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N R Y E R E B R B 20105 B 1T > FE TR Z AT AREEIRG SR B
IR KT AT 2 B R > ERAEN PR AR AR R A > DURCRBERIEHE
TEHER - HHEFTEEERNAHIRT - (EHNRBLARARTEE" - ARAEYERE
EHREIEB IR - RzET SR A BRI SR FEERE P I ASAEE - [FRF
i e% A F LR 2 L3RR E &l &  AHBARE i - 28000 - BT AseAYrE el e
PRBIAARE A AR 5 bR RIS RAEREERE - BRHEAVH L3S {EE A > DURERZ IR
PRI T R B A R PR -

FAL R ORaE 2 A\ B A=Y Eteh e P T By —E 2 i P B R R IR« WO 25 B R AR
AR YRR R E T R SRe &R R B AT e E ARk
TLARESERE. > R BB —° « REIBU AT AR o B (R AR B e > —
G EHBUFARIL DB EFREE ) R SEREIREREE S8 S Y& R E

Lga 3 234 MeE 45200 A4k ¢ ERATIREEF ¢ PFT I 402006 % 17 23
p

http://www.nbic.org.tw/newsDetail.aspx?NEWS _1D=210 (- fs#|frp 2016 # 2 7 16 p ); Hfi="g » &
SR T iReFT g o pod pE4R-2006 £ 1% 26 P o http://talk.Itn.com.tw/article/paper/55064 ( & {2 | f B
2016 # 2" 16 p )o

2 48 e QAREF R L RO IRATITHE > SARATHE R o PNN> 2012 £ 117 7 p o
http://pnn.pts.org.tw/main/2012/11/07/A¢ A% *E + HE* ;x> B A FIFAH B/ (S {23 p 2016 & 2 7 16
B

3 Salvor Nordal, Privacy, in THE ETHICS AND GOVERNANCE OF HUMAN GENETIC DATABASES: EUROPEAN
PERSPECTIVES 181, 181 (Matti Hayry et al. ed., 2007).
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HITFEAVRR R - LR BRI AV E RS « I THBIEAERT - (ELLIEHIRTS [SHIERAL
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FFFHL
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A FEALRE R B E A\ RS LY EOR e (i 2 e B AR e Y B R - AR LSS
RARETE B E AR B2 » WRE LR By SRS IR BUAR Z FERE » ASCEETR - ZBUEIRTTH
TEETRIEZ ORI > YT R EE NSRRI R E#ANE - (Eh ALY ER
R AG B & A SR - BAE AR E HRYEE A - TR TR ERIERVESK - HAH
RMbIREE BRI R B R 5 A 59(E - RIS SR EA A/ VaTEm - BB R TEER
FAVEHRIZREA e DUBT R BIRAY &S S B AR - iR A B HiE =
ASCHAE IR T [ > A &Y FHE F e bR EAe S BUG B 7 R T5 R - B3 1)
INSE R B AR 2 275 -

o FRZREFTREFERP S

(4% - Whalen v. Roe®— 252 Ry B i i ARSI RIRAL 2 5] - S FPHE Fy— T4
LINIE » FZIRBOREEANAE (S I LE = i b MR A 7 805 - JEZ TR )7 SEE 58 FH R A
BB RA AN A BT A A PR A RO T B RS - i AR B I
TEINEERE  ER R ERE IS EHRCT  AriaBE A BEI B - MEE
BEFOEEN R AR - R EEE A E > 2 EAHEEZRE - RIEEEER
o Z &9 (Presidential Commission for the Studies of Bioethical Issues) —IE&t%}

CMCIUHR R AR REZZRE 2L T REEEZ BFREE R AP I 2013/9/17 (R
PR ARRBEEZ AN TR L LT R TR AT 0 2R 2300 AR ETR
AACCEATITHAEIY  RERT PR AR B AN RSN ] H
P HIfeRF AT L BRI S ATERF ORI L o )T RN E R TR T
F OSERE 0 pod PRAR 0 2014/00/11 (GEARIRAT R N L I Teh- E 1S 0 B L E ) M
BER 2 R 0 S FIFL TRERE 2 BT 0 % P4 2013/9/20

5 429 U.S. 589 (1977).

