Rk 2 8 AR IR ARG BT B E R A e A SRR TR RIS
FERFEIRE DO TSI FE 5 ER O - Zeflfe~DOREH &
TERL A~ 72 B AR E SR BUOR 2RO E |
SRR

FAEMIGE 2 ES O s B R A 15 B~ [ T ORISR

A RIS MRS, SR INEE A, NEARAES,
BRATE—ERT, YT RIEAFT, mEsE S

b RS R A R R e R PR AR 2 (5 M RS AR [ 2 - PRSI

LRI PR AR P 2, SR B TR e - A D

P RUBS R SRS ST SRR A M R R g, © [T b A O R o 4 —

TEAL SRR TR A A A ERER e 7 — | L KRR S, SR AT X T — L
=

1990 A2 D HHEBL L - BEAHBRH IRt 2 TEE A YR A 3fEx 0
MEEZAELD L2120, EEEEICBWTEORARRF SN TE T, 4,
2010 FF 1 H~ 20173 A ECAGMAMR E L, U E VR RO EEIZ L
TR E O 2 B, EAORBICOWTHHEET o7, HAEDRER.
B Tlk, A BT OB ICH IS 5 72 O IZBEAE ORI 7 TR A &
D T e BRI~ O AN BTl o T2, FRENOEHRADH T,
Etgas - IVD OE R &7 98 E TRIEMRA I LT, U A7 I8 LRy
MY PEE ORI 24T - 720 . AR RICET 2E RO S Y FHie L #HY)
RAEOFEM AR L XD T 2EENW LN R, Z0HEE% DTCE
BAREE R ANIOWTHEMAT 2 L) RHIEIEE STV, MR TE
BrREEVRA] T 2BAESBIC L2036, BAETH, HROR
RENERDNDZEDRVE D, THT I T OMREITEAEBIA, = O -
b 24T 5 AR 2 AR 2 MEER B D,

A B

1990 FR 26 TBRIEFHRE LT U X 3 HEBLL,
~—2 > MHWE L, SEEEEIC RV T, fx Ol
MNEE TE I b ZORMPRHFI S TE
Teo o, BIEEFOESRIC L > TRAEHERICET
2R TRERANCHIR L= 2 &0, 20l /) LR
Hrfff oM & i 2 2 R IR T2 X V| 2007 4
D | TR EERCERE S, BEEEOEE 2 —
RUTHRNT T 5 —E A IDTCEIE FHRE L Y XA
PAREEFIER LT, LU, TAT IT &
DT, RSN D RAE D SHTHIZ Y M, BRRA %Y
PE, BRRIA RMEOBGEN T2 TRV TR S

TWD, £ W TR D 727y, KIE D Food and
Drug Administration (FDA; £ &35 J5) 732013
11 A (2 23andMe #HI2&F L, [FE OB T B % (2
Bt % IDTCEAEFRAEL YR A O L5 %
T Lzl ZOxEE, KENZZT TR MR
THHE Sz, £ D%, FDAL, 23andMe 12
% LT, MERFEEM AW L, U2 AR A R
SITHRFE DB BT 2 IEFIERR B AT OV
T.DTC & LTRET D EE2FF Lz, BINDIR
WMaHDE, 7T A, FAY | AL RFEL BRI
HHEOR G722 L TITh 2 fEFEIZE D 2 85 1B
A ZERHIC LY RmEaIcZEE L TnDd G5 1 #)

" http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2013/ucm376296.htm. Accessed on: 2017/03/19



EHIEREESR), £0—5 T, REEOHRAE N #EE
THERBTRESN TR S 5%, £z, HEE
AWz Tr7ue— UVZER IS B rREry
FAJIZHR LT, BINEA (EU) T EUMMBER- <
D LI BES IS OE 28 2 ST g (55 1 4]
B HPERAESR), 20 X 912, [DTC #Eis Rk
BV R A | ORI E R Hsk D B R K0 Ak &
Thd, 29 Vo EHAOHEMRIIL, TRERE Y
FLH (p.22) I2b 29 L —ERX~OHH O
&Y FIZHOWTIE, GEAME T ORFHRI 2 B £ 2
T OMERHD | IR ENTEY, FFCYiLE

