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FDA Regulations
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BEZELHMBE (Food and Drug Administration) M 3R #l| (&= 2 &1
ERERFORTORBEZRHFITLHIED, TORUWEHNZRFDS
F=OIITOARGEITEAIND)
-FDA Regulations ¥, 1970FEXZF LIEF, FNBEBIIZIEX Common

Rule [CEEIEHASIHBEINTET-,

21st Century Cares Act (2016) § 3023(a) ---the Secretary of Health and
Human Services =**--- shall, to the extent practicable and consistent with
other statutory provisions, harmonize differences between the HHS

Human Subject Regulations and the FDA Human Subject Regulations

3
FDA A DHEW—DHHS : 3€> - JL—JL WMA : ALY VX EE
1938 |Food, Drug, and Cosmetic Act
(EZERIRFERI60HEH)
1962 |Drug Amendments of 1962
(R RERFE ICFDAD &SR,
HWERE DORR)
1964 D. of Helsinki (consent)
1966 |FDARRA] (E@EIC, ICRBREH PHSEBRRER (REREER,
D EEIEAL) IC)
1971 | AR EFHRICEERED
1972 KR F X —IBERKE
1974 DHEW#RAIHIE (5)
1974 National Research Act(7)
1975 D. of Helsinki (R R, ZE%)
1978 The Belmont Report
1981 |FDAFRBISKET DHHS#RAISIE /KT EE#N S
1991 Common Rule
2017 Common Rule2ZET (20197

2




OF - IL—IL DY

OEIBDEFTMNENE-HBNTHRRICSMT SHARMERICKLT,
OED - JL—ILESFDIHERIE (written assurance) DiIRHEZEFHD
(FHZEICE O THEREAREBEORIMEZHER RER EHETHE
DIEHIZE (Federalwide Assurance, FWA) Z#HERERER (Office for Human
Research Protections, OHRP) [ZIRHL, FDERZEEZHFHIENKRDOHLNTIVD)

QBARMEERITHL, HEZMEER TITHONSEFT DA T HE - BN
THOMRICONT, TOABTZEHIICTEEL, HhOREDERIC
L= NEEE B £ (institutional review board, IRB) HE ]
[CHEBENTWAILZHERT DEOKRDLHEEDIC, TDHER-B
BISOWTEHRZIRTE,

QEZDHEHEEDREDHILEDHITHEEDELT, 12 T+—LE-O
~ 1tz k (informed consent, IC) D EH(ZDULNTHDEFMTIRE,

JEVIL—ILDBERAXR
Effective: July 19, 2018
45 C.F.R. § 46.101
§ 46.101 To what does this policy apply?
(a) Except as detailed in § 46.104, this policy applies to all research
involving human subjects conducted, supported, or otherwise
subject to regulation by any Federal department or agency that

takes appropriate administrative action to make the policy

applicable to such research. ------

[ R$gEHIEFRD B THENE, fHB*++9 Hhuman subjectsZ X &
ETAHMEITERAINDS, ]
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Effective: July 19, 2018
45 C.F.R. § 46.102
§ 46.102 Definitions for purposes of this policy.

(e)(1) Human subject means a living individual about whom an
investigator (whether professional or student) conducting research:

(i) Obtains information or biospecimens through intervention or
interaction with the individual, and uses, studies, or analyzes the
information or biospecimens [EGRIAZZNIZE]; or

(i) Obtains, uses, studies, analyzes, or generates identifiable private
information or identifiable biospecimens.[i ¥ - EEFIFNZE——
HETE AT RERL M - IR ER D FI A D5 & D Hhuman subject&7E ]
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Effective: July 19, 2018
45 C.F.R. § 46.102
§ 46.102 Definitions for purposes of this policy.

(e)[#xE]

(6) An identifiable biospecimen is a biospecimen for which the identity
of the subject is or may readily be ascertained by the investigator or

associated with the biospecimen. [4FE Rl gEZE ¥l &1k, RAMNHT
HAEANBGIZHANEINSAFEILBR TESEEDHEZE LD, ]
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§ .102 Definitions for purposes of this policy.

