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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
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agency that takes appropriate administrative action to make
the policy applicable to such research. This includes research
conducted by Federal civilian employees or military personnel,
except that each department or agency head may adopt such
procedural modifications as may be appropriate from an
administrative standpoint. It also includes research conducted,
supported, or otherwise subject to regulation by the Federal
Government outside the United States. Institutions that are
engaged in research described in this paragraph and
institutional review boards (IRBs) reviewing research that is
subject to this policy must comply with this policy.
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§ 3122 Applicability.
(a) Applicability. Except as provided in this section, this part
applies to all clinical investigations of products that are subject

to section 505 of the Federal Food, Drug, and Cosmetic Act or

to the licensing provisions of the Public Health Service Act (58
Stat. 632, as amended (42 U.S.C. 201 et seq.)).

(b) Exemptions.
(1) The clinical investigation of a drug product that is lawfully
marketed in the United States is exempt from the
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requirements of this part if all the following apply:
(i)  The investigation is not intended to be reported to FDA
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as a well-controlled study in support of a new indication
for use nor intended to be used to support any other

significant change in the labeling for the drug;

(i) I the drug that is undergoing investigation is lawfully

marketed as a prescription drug product, the

investigation is not intended to support a significant

change in the advertising for the product;

(iit)

The investigation does not involve a route of

administration or dosage level or use in a patient

population or other factor that significantly increases the

risks (or decreases the acceptability of the risks)
associated with the use of the drug product;

(iv) The investigation is conducted in compliance with the
requirements for institutional review set forth in part 56
and with the requirements for informed consent set forth
in part 50; and

(v) The investigation is conducted in compliance with the

requirements of § 312.7.
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(iii)

(iv)

§ 312.3 Definitions and interpretations.

Clinical investigation means any experiment in which a drug is
administered or dispensed to, or used involving, one or more
human subjects. For the purposes of this part, an experiment
is any use of a drug except for the use of a marketed drug in
the course of medical practice.

Investigational new drug means a new drug or biological drug
that is used in a clinical investigation. The term also includes a
biological product that is used in vitro for diagnostic purposes.
The terms “investigational drug” and “investigational new
drug” are deemed to be synonymous for purposes of this part.
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Title 21 Code of Federal Regulations PART 812 -

INVESTIGATIONAL DEVICE EXEMPTIONS (21 CFR 812)
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§ 8122 Applicability.

(a) General. This part applies to all clinical investigations of

devices to determine safety and effectiveness, except as

provided in paragraph (c) of this section.

(b) Abbreviated requirements. The following categories of
investigations are considered to have approved applications for
IDE’s, unless FDA has notified a sponsor under § 812.20(a)
that approval of an application is required:

(1) An investigation of a device other than a significant risk

device, if the device is not a banned device and the

sponsor: (LATRE)
(c) Exempted investigations. This part, with the exception of
§ 812.119, does not apply to investigations of the following
categories of devices:

(1) A device, other than a transitional device, in commercial
distribution immediately before May 28, 1976, when used
or investigated in accordance with the indications in
labeling in effect at that time.

(2) A device, other than a transitional device, introduced into
commercial distribution on or after May 28, 1976, that
FDA has determined to be substantially equivalent to a
device in commercial distribution immediately before
May 28, 1976, and that is used or investigated in
accordance with the indications in the labeling FDA
reviewed under subpart E of part 807 in determining
substantial equivalence.

(3) A diagnostic device, if the sponsor complies with
applicable requirements in § 809.10(c) and if the testing:
(i) Is noninvasive,

(i) Does not require an invasive sampling procedure that
presents significant risk,

(iii) Does not by design or intention introduce energy into
a subject, and

(iv) Is not used as a diagnostic procedure without
confirmation of the diagnosis by another, medically
established diagnostic product or procedure.

(4) A device undergoing consumer preference testing,
testing of a modification, or testing of a combination of
two or more devices in commercial distribution, if the
testing is not for the purpose of determining safety or
effectiveness and does not put subjects at risk.

(5) A device intended solely for veterinary use.

(6) A device shipped solely for research on or with
laboratory animals and labeled in accordance with §
812.5(c).

(7) A custom device as defined in § 812.3(b), unless the
device is being used to determine safety or effectiveness
for commercial distribution.
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§ 812.3 Definitions.
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(g Investigational device means a device, including a
transitional device, that is the object of an investigation.