TRAD LD I RO E OMRDOH Y I
WL, WA ORI R 5 = & O E M A R
LTW2, 2OXH R alFE 2, SisEO &
BFHREE VR A ~ONR A2 FHET 5 2 L1
Sk AAROHHEA ZRET 2 ETEETH D,

L7=h o T, R TIE, EITA 7 —Fy &
i UT&%{ﬂéhé@EﬁE AL B fmErY
A R, I E I LB 2R R E R E O Rl
%E%C\E%@%ﬁlowfﬁﬁ%ﬁoto

B. #FgEIiE

2m0$1ﬂ~2m7$3ﬂ$i<‘%&ﬂbtmx
B B &%Eﬁ@i& HEO—WEE, BN
A JEam U 2 ISR L Eﬁbk@% i H Y AR
%?)ﬁﬁbf:o

C. MWrIufER
(1) KEO B

KETIE, 7ek, IDTCEEFRELE YR AT
WTFDADR I, 7 HT I 7% 6, FDA
DIRFI A 2 LT D BN S 5 LT 575
MEFEN - Tz, 2010 2 FDA S HRENZ R Y H
T RRRUTHEE L, Ma S S 21T > TE
TW5b, ZZCix, FDAZ YL &35 IDTCEE T
A B A | ~DRIT DB DWW TR %

1) Bin B A~ O ER

K[ECiZ. Food, Drug, and Cosmetic Act (FD&C
Act  JEFR A A - PEEE S, AL BERE) IZHD & L FDA S,
BIATRERA L ERERE LT TOREMEEH
2y i%%ﬁﬁ‘é%fﬁ%ﬁ LTW5 %, s 1R A

WHW B 5 813 In Vitro Diagnostics (IVD; &
P 1IE ) &*’Féi}’bfjb V. IVD X EF#ER 25058
Enst, VDI, BREBE X 0%iE f@/“fﬁ—jﬁ@r
(ZOWT, BB i, TRIDTZ0IC, iEReikEZz
DB E 71T D RER ORIV S L3, 2
BRO AT KE2fGT ) LERS I, TAERNHERI
SNIRET, RETHEMRT2%F0HM] L3N T
% (21 CFR809.3) °,  F 7o, EERRHRRT, [HRAS
LD REIR DW= 213 IRE, &M, EE, THoH
IV DN DREE 21T, VAT L) LER
&% (FD&C Act . 201(h) % Fit > T, JEfn Bt

=1 :FDAICK B EEMIEDY 5 X59%E (Shuren (2010) ZEIZ4ERL)

724 2 = B 4l B
HIEOAZPEELHEN VDRET, BEE o -
I gamnigssy RBEONER BURILE VRS
T EEEE-IBAICURINELS i@iF:WHMMdem““m FRUS LRE
ERZER>IBEEICERR L IREI#AER : Premarket Application p—
8 ERFEEPECICOBN'S Approval CEFFRDAIVARE

* http://www.pharmaceutical—journal.com/news—and—analysis/superdrug—is—first—retailer—-in—the—world—to—sell-dna—testing—kit—
in—store/20068268.article. Accessed on: 2017/03/19

¥ Sarata AK, et al. Regulation of Clinical Tests: In Vitro Diagnostic (IVD) Devices, Laboratory Developed Tests (LDTs), and
Genetic Tests. Congressional Research Service. 2014.

" http://www.fda.gov/NewsEvents/Testimony/ucm219925.htm. Accessed on: 2017/03/19

® https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/IVDRegulatoryAssistance/ucm123682.htm. Accessed on:
2017/03/19

® https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm. Accessed
on: 2017/03/15

42



MENERERE LT, FRRTERINHBICH
WHNDSGEIIFDAOEE T TRElS D, #lz

T OEEERIET D LI WWEEBY X7 2HET D
*ﬁ IXERRE IR Y T 508, SRR L IERRMR 7 A
ERARDRAEITRZY L, £, EREIRIIAA
CHFTDHIVAZ7OEmSITISET, 7721 (KU X
7). I I (B Y A 27) O340 %8 L 7= Bkl A3 %
I 53 TH Y, Shuren (2010) (12X % LR 1DOERIC
S FEESNTND Y