(e)(1) Human subject means a living individual about whom an
investigator (whether professional or student) conducting research:

(i) Obtains data through intervention or interaction with the individual,
and uses, studies, or analyzes the data [EGRRFAZDIEZS];

(i) Obtains, uses, studies, analyzes, or generates identifiable private
information[[§RMDIZS]; or

(iii) Obtains, uses, studies, or analyzes biospecimens. [EAF¥DIHZFE

biospecimens H\5 identifiable HYEIBRET=]

= AENBZAVSHEIL, ERESNTEIEY - IL—ILOXZR,

BREAHOZRMAEFAICHLTICOEEIFESNSS, broad

consent|ZKHX LD EFE, ‘
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OHRP, Coded Private Information or Biospecimens Used in Research (2017)
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& BEAM - BHRDIFS, codefb IN=H - [FHRTHERMH
HIGEETHLTH, REEZZHT-MEBENBZICEKANTHFEETE
BIInE, zok5>HEH - AR (not individually
identifiable information or biospecimens) MDA ZFHAL\BHZE
FaEY - IL—ILOBERAIXZITALY,
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OHRP, Coded Private Information or Biospecimens Used in Research (2017)
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In general, OHRP considers private information or
biospecimens to be individually identifiable as defined at 45 CFR
46.102(e) when they can be linked to specific individuals by the
investigator(s) either directly or indirectly through coding systems.

Conversely, OHRP considers private information or
biospecimens not to be individually identifiable when they cannot
be linked to specific individuals by the investigator(s) either
directly or indirectly through coding systems, or their identities
cannot readily be associated by the investigator through some
other means. For example, OHRP does not consider secondary
research involving only coded private information or coded
biospecimens to involve human subjects as defined under 45 CFR
46.102(e) if the following condition is met:

11

The investigator(s) cannot readily ascertain the identity of the
individual(s) to whom the coded private information or coded
biospecimens pertain because, for example:

The investigators and the holder of the key enter into an
agreement prohibiting the release of the key to the investigators
under any circumstances, until the individuals are deceased (note
that the HHS regulations do not require the IRB to review and
approve this agreement); (FAE B X IETRZEESZELELDEZET-
BRE D)

There are IRB—approved written policies and operating
procedures for a repository or data management center that
prohibit the release of the key to the investigators under any
circumstances, until the individuals are deceased; or
There are other legal requirements prohibiting the release of the
key to the investigators, until the individuals are deceased.(/\>%
NAREICHSREET & IL T HIRBA KL -5 - FIE
ENFE) 6 12
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Uniform Anatomical Gift Act (1968, 1987, 2006)

®i%HE, B, R, HBFZHMNET HRHRED AERDIRM (anatomical gift: FEIK
R DEH, DREFLRTEIDIMNEDETILELGDEE,

SRR MD B HI—4E, BE R B

SECTION 2. DEFINITIONS.

In this [act]:

(3) “Anatomical gift” means a donation of all or part of a human body to take

effect after the donor’s death for the purpose of transplantation, therapy,

research, or education.

B2k EE
COGERIZBWNTIE. ROEBYEET S,

(3) TFE{KIR{E | [anatomical gift](1)&(k., 4B, JAE. ARXIIHEZHHEL T,
FFr—DRZICHNEHKTIARDEERIIIE S DIFESELVS,
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2 DR IR - UAGA(1968), § 7(a)

§ 7 Rights and Duties at Death

(a) The donee may accept or reject the gift. If the donee accepts a gift of
the entire body, he may, subject to the terms of the gift, authorize embalming
and the use of the body in funeral services. If the gift is of a part of the body,
the donee, upon the death of the donor and prior to embalming, shall cause
the part to be removed without unnecessary mutilation. After removal of the
part, custody of the remainder of the body vests in the surviving spouse,
next of kin, or other persons under obligation to dispose of the body.

