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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. ------

[ARIEEH TEFDETHEM, #HBI**x+xd Hhuman subjectsZ ¥t R
ETAHAMBEITERAIND, ]
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Effective: July 19, 2018

45 C.FR. § 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
interaction with the individual, and uses, studies, or analyzes the

SRMEDIZE]; or

(i) Obtains, uses, studies, analyzes, or generates identifiable private
information or identifiable biospecimens.[ZA ¥ - [FEFIADHZE——
BFEAREH - B DO FI A D IHZE D AHhuman subject&7id]

information or biospecimens through intervention or

information or biospecimens [[&
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Effective: July 19, 2018
45 C.F.R. § 46.102
§ 46.102 Definitions for purposes of this policy.
(e)[#ZE]

(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. [45FE RIREAREKFI &K, RADHT
HEINBZITHEANSINDE-IETBATESHZSEDHAZELD, ]
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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 [EGERTAZEDIZE];

(ii) Obtains, uses, studies, analyzes, or generates identifiable private
information [{§¥RMDIZE]; or

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

biospecimens M5 identifiable AVHIBREH1=]
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OHRP, Coded Private Information or Biospecimens Used in Research (2017)

& BEHY - BFHRDIBE, codelbtcnt=FHH - BFBHTHRIEERLH
BHEETHOTH, REUBZZT-HAEENBZICKAZHETE
BmitThIE, 2o &5GEHR - HHB (not individually
identifiable information or biospecimens) MDA ZFALNSHE
FaEY - L—ILOFERIFZITEL,

10

OHRPAVR Y ¥ 7E ] RE D AZ IR

OHRP, Coded Private Information or Biospecimens Used in Research (2017)

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:

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); (BAZE & ICX IS TREBESLELNENSEREY-
BE 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.(/\>0%
NAREBICHICREET CLEZIE T HIRBAKRLI-I5E-FIE
ENHFHE) 12
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Uniform Anatomical Gift Act (1968, 1987, 2006)

OFHE, BE IR, ZBEZXBMNET EHRED AMADIREE (anatomical gift: FE{K
RIE)DEH, DRFLRETIMEDETILELGDEE,

O IEHD B—71E, BAE R HE

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.

Xk EE
COCERNIBVTIE, ROEBYEET 5.

(3) TE{RIZ L | [anatomical gift](1)&ld. BB, JAE. ARIHEZHHELT,
FFr—DORRICHNERETDIAROEERIIE S DEEELD,
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IR DRSS 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.
16
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(organ procurement organization) ZHIL¢ET HIRENEMMTEY,
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The part/gift passes to the appropriate tissue bank/organ procurement
organization. 7HE DRKRITMNLZFHIND, A H¥passingD R D H, fik
REDFEBE, MEE REBMERD-ODOEEE---?
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