EJN ko e BinrBEEREDZE
EADR L7227 7 A ITE7213 27 7 2 NI S
Tk, LififiE (510k) Oxt L e Hh, L
AR D 0%, FDA DI K 57,

E7o. b MR E AW TR R A 2 FEhi T 5 RA
Jiii%lZxt L T, Centers for Medicare and Medicaid
Services (CMS; AFJLRERH L E & o % —) 75, 1988
TN 1T & A7z Clinical Laboratory Improvement
Amendments (CLIA; ERRMRA SRR EE) ICHDE
Bl - EF LTS, CLIA, BFZELS e MRk
Z T M 5 BRIR IR A O 3 BT 2 Y PRI B 5
BEEEARIE U, A s oo U OB BRALYE, EA
DEETFE, FHRERBREOEFZ HE L T D5, Fiz,
Federal Trade Commission (FTC; :#FHS | ZEHR)
L ARV LRRIR AR < B RIR SR B A I #i £

LB S TVND,

ZO X ST, B LUV TOE R T B R A
I HIERNC iBO@BZW’r%%E@EJ#EQEﬁL’C%@ Z
NWENARML L 72 DIEEN R D (£ 2), BT B

Shuren |

%2 XEOERE CKENIHOHP #8 5 (ZERK)

A O WERHEZ B3 2 BLHNZ ST, INBURFIC
L DRHTEBL T\ 5, FlAIE, 130 T T
Eapus *ﬁﬁ%aﬁﬁun RAEDFERMITEREICHE YT D L
L CTHY oy, %, MRS E i ko RE 2 gk
FEDOG ET, ERE 2IXIETHRE ST B B
FHiZkoToREIND?,

AR T-BE MR A O H I8k~ & 523, FDADH#L
Hlxf G & 722 5 O, Al U 72 BRIC E g &
NHHEThHDH, iz, JEB%F%L*&E#H?% Z&“
ASNDEEDSFIEIFMO IVD & [RBEIC 2 D71,
HY . FDADOREDL Y N2 25, BHOBRA N K
FETHTDICHIFE I N THIKAREY v b O%HE
FDA~DJt - A LE LT 5, FDADOFFA
WTEV % & BEEF IR M O R R, IRGEH% O%#
B AEFROET=X Y T2 OV T ORI E %
WSF LRI B 702, il e OMA ik
D HHE K OMEH &1 5 #i 4 (LDT ; Laboratory-
Developed Tests) @354 FDA IZHLH] 3 2 HEFR %
ALTWDIZHEDL LT, G K OME T 2 M
O R R 22 D ER O A BRI EY
HIE T RICEG L CZhano iz kiinsd s, 2
(T, LDT 396k, EiCH KRBz 2l iunsinT
X772, FDA & L CIFHMRERICERTETZE VW)

%szi(fﬁz)‘ 3%) }:) 3’4 LDT CMS é cl: D CLIA it QE%X
FTRERR BN TEE S TWS A, FDAIZZ

NFETIVD & L THFRATIHIHRERF LN, 8
WL TZhoi=?, CMSIL, EICHAE R OHE
B, EAEERGER & DR IR R & FEha 7 2 BRIC LB e

Food, Drug, and Cosmetic Act,1976 (FD&C Act ; B R&E - EEmR - {L¥ERE)
- BUAH&RE : Food and Drug Administration (FDA; BREZRE)

> VD OZEMEBMMZRZNICER

Clinical Laboratory Improvement Amendments of 1988 (CLIA; BERI&EEERIIEE)

- BIRI8EES : Centers for Medicare and Medicaid Services (CMS; 28

> [EEREREERF E RS

Federal Trade Commission Act (FTC Act; jE#FEG IRERE)
- BIRF#%ET : Federal Trade Commission (FTC; &3REG RES

> ERVREZELLE - ECORE

WWIRIRHIEEE > 5 —)

" https://www.genome.gov/10002335/regulation—of-genetic—tests/ Accessed on: 2017/03/15

¥ http://www.cms.gov/Regulations—and—Guidance/Legislation/CLIA/index.html?redirect=/clia/. Accessed on: 2017/03/15
 Anderson EE. Direct-to—Consumer Personal Genome Services: Need for More Oversight. AMA ] Ethics. 2009:11(9):701-708.
' Fraker M and Mazza A (Eds). Direct—to—Consumer Genetic Testing. Summary of a Workshop. Washington, DC: The National

Academic Press. 2011.