COMMENT

Section 7 contains several important provisions. The donee may of course,
reject the gift if he deems it best to do so. If he accepts the gift, all possible
provision is made for taking account of the interests of the survivors in
dignified memorial ceremonies. Also, if the donee accepts the gift, absolute
ownership vests in him. He may, if he so desires, transfer his ownership to
another person, whether the gift be of the whole body or merely a part. He
may “cause the part to be removed” either by himself or by another person.
The only restrictions are that the part must be removed without mutilation

and the remainder of the body vests in the next of kin.
8 16




UAGA(1968), § 7(a), &3 -/F

B75 RRTREOEF -EF
(a) WIRMEIIRMERMBIHCELERT I LI TED, HIREHEN K=
BMORMEREI DEAICIE, RITTEARPEULEDEITELVERTOREMA
DEAZHI ENTED BL, REDEFHICIEREDZITNITESIEY, 1R 4
MAEAEDE T T HILDTHAGESICIE, HIREBEFIREEFDETE, K
BB DEITRIIC, FRELGBRBITAZLET CLEZDHIZHMEELH
TNIEEBEN, T DFMEDR, FEADEMDEEILEKR-HEIRE,
HHE, FEMORERELDTEIERZHLIEICIFRET 5.
EIR

FIRFIVKOMDEZRGREEZEA TS, IR A (TRt ZHEIEIT HL
NEETHAHEEZEZDGRICIE, LBAHAEITHENTES, HIRMHEINRY
ZXMISERICE, BEHLAIENRICEATIEERDMRZEET 578, 7
RREIT N TOHENRITONTND, FHEERENERZZEILHIGEICIL,

i E T AV BIRHBICIRET S, HIERE L, BHELHSICE, €O
RENEKEMICETIIOTHN, BIT—DOHRDICEHIHLOTHN, £
DEEEZMOEICRET O ENTED, WIRM BRI ZOHMOEMHMEEL
DIDZEMNTET AN, CNIFWRHEEARNICISOTESNTHLMDBICE ST
SNTHEL HE—DHFIRIE, TOHFANBIRTHLGHEBESN T NIEEST
WZeL, RARDEEILEREICIREIT HIETH L. 17

UAGA—IE TR LI DIEF| - &= F5

®1968FRETE
NH 5,

Q19871 FEFEEF—CDEIAICEALTIL, 1968 FEMORELGEH
(X750, 1968 FE DT DEREAZEI AL TS,

Q2006 F ZFENEF—IREEZITHEIRRICOVTIE, EEREHKE
(organ procurement organization) I T HRENEMNTEY,
ownershipMEZE(FH TIALY, Property’ZZ EEEL R oL,

FIZHEWT, IR E IZownershipliE D &R BA

The part/gift passes to the appropriate tissue bank/organ procurement
organization. ZLE DKM ZHIN DB, fa]Hipassing®D T RED H, figk
REOMAE, MEE REEIERD-ODEEME---?
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UAGA (2006) ScEDE

F165% BSAROHHITDHRFEXIFEBEADEL

(@) FEDIEIZHICEDDZEZERS. HABALCDHZEDERST D
HABZEADRETRICTONLCEATESNTNSEE., Bif
HEICEDE BHEX T EED-OFADHBAEZHEICHRTLX
[FEBATHEE, [EFIOL. HRFURICESE[5HBFILILTD
SIEE LI DBIFEUTOERMIZAL, XITmHzEFRT L1,

b) HARDOTHITDEE. RE, RE. mETE., R7F. #iE. BiEX
[FREICONTIE. FEMNGEEEZHFRIT HENTES,

(FERBEF, 7A)HD2006FRETHE—SEARIREE, HEDILE26253-
278 (2014) IZHN%E,
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CHEEHYNES TETNVEL,

ZHRELFE-ASA FEBERMAEMODPDF 774U,
https://www2.kobe—u.ac jp/” emaruyam/medical/Lecture/lecture.html

[ZHEHWMV=LET,

10 20






