genetics, Health, and Society, supra note 23, at 33.

197" Center for Devices and Radiological Health Office of In Vitro Diagnostic Device Evaluation and
Safety and Center for Biologic Evaluation and Research, Food and Drug Administration, Draft Guidance
for Industry, Clinical Laboratories, and FDA Staff: In Vitro Diagnostic Multivariate Index Assays 5,
available at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/uc
m071455.pdf.
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available at
http://www.genomicslawreport.com/index.php/2010/06/11/what-five-fda-letters-mean-for-the-future-of-dt
c-genetic-testing/ (last visited on May 8, 2011).
10" Amy L. McGuire, Barbara J. Evans, Timothy Caulfield, & Wylie Burke, supra note 4, at 182.
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115 Secretary’s Advisory Committee on Genetics, Health, and Society, supra note 6, at 18.
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120 Gail Javitt, Which way for genetic-test regulation?: Assign regulation appropriate to the Level of Risk,
466 Nature 816, 817 (2010).
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121 Human Genetics Commission, supra note 8, at 4-5.
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