""FDA. Oversight of Laboratory Developed tests; Public meeting; Request for Comments. 2010.

43



T ACEZEZBEWTEHBIZITo T\, TN
% LT, FDA X, Wi ds & OB O 20T 53
PO 1T > T D
2) IDTC#Efa A E YR A | (BT 5 BLEHIHIS
D R AN
LDT (%, Aifak L7282 FDA OB 528 e v o 72 2

ERITIE & D FFIZ 2007 4 LR, CLIARE R
S oA R T TR EER O E . BE
FHOWEE % — XU+ 2 8a FREERE S AT
L% LDT & U CTHUE U, EEHE FH IRt
2 DTCAERENREM LT, Z 5 Vo 7RI D 7R,
FDA DI DATBRERS T I 7 X 7% b, ik =
NOMAETBFRRIMNZ L HEE DR LR
T 28BN H D L0, FDADHH A LEETH
5L OBENENDIZE S, 1 Z1F, FTC
THETIT A% IDTCEAaFHA | (2% LT, FDA
& Centers for Disease Control and Prevention
(CDC; KEFEHREE Tt % —) LHFET, B
NIRRT 2 RO MWEEICE AR LY, iz,
Government Accountability Office (GAO ; K [E &
RHRRALRE) 25 2006 4E1C Y = 7 b Tl s f- BE MR A
iRt T o EEERHE L. Th b DOEFEZIEFINI
AEA STV RWRB T Z1T> T\ Z & & LBt
DEHRTIES LTS, S 512, 20104, GAO
T YA = —IFRID o, DIEFEIEE & T 16 D
PR ETLIER OB Y 27 ORAEM R 2 BT Y
YA NOBAEEID D At EREL Y, (AR E
B&, ERMEIXIEE A LRV BRI,

3) FDA OB A

ZNETLDTICHR L CRERBEIIRE VA
73572 FDA 23, 2010 4212 LDT % R TTRI# A O x4

T D ERE LA 72", [DTCHEETRE) &5
D LDTAMEH S5 2 L2 oW T, ARETEDZAE
ERENH D & LT IEMRILICE S & IDTC#EB
TR T A BENC R Y T2 L 2 AR HE
L7, £ LT, IDTC#&sThit) %ﬁﬁ%#éﬁ%
WX LT, RSN DA T AT ADNEIIZ
N5 EFEIRICHEY L FDA OFFRA 2% T 5 L3
WD Lb, TR Y K DR IRH) % 2 M %
AR ARH TS &9 RDT,

FDA Y fiTe & o0 F & 72 o 7 DIE, 2010 4F
5 A 12 Pathway Genomics #1723, 1 > % —% v k |k
TR, KERRDO RN v T AT F =D
Walgreen T x v NER7GETHERR LT &
THDH?, 2k, V=7 ETOIRENH/NEY i

IRV ELMOTOHRFETH T2, ZHITx LT,
FDA IZ., FMEFIZERBEEO EENE 2 AV Tk
%E@“éi;%{a\ ARHFEIZEIT TORE LAl/%?dZ\E’C“
HDHEOHEEE LT 230 Walgreen | i*ﬁﬁﬁ}i/u
5 LR FIELE Y, FDAIRMOMEIC S WEE
L. Tﬂﬁﬂééhﬂ\mﬁﬁ/XTmbwﬁé (ZHE 2%

nélzfﬁ*%é IZEM L TWA T, FDAOFERR %
2T AHTD Sy BT 2 4 K OV PR B %24 M % o

TARWAZ R T2 L o RO7z, £D%, 201047 H
\Z [IDTCEB FHRAET AT A 25T LDT ORIz
ONTHm T HOAMEENR S, xm 7 4 —F
N 7 BT PP NS T FDA VK, LDT 758 B

" https://ghr.nlm.nih.gov/primer/testing/validtest Accessed on: 2017/03/15

" McGuire AL, et al. Regulating Direct-to—Consumer Personal Genome Testing. Science. 2010:330(6001):181-2.