6 Id. at 591-95.
7 1d. at 598-604.
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H[FPRE © —RbFTAERE > — R EEPRAERE 2 BLEE® o DU 7RmhIh i i A -

-~ FAiRMIRT

U AHRER 2 MR = o A s AR 9T 2 i B BB FO A <> Federal Policy for the
Protection of Human Subjects Research  (Z#fE”Common Rule”) - Common Ruleg—&#
#ABGIFRAES - HEl A+ A EBF T TEORR AR A - Hrh i A2 5 Y2 Health
and Human Service (HHS) [#J45 CFR 46, Part A#7E° - FiE 2 2B E S RE8m
B5E - DARAE M KGERE T & Common Rulef B 1 FTEfTHINTZE - #RZFICommon
Rulef i - FE » &L R EE & H12 (Food and Drug Administration) 7575 FE#
Common RuleHAYFEEEMERR - 8 P H AT B BE RV AR EER » B8 R S g b il eg
JEE T AT AT TR R A RSB

ZATT > P ~ R EALE B eI R & 78 FsCommon RulefrR#iHTE SR » JH RITE
J~Common Rulef&# FH > ABEHTFT » ZATT B2 A SR V&Rt EEAERRRY BT ZE 16 & AT A
BRIATE - NBSbsTi ey " BUERYE AAERIEIIATT - tHEE (—) BT THEEE A
HEN I REUSER - 20 (Z) BSEAEAGRAIENER - TR - fFE51T
T NBEZT » BB mEEEEZ B9 (institutional review board » IRB) AYZEHA >
7 B A A AR E RS HEHERED « RBILHE - AR EYERER
AREE T« (—) BV HE EFEBIES N\ G R 7 XS scE T - 4B At
58 o () ¥ WM & FEFIRRSEGE - MEE A A #0E (identifiable )
YHIERR A B BT o MR ARSI 2 s & fR+€/5 (Office for the Human
Research Protection - OHRP) f#55] - 215 aie Bi& s Aot & B TR e
BN > SCEMEEEGENS (coding) MY ZGUEEEEIRIEMA - RIBH R BT 3#aE" -

8 PRESIDENTIAL COMM’N FOR THE STUDY OF BIOETHICAL ISSUE (PCSBI), PRIVACY AND PROGRESS IN WHOLE
GENOME SEQUENCING 64 (Oct. 2012), available at http://bioethics.gov/cms/node/764.

9 HHS, FEDERAL POLICY FOR THE PROTECTION OF HUMAN SUBJECTS ('COMMON RULE'),
http://www.hhs.gov/ohrp/humansubjects/commonrule/index.html (last visited Aug. 16, 2015).

1045 CFR §46.101.

1145 CFR §56.101.

12 45 CFR §46.102 (f).

13 45 CFR §46.101 (2).

" Common Rule 7 s u Tk » g § F 4 L it g RaEA e I I SR T
B3 F AR % ehfiiR > 45 CFR 846.102 (f) (2).

15 OHRP, Guidance on Research Involving Coded Private Information or Biological Specimens (Oct. 16, 2008),
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R FH 4R - BAFRELRIE i E - BUREGE A S IR m] DURECR4RES 3@t A A(key
holder) “R&HIAZEHEZMNS - RIZHTTER I ABEHIC o (IR ILAERE - [HSLE &R
EERNTSEE - EEREEEE B —E &R ORERIE T - BITRE A RS e A 7
B ERIFEEEIRBEA -

A RIEAE R ARSZE RS T - (LA AR A VTR R A i BT R B
5 (YA FRERT G B S - fRIZOHRPISS| » FBAVE(T Ry TS RO RIS
SAER SO o8k RS - 2ERES > IMEEIREARER > G e &
e gERE DA B AGRITER 5 2ECek - A ams BRI B R A i H A o]
RS EIEE A, Y - RS AIERFF &R FE (T fRi%Common Rule -
HERZ TR B EUINEE (no more than minimal risk) - AIa] DLGEE 77k 21 - 1R
EOHRPHS S [FHEE AU INERE - FTAEELRERT 2 (6 A BB Y & R IR SC IR -
SILARINE AT SRS ~ DI AR 7 5 LS A A2 A~ DL
PREG S FIRI AT RS ERIE R ITE IS - B M NBURTIZE - (3 A2
P SO AIRRHERIEE HAY (Bl E2E ) e RS Rl
HEAT R Z15E > IMSEAEERR © QLB > (R ALY BT Z B9t -
1A AT AE PR IRBIR R A -