" http://osp.od.nih.gov/sites/default/files/SACGHS_oversight_report.pdf Accessed on: 2017/03/19

" http://oba.od.nih.gov/oba/SACGHS/reports/SCAGHS_DTC_report_2010.pdf Accessed on: 2017/03/19

' American Society of Human Genetics. ASHG Statement on Direct—to ~Consumer Genetic Testing in the United States. Am ]

Hum Genet. 2007:81 (3):635-637.

" www.ftc.gov/bep/edu/pubs/consumer/health/hea02.shtm. Accessed on: 2017/03/15

" http://www.gao.gov/new.items/d06977t.pdf Accessed on: 2017/03/19

¥ Madrigal A. Congress Opens Investigation Into Genetic Testing Companies. Wired. 2010/05/21. https://www.wired.
com/2010/05/investigation—into—genetic—testing—companies/ Accessed on: 2017/03/19

“ http://www.gao.gov/new.items/d10847t.pdf. Accessed on: 2017/03/19

I Bloss CS, et al. Direct-to—consumer personalized genomic testing. Hum Mol Genet. 2011:20 (R2): R132-141.

“ Pollack A. Start-Up May Sell Genetic Tests in Stores. The New York Times. 2010/05/11. http://www.nytimes.

com/2010/05/11/health/11gene.html Accessed on: 2017/03/15

“ https://www.fda.gov/downloads/MedicalDevices/ResourcesforYou/Industry/UCM211875.pdf Accessed on: 2017/03/15

# Stein R. Walgreens won’ t sell over—the—counter genetic test after FDA raises questions. 2010.
http://www.washingtonpost.com/wp—dyn/content/article/2010/05/12/AR2010051205156.html Accessed on: 2017/03/15

» https://www.genomicslawreport.com/index.php/category/badges/fda-ldt-regulation/page/4/ Accessed on: 2017/03/15



ELTHEYET LD LTY A7 TG U7 Bl 20134511 H 22 H., FDA (IR 56 #F 7] & 139712 5]
AATHOENWEETHD & L, EHATHFEELZSLEL T SHES EIRRAELT> Tz 23andMe #HITx) L,
LR ERGIT D ERR LT, 72, THT T FDAKREZIT 5 E T %:%ﬁ%@m#&
DOEM %2517 CTFDA X 2011453 A, Molecular and T 5 & %5 L7, 23andMe i‘i 5 o 7o N B E S
Clinical Genetics Advisory Committee (45 1i&/x - (Box 1) Tlx, 52 L T\ 25 i3 ka b, R
KRB EZERR) 2B L, IDTCE Al &HICHLET 57O FDADORE A 22T 5 L ENH 5
ERUR O GHIICAND Z L EZREKLTND T

Box 1:FDAMWarning Letter DMWZA (20134 11 A 22 A )

FDA (& 23andMe tth'the Federal Food, Drug and Cosmetic Act (FD&C Act) [SER U T. BR55eF0I 82 WFEERR LIC
Saliva Collection Kit & Personal Genome Service (PGS) DY —4 7 « VI %Z{To>TWVWD T EM S, 23andMe ttICZ DEE %=
ED>2TWWB,

BRFE LT WLWBEmIE. FD&C Act® 201(h), 21 U.S.C. 321(h) TREISTN D EEKEEICHET 2, EEHESETHDEWVNS T
ERFTRDE, BENEEPHOIEIRDEZE. BB, 1. BE. FHICALLSNZEVNSTEZERKT DI LI, fIZIF,
23andMe DD 75 A ~ www. 23andme com/health (2013411 B 16 BEE) Tld [254 IBEHDKREE (BRR) IREE] ZER
FLTBY., ZNICE REREBDREE]. [ERY R 7], [EYILEHE] DIEEZZA TV, i, FIRED [RZGERZERE] T
=3 [FRADFE—5]. L. CNIFIEE. BEIIROEE. I ADT EZIBEL TS, 23andMe DD T I H A NMIEHINT
W% PGS DFIFABEHDIEE A EF. FDADEE SR ERBFL TEfARIC, FD&C ActD 201(h) , 21 U.S.C. 321(h) CEEEIS &
ULTAHWLWSNTWSTsH, BEENNRETH D,

PGS DH(Z (. $FICBRCABEBDN AU R T PEYIGE (B : DILT 7 U VRSN, JOERITVIVIRE. 5- 74095 2)b
DEH) BEDTY R T EHEDEBGEPBRIEDERNERICKET DT ENRIIN D, FIZIE. BRCABEDH AU R T DI%
BREMABIEDS S, HBEEDBR S ILHIEICKBABE TR (EEF. A VTV Y TRRAIU—ZU T (CDBHBENH
BB, EITBEMEDBSE. AROURITHREESINDOEEEN D D BEYNEEICDOVTIF, BRERBRZEUCHEENER
ROAEZENTEEIDIRATP, RAZDFIETDURITNG D, TILT 7Y VESHEDREDIR > EERZEA NS, Mmigc
KRDERE. BIMICKDKRE. FECBREDERBBREICDFNDENDHD. CDLSEURI(F. EEIDS 7D, International
Normalized Ratio (INR) BEICKWEREIND, KE. ECREDURI(F, BEN IV SSA 7 VA EERT 3H. BIGHAE
THRFA bfab\iﬁnkmUaé Direct-to-Consumer R EDERNEE > TLIEIBE Y. REBRNEES (CEICERING
Mo IBEER. FRIGEENEL S,

2012¢7ﬁ 2HERE IR 4HIC, 23andMe $t(F PGS ICDW T, EgiIfE (Premarket Notification 510 (k)) EBEE TR
S5NTVSIEHRZIRE Uz, FDAIZ 2012598 13H. 2012811 B20HT 21 CFR 807.87(1) TEXR I NS ENIEHRZK
et 2013FE3812HE 2013 FE58 21 HOE[ T, IBHINE510(K) [FEW FIFSNfe. EHIALTWD, BEF TICT,
23andMe #t (G ftDFEITHIEE DEEEZR YT T—I ZRIETT TV, EFMICIE. PGS OTHISRMAICEIL T, iEE (21 US.C.
§ 360(k)) DIEE®D 510(k) D FTKHHNTUV B IFEERDIERIFELIEL,

Office of In Vitro Diagnostics and Radiological Health (OIR) [&. FD&D Act [CEDERENMETT 5FBIFZRET>T
Wz, FDA (3 2009 7 BLUFE. PGS 7\ A ADBEZ BB DI, B2 M EBMMEER I BHIFE T ETTED L SHEZETD
TEfe, Ffe. FDAIF PGS DIFEDAED'. 510(k) FU 7 SV ADIHHHEBIZRT S AT ITHFESNZDH . de novoddh'. PMA

ERBRONMI DOV TEREZNF TEHEZT > TElc. &HIT. BENHNEBRT—I ICDOVWTEHBRR T+ —RN\Nv I =TT
Ffe. 23andMe A EEEE LIz HDICDWVT, 14 B EEZEEZ1TL). 100 BEM TEFX—)LOP B ZiED TET, (T,
HERD O~ ). BRRZEE . PITHNRZEEEICHT DT 1 — RNy I Z{T> TEfe, Bt LIzHRIC. FDA (3Rt DEmTFRE
ERBEOARERRERI BSOS TRREE LOFEEBRILTND, CNH'. FDA DRFH EDEHZESTT BERBENTH S,

CDXRSFPUEY ZED TE=H', FDA [FFHRTE PGS DOTEIZH R UIRIRIIZ S IEIC DV THEEZ D > TLIEL, 20135
1H9H. 23andMe#t(F [T TITRH L TV S IERED DTN ZH MR OIRRNZEEDEBNT — Y [FARTETWVS]. 85 HT
BDBELSBLEEFESNY VIHERZSTELTVS] EIRRNTWVS, (2T, 510(k) ZIRHEUTH s B, U—ERZRBULTS5&E
DN, BHOFRIFKT LTS 5T, PGS HBICHERMDIERIC DV TERUEN > THLEW, 11 ¥ AN RESIZIRE. N
5 DREDENER%Z FDA (TR L TULEL, De novo HEICEIL Tz LTH ST FDAIF. 510(k) EBEES =R T 2 mMEN
H3hH. 5 AN SIFICIHRBEBIBN o fc. KR H4ld 23andMe M REEEZIEP Uiz, TVEM TLET 2R EHF LV —4
T4 VI ERIA LI Z E DRI > TV D, FDANSERFEF O 2159 (T, PGS OFIRPFIBEEZIEN LTV SIRIKTH S,