> Nt IS Z ol & S AIE R Ry fR AT - Common RuleXf &/ & HY fRrE
# (confidentiality ) - fEEHIEIEF S - MECEEHRIEFRE BAHAIMER A sk a0
(R o ZATIAE (8 P A B A R T Fs 2 BF9E > IR AT BERF S5 EH IRBE By SR HUS- 25t
HEEHVEM - fREECommon Rulefy#i7E » LHUSZ 5l & FIEMANTG MISIHEMF
(—) Wz A EmyNabg - (Z) BRSRESEEAE R HEREEA
RS EERA G A ARTE © (=) ZRE YA RIS EEEHMZER T - Al

available at http://www.hhs.gov/ohrp/policy/cdebiol.html.

16 1d.

17-1d; 45 CFR 846.101 (b) (4).

18 45 CFR 846.110.

19 OHRP, Categories of Research That May Be Reviewed by the Institutional Review Board (IRB)
Through an Expedited Review Procedure, 63 FR 60364-60367 (Nov. 9, 1998), available at
http://www.hhs.gov/ohrp/policy/expedited98.html.

20 4.

2l 45 CFR 8§46.116 (a) (5).
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Foie B2\ RIS R NEbe > N Ry ig L F R E T A e ie sE R > 2l
SRR AT BES - DIFEAT e TR —HEENER » (L A& REE Y
WgE - REET EABESE TG ZAENEE - N AE ALY SRR S -
SEEREI(E ] 2 B - (E R EREEIRAVIISEE - A WIEE WRIAR G B SR R

&r B A&, » Common Rule¥f /22 sl EFEAL A ReEZLME - £ ZAYBHITE N &Y A5
AL PRS2 E RIS RIER o AR FHAVE SRR B alakal 1 - AfCommon Rule
TR R B2 A ~ R ERYE S - 1R iE R (hal f - WIARAE A BE GBI
HVEER - AP Zal B 1R EE RIS - 280 - FE ARG AEVTERIERIIREE T STHES
WA B BB RS AN bRV A RaESS 1L - B - BE—THERMEEF AN LR -
HIEE = NRURERIFDS - BB AR BE S 8B &R ER » INEES
BRI

=~ TREAPMZR T
(—) HIPAA R HARRH A<

i B & Gl (& fA 8% /% FH BE 1Y /& Health Insurance Portability and
Accountability Act (HIPAA) » 3 AA19964EET 1T » 1004 B IVIE MR E R
ZaE o (S5 I o A\ B R B AR 5 5 Orbe AR sE Sl iR - S0
ST R A SRR « Bl I REHHSE T 1L 2 BN & PSR & %
S HHE - HHST5{cfzfES¢/n 7 Standards for Privacy and Individually Identifiable
Health Information (@& Privacy Rule”) 2 - HIPAA TV T A4S © 1.
fefraviriz A 5 2. (RIRERAVERREE 3. HME RISt » By
iR A BB TR SR E Y o (B2 R RS S AR
& (business association ) B HIE Bt eI - HIRZ BB AH RIS IR Ry 2 R i

22 45 CFRS 46.116 (d).

2 HIPAA, Public Law 104-191, 110 Stat. 1936 (Aug. 21, 1996).

2 |d. § 264 (%4 HHS #& 21 %& # 3L 7204 ) ; HIPAA Privacy Rule, 45 CFR § §160, 164 Subparts
A& E(2013).

% 45 CFR §160.103.
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o M " 2R AR Hfa DA E B A R ORI B A EA

S RIMERYEEEE S (individually identifiable health information ) 28 - Frraf EA{E

NERIERTERN > BfEMa MYIRARVERN - (1) mREksieftascE2m

fF ARG R > W H (2) B A B e OE REEIRGE ~ B E AR AL

BER IR B AR ~ S AME A FR BE B L AR TR AERE® - i E A
M AR T BA SEAVEREE Rz AsnaE SRR E A, ¥

Health Information Technology for Economic and Clinical Health (HITECH )
ACtiEIES - AR RLPREERYHEIE FENAE(R - 32 A T iE R & NA
BEAPS R 2 R - W6 B — 55 EHIPAARLE Y R F B EHI T « 4% 1
A1 HIPAABEHITECH ActiyPReE ERNERRA T2 - I ER B A G5
LLUR et & AR S HIEE -

IATAELMATE B EFH HAVIER T » BMEEEREAE AR T
TR ] AR S E B APERVIE I T (E R & BEE 7 2 8 E 1] LA Privacy
Ruler  fR{EPrivacy Rule » HZRF& TR — » HIPAAKYZ# F SR AT
TERLESNEEABFLT - HEEEEAAEAAENER - 1 EEH
FRGHUSAKE IRBECE L IReEZ B & (privacy board ) HYEE R S HUS- 2 A1[E
BB 2. B g A (PHD) RYE R EHe 8 2 E R Tt 2 A
B 3. B ORENE I B8 5 2 R e A 2 Ora& & aH A %
A% o HIPAARYZ $#1 Y HS T o] DIE QBRI IE - (B8R 355
(9, (limited set of data) ~Z{REE&EENIE BT A® - iRIEATHLPrivacy Rule”

26

27

28

29

30

Id.
Id.
Id.
Id.

d.# 3 5] i rF 3 E 7 & HIPAA chif * - 45 CFRS §160.502(d)(2), 164.514(a), (b) (2013). Z
SORFRAT S A E o RIEAURAS P A PF L R A 0 A F AT GHLT REE T
v 3w 3 g (identifier) o 1d. §164.514(b).

31 HITEC Act, §13410(d).

%2 45 CFRS§ 164.512(i).

BTty S EREFTALA AR L LR T N R A R RS [ B A DT R g

45 CFR § 164.514(e).
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HIFVFER S AE4BHFIE RIRER] (the right to know or the right not to know ) 7,
RS YERE 2 VAR MR BRIt B MY
#35 (incidental findings) - [EAFEZ SH1E S A  FLIL - Clinical Laboratory
Improvement Amendments ( CLIA ) 3fIPrivacy RuleBHZ45 T 55 A %80T
(S FHIFFRAE AR Er - DU EE R AR LA ERE - CLIAIRHITFFTAEE
HNEEANEE - RAEREETHRBICLIARTEE VR - it
Fo 2% o GOHCLIATIE I E R » IMSER A4S T8 BB 1 =JA E A S AT
ARV ~ JH R R aS R G A EH -~ EIERZE - [HHIPAA
FiPrivacy Rulef?2014FZTERG » FUEMIFEZ FIHIPAARFI E = - AlE
FBEHEOR BT ERRAS R - PR A L RS CLIAREEERTRIES > HHIE
SR IgERLEE NENRE TRNTTHRELE - HEAGEYERENER
T CLIARYE ] AT RE 8 =2 FR bR - (E1S & AR E TR RARER %
fi5R o Ho— > it ABG A VB Ry 2: 8138 n] gE A R BB R b7 - K
BEAr AR RE S R B (E A ZRAS R - H > CLIANRIE t—E 5 BRI &
MENFTE A A o E B SRR S aE IR BB I ME BRI F 5 - 57 2% 58 R
N EYIE RIS 2 - i 2 Bl R R TR S RV - [RRE R 2 L
7L BRITRENE ~ AT EAY - PN SR E S BB (2R

34 %/6

35

36

37

38

39

H T p 3= PrivacyRule 7R 5 61 F2 L FFA R LR Y T HEETA > o L% T HIPAA#
72 e, 7 o Deborah C. Peel, An Implementation Path to Meet Patients’ Expectations and Rights to Privacy
and Consent, in INFORMATION PRIVACY IN THE EVOLVING HEALTHCARE ENVIRONMENT 89, 92-93 (Linda
Koontz ed., 2013).