€2 T. 23andMettlE. FDA [CLDEFTIN B 5N D E T, PGS DEGIRGEZIIE UIRIFNE R S5, FD&C Act D 513(f) .
21 US.C. 360c(f) DF. PGS [T S AMICH¥EENS., FD&C ActD 515(@) . 21 U.S.C. 360e(a) F(CHE > THRENICTHZAIE
BOFO ZEBEEN TRV, PGS [FFRER (#88) THD T E. EBICPGS FAEFIZERTULTWVD, CDfes. FDAIFH—ER
DENEFEIEE 15 EXHMADEBEERZERT 5. CNICEDIRVIES. RHEEZNS.

* https://www.genomicslawreport.com/index.php/2010/07/19/fda-1dt-day—1-recap/ Accessed on: 2017/03/15

Z e R L TV 264 DA H O IEfE S 2T

T http://www.genomicslawreport.com/wp—content/uploads/2011/03/FDA-DTC-Advisory—Panel-Meeting—Summary.pdf

Accessed on: 2017/03/19

45



T — B DIINTHIE G 1 K OB R )24 4 & RE 9 %
VEENH D Z L FDA L 23andMe £ & ik % H 4
TV b DO DR I 2R T8-S FE L H I
FEo - RIEZFHII LT D, FRC AR R & 3
WIS ENEIC BT DA & Bl T AR B
PEDFER D T BRIZARET A EORBEENRAETD Z
EERBRL TS,

FDA @ /14 % 5 17 €, 23andMe tLD —#E D
FIHZE DRI LEHFFREZEZ LT L DFERED
B2 %, AL X0 At S - RAE IR R R
WA 72 < FPRFIET 2P R ENTFRTE L L0
IDIIARYILECHT-D E TR,

2013412 A -

23andMe tLIZ[FIfE D = 7 A b OB BE G )
ZATIY T CRENC R T 2 fEERE D5 15
ERAY— R &I L, 2L OHERAE D I
e % & Uiz, £70, Fallg A& (2 LT, =
FHIFEIR 21T D72 W ERLAIE RO 2 12495 &
RRLED,

201446 1 :

FDA (%, 23andMe #:2387 L < #2Hi L 72 % Yefa ik
EYEEETER BT H 5 Bloom JEMERED (FEFIE) 14
KERAE L AT L0510 (k) FaE 2B L12%,

201642 A

FDA (%, 23andMe 723 A& GE 55 L TV 72 Bloom
JEEREDRIRZE A A7 5% DTC & L ClRIET
B2 L EAGR LY, RIS, & YRS B R R
BOFFRIERRE A ) == THRE AT L&
FZAMIZE L, ElipTEa & k4 2 5m a2 £
L7z, FDA, MR7E ¥ D3Ik LT, FANC,
BRI L - TIRIR AN D R 72 5 IHENED

HoZ LEOEREERT DI EERDT, EHIC
23andMe (2% L T, BiIR Sy FBAR T O HIZH R
BREMBEOEEH V) T ~DT 7 A J71E%
DIFERIEHEZTT 5 L D KT,