42 U.S.C. 8263a.

See CLIA Program and HIPAA Privacy Rule: Patients' Access to Test Reports, 79 FR 7290-01 (Feb. 6, 2014),
http://www.regulations.gov/#!documentDetail;D=CMS_FRDOC 0001-1397.

Id.

42 CFR 8493.1291(f). 2 »t P a8 N5 an® A o Bl A d W23 a o RER L 5 E L& —‘ﬁ#&%’ 7=
T % g o 4 i&{;m che S MR BIEERA G R R AR AR 0 BB A T*m AP R R R eha
% > 1d. 8493.2.

Supra note 36.
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AWgeER BN B AR EAVES - MIEZEREE BT EIME R A fmEE AR
AIl—H B MSE R E R - H B ARG HIBCEHRI AR > st tiaE
HIEFNAIFRS" - A CLIARTALE » W ARIRH AT H 18 B 7575 I HERYAER -

(=) GINA

BE - MAARBEYERIENT » 5 R ERE AT R EBEFE - Genetic
Information Nondiscrimination Act (GINA) E—TEEHI$t S F R (R Fr ey
GEFEL o GINAGRE(E AFEROR{EREOREE (Title 1) feszf@ (Title 1) FFoR°
FRGHS o BEAGINAZE (F{RI A B1E TR HRERNER  HASE—TEN
B ARA IR R R I —E e BV AN E G HOREER ] - GINAK F E 1P HEHHS
{&i&Privacy Rule » BHETENE G Bz Inae & E N —7d - [fi#53&Privacy Rulely
HATE AR BRI R e X S8 SRR E R -

A PRAVESALAS - LA E RS ARV R T R 5 Bl
FAERAETRLE A TAR AR o HIPAARIHITECH ActifyAR s 52 £ 52 DL frlg AF1E&
Bkt it AR B AL L E BB RIERIER T BB R
I FE R SR IR BT B oA  RERR Ry AR BEH S 52 2RI (5 F BRI EEHYET
it a AR EREN - HE > HMIERRIRS iRt - B AU R e
e > WATEHIPAAZ AR R T - CLIAREA MG SR A EEA
TREENITEERAE T EREAENE ALY ERIE AT > 288
ANRIEWTFEFAE - B AT ENE M - ZERGINAJLER A -
MEEEAIR - HE o ST RRAEYTERER RAVRALEE - FIanE B

40 Bartha Maria Knoppers and Ma’n H. Abdul-Rahman, Biobanks in the Literature, in ETHICAL ISSUES IN
GOVERNING BIOBANKS: GLOBAL PERSPECTIVES 13, 17 (Bernice Elger et al. ed., 2008).

41 PRESIDENTIAL COMM’N FOR THE STUDY OF BIOETHICAL ISSUES, ANTICIPATE AND COMMUNICATE: ETHICAL
MANAGEMENT OF INCIDENTAL AND SECONDARY FINDINGS IN THE CLINICAL, RESEARCH, AND
DIRECT-TO-CONSUMER CONTEXTS, 80, 90 (Dec. 2013), available at
http://bioethics.gov/sites/default/files/FINALAnticipateCommunicate PCSBI_0.pdf.

42 Loane Skene, Feeding back Significant Findings to Participants and Relatives, in PRINCIPLES AND PRACTICE
IN BIOBANK GOVERNANCE 161, 162 (Jane Kaye & Mark Stranger ed., 2009).
43 GINA, Pub. L. No. 110-233, §8101-104.

4 1d. 8105.
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NEE AR A PREL -

-~ ¥ Eu i PR

BRALES FTPRIERYEE 2t - IR S0 R SR 2 AR E(E A BEHIE R Sk » BT
FRAEMIRS - ZAMIETER - AGRIEE 5 -

B REkh bR i Pk o e ER RN BIRARRITRER S - mEE A
HEAE YRR A HAt R HRS S AR 8 N &S RAY B R 1L DA E R} 2 [EIAH A4S
HEETRL - TN AR T Ry i RERY BT % (re-identification ) *° - HI{E 2 CL4CE M
BANEER - TR HA T R B EE NS o 20134 TRIE | Mk —
TEMSERE Y W —TRER A EXER » SRR s e — & - Bl
AP E TR E NS DY - B EABEYSREEFEN - ERETREDN

B H T E R4S - AIE & SR A A4S - ST E—E X TR AT X
HWEH T » ER LA ORERE DI 5 Ry -

A R R PRE > R AER el P 5 s F & A 5 - URCE B AR S
HiE LM - Common RuleiRE# (b (HEUEmSL) (ER—(E ] LAACEEFE SR

45 Paul Ohm, Broken Promises of Privacy: Responding to the Surprising Failure of Anonymization, 57
UCLAL. REV. 1701, 1704 (2010). %= * 4 %« w448 (re-identification science) £ - ﬁz;@ H
BT FRRBEE LR TTRERE Gk £ R R R EE P FE R
FA TP o FPAARLZAR S 2 LG BABNEOTR B LG And B enibis lwﬂwﬁf
Boc AP s u 0 BB B ARE BT ET B RNSAET LI OT a0 Idat 1723, 5 BE Y
% LTRSS R E 3 > 77 4 1 Sorrell v. IMS Health Inc., Brief of amicus curiae Electronic
Privacy Information Center (EPIC) in support of Appellee and urging affirmance (Sep. 15, 2009), pp. 8-14,
available at http://epic.org/privacy/ims_sorrell/epic_amicus.pdf.

46 See generally Melissa Gymrek et al., Identifying Personal Genomes by Surname Inference, 339 Sci
321(Jan. 2013).
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[EIRAVEEIEY < ZR1 > BB AUR RS LA s S 5 B A F B > DU AR AT AT
EHELUIEELLIREE EANFEREENS: - AT Fe - (14 - {£Beleno v. Texas
Department of State Health Service—% 1 » —EFZENR RIESTEMNEUN » S5 EINE
A ERE H A B SR HLREEET AR S AaRS - W RS e R B R E REA IR
FHRVERZE A (HAREU S ER RIEEY - RAENFEE TR — ERBAEREE -
R R Fieeal DAL AME  FREF LI E T 2R ER —FtG R E &I
REUFE BN SHE BB o 2% FERR R LUAEI MBS » S @ INBUR IR
BLSY SRV RS - BAMAG AR E MR - #EUEE/LEE
ANHHARRSECEEA H T - S —(EERE 6= BB R AT - DU
REFBAFEEEIRBEENCR - —THW7EIT - MR EEAREES AT
IRBEEHER} » AHFELLE A S B R ek n 8y 7 =00 - IR E iy 7
AEA

o 2 AR R ARSI E RIS - EZ LR ARSI — R FaY
B THERNEZ R REMERE L RIRBE L - SNV T REFIEEAEE
FELLRAE R ZE N B & - W HRL R R — BRI T OS2 P B EE BT EE
R - 2RI A [ ER — R e SRR e A am Bl - Al JH [EIH A S JE R RI A B 2
o

S 2R R HRR

FEIBER AV w2 B G e H 2013 i PRl fy - JEZPRHUR EEEfH (regulatory
parsimony ) 10> » SR N TR LA M B A EACERFF S BUTIAZ OWNWEIE > 28

R 2.1 2 gkt o

8 Plaintiff’s Complaint, Beleno et al. v. Texas Dep’t of State Health Servs., at 3-4, No. SA09CA0188-
FB (W.D. Tex. Mar. 12, 2009).

49 1d. at 7-8.

50 Settlement Agreement and Release, Beleno et al. v. Texas Dep’t of State Health Servs., at 2-3; supra
note 20, at 49.

51 Katherine Drabiak-Syed, Legal Regulation of Biobanking Newborn Blood Spots for Research: How
Bearder and Beleno Resolved the Question of Consent, 11 Hous. J. HEALTH L. & PoL’y 1, 42 (2011) ( = ¥ 3l
* 3 JonMerzetale# 3 > ZFTFRAEBAEALGLE R L2 IRBFLATFEL Y > 73 3BT
* g 3 il kR ) o

52 See Id. at 43-44; supra note 51, at 325-26; Leslie E. Wolf, Advancing Research on Stored Biological
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