2015410 H :

23andMe #1:73 K [ C FDA O 5 HE -4 7= (R~ K
FORHE, (R, S, HJEOIEE 2 & T FDA O 2t
% Yifi 72 9" Personal Genome Service (PGS) % B O
W7E3 % & fs# ™, FDA O EEZ 7= LA — F A
DTC THIMAIRERME—DH —E A TH D LiE-> T
BV B EZ 650,000 DBEISHIANY T N EFENT L,
TRIKERRE, R, FRf e DHE 2 51060 HH
UEO#HEZIT S & Uiz, AT, 2013411 A LA
RTCHRAEIRTE L QO DR 1, W B, A% B ER B T
REDRAEEEOHRFLREDLL LD RY A7 BA
R.VAPOEBIEFD L D 7@ ) A7 ORAEIFITOR
W& L72 P, £72238andMe D HRIC L D & [EK
FRRA L IE, AT D IEFIELR K 4R 8 2
RHRAET, ZORES—ERADNLITEBHNY T
YER2O0H LA IR TE VW L AL X
T CRBOBWORERIIE LGS Y A7 OIFRS
BNDDTIERNT & #R THRIZDOEERIRRES,
T-OEED ) BITHEDRBARIET LY X7 O
WBIEFOLNDLDIT TRV ELTWD,

2015410 H

FDA I, #H A i@ % (Federal Register Notice)
NG U, UL BLAR S VTR E O YL RS,
PEBISPER ISR T D REE R 7 ) —= 0 THRED
U A MaaRL (Box 2), FDA B v E:%
72X DTC & L Th R ZFFr 2 it &R
L7 U s axy haebEofz™ BRINHI
#1 AIl 22 (Code of Federal Regulations Title21Sec.

% Perrone M. 23andMe faces class action lawsuit in California. NBC News. 2013/12/04. http://www.nbcnews.com/
health/23andme—-faces—class—action-lawsuit—california-2D 11691043 Accessed on: 2017/03/15
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* http://mediacenter.23andme.com/blog/2015/10/21/new—-23andme,/ Accessed on: 2017/03/19
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Beta Thalassemia

Bloom Syndrome

Canavan Disease

Congenital Disorder of Glycosylation Type 1a (PMM2-CDG)
Autosomal Recessive Connexin 26- Nonsyndromic Hearing Loss
D-Bifunctional Protein Deficiency

Dihydrolipoamide Dehydrogenase Deficiency

Familial Dysautonomia

Familial Mediterranean Fever

Fanconi Anemia Group C

Gaucher Disease

Glycogen Storage Disease Type 1 (1a and 1b)

Gracile Syndrome

Hereditary Fructose Intolerance

Junctional Epidermolysis Bullosa (LAMB3-re- lated)

Leigh Syndrome, French Canadian Type (LSFC)

Autosomal Recessive Limb-girdle Muscular Dystrophy

Maple Syrup Urine Disease

Medium-Chain Acyl-CoA Dehydrogenase (MCAD) Deficiency
Mucolipidosis IV

Autosomal Recessive Neuronal Ceroid Lipofuscinosis (CLN5-related)
Autosomal Recessive Neuronal Ceroid

Lipofuscinosis (PPT1-related) Niemann-Pick Disease—Type A
Nijmegen Breakage Syndrome

Pendred Syndrome Phenylketonuria

Autosomal Recessive Polycystic Kidney Disease

Primary Hyperoxaluria Type 2 (PH2)

Rhizomelic Chondrodysplasia Punctata Type 1 (RCDP1)
Salla Disease

Sickle Cell Anemia

Sjo “gren-Larsson Syndrome

Autosomal Recessive Spastic Ataxia of Charlevoix-Saguenay (ARSACS)
Spinal Muscular Atrophy

Tay Sachs Disease

Tyrosinemia Type |

Usher Syndrome Type 1F

Usher Syndrome Type llI

Zellweger Syndrome Spectrum

% Over-the-Counter : DTC 2% ¢¢ (Code of Federal Regulations Title21Sec. 866.5940)
* http://www.ecfr.gov/cgi—bin/text—idx?SID=1828e8fb074984a9289ad9ea99a8a899&mc=true&node=pt21.8.866&rgn=div5#
se21.8.866_15940. Accessed on: 2017/03/19
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*® https://www.acmg.net/docs/DTC%20Release%20Formatted_Final.pdf Accessed on: 2017/03/19
Y Becker F, et al. Genetic testing and common disorders in a public health framework: how to assess relevance and possibilities.

Background document to the ESHG recommendations on genetic testing and common disorders. Eur ] Hum Genet.

2011:19:56-44.
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' European Commission. Commission staff working document. Executive summary of the impact assessment on the revision of

the regulatory framework for medical devices. 2012/09/26.
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