(h) Investigation means a clinical investigation or research
involving one or more subjects to determine the safety or
effectiveness of a device.

(m) Significant risk device means an investigational device that:

(1) Is intended as an implant and presents a potential for
serious risk to the health, safety, or welfare of a
subject;

(2) Is purported or represented to be for a use in
supporting or sustaining human life and presents a
potential for serious risk to the health, safety, or
welfare of a subject;

(3) Is for a use of substantial importance in diagnosing,
curing, mitigating, or treating disease, or otherwise
preventing impairment of human health and presents a
potential for serious risk to the health, safety, or
welfare of a subject; or

(4) Otherwise presents a potential for serious risk to the
health, safety, or welfare of a subject.
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§ 812.20 Application.

(a) Submission.

(1) A sponsor shall submit an application to FDA if the sponsor
intends to use a significant risk device in an investigation,

§ 81220 HAFE,
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intends to conduct an investigation that involves an exception
from informed consent under § 50.24 of this chapter, or if FDA
notifies the sponsor that an application is required for an

investigation.
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3 Title 45 of the Code of Federal Regulations, Part46, 45 CFR 46
https://www.hhs.gov/ohrp/regulations—and—policy/regulations/45—cfr—46/index.html

. Title 21 Code of Federal Regulations Part 312 (21 CFR 312)

https://www.ecfr.gov/current/title—21/chapter—1/subchapter-D/part—-312

¢ Title 21 Code of Federal Regulations PART 812 — INVESTIGATIONAL DEVICE EXEMPTIONS (21 CFR 812)
https.//www.ecfr.gov/current/title=21/chapter-1/subchapter—H/part—812

e US FDA. Premarket Notification 510(k)

https.//www.fda.gov/medical-devices/premarket—submissions—selecting—and—preparing—correct—submission/premarket—

notification—510k
. US FDA. De Novo Classification Request

https://www.fda.gov/medical-devices/premarket—submissions/de—novo—classification—request
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EU regulations on clinical trials on medicinal products for human use 2014/536
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Article 1 Scope

This Regulation applies to all clinical trials conducted in the
Union.

It does not apply to non—interventional studies.
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Article 2 Definitions
(1) “Clinical study’ means any investigation in relation to
humans intended:

(a) to discover or verify the clinical, pharmacological or
other pharmacodynamic effects of one or more
medicinal products;

(b) to identify any adverse reactions to one or more
medicinal products; or

(c) to study the absorption, distribution, metabolism and
excretion of one or more medicinal products;

with the objective of ascertaining the safety and/or efficacy of
those medicinal products;
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(2) ‘Clinical trial’ means a clinical study which fulfils any of the
following conditions:

(@) the assignment of the subject to a particular
therapeutic strategy is decided in advance and does
not fall within normal clinical practice of the Member
State concemed;

(b) the decision to prescribe the investigational medicinal
products is taken together with the decision to
include the subject in the clinical study; or

(c) diagnostic or monitoring procedures in addition to

normal clinical practice are applied to the subjects.
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(3) ‘Low—intervention clinical trial means a clinical trial which
fulfils all of the following conditions:
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(a) the
placebos, are authorised,

investigational medicinal products, excluding
(b) according to the protocol of the clinical trial,

()  the investigational medicinal products are used in
accordance with the terms of the marketing
authorisation; or

(i) the use of the investigational medicinal products is

evidence—based and supported by published
scientific evidence on the safety and efficacy of
those investigational medicinal products in any of
the Member States concemed; and

(c) the additional diagnostic or monitoring procedures do

not pose more than minimal additional risk or burden to

the safety of the subjects compared to normal clinical

practice in any Member State concerned;
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(4) ‘Non—interventional study’ means a clinical study other
than a clinical trial;
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¢ REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 April 2014 on clinical

trials on medicinal products for human use

https.//eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014R0536

. The rules governing medicinal products in the European Union. VOLUME 10 — Guidance documents applying to clinical trials.
CLINICAL TRIALS REGULATION (EU) NO 536/2014. DRAFT QUESTIONS & ANSWERS. VERSION 4.1
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/regulation5362014_ga_en.pdf
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Regulation (EU) No 536/2014 Questions & Answers — draft September 2021

Annex |: Decision tree to establish a whether a trial is a “clinical trial”

Note: this Annex and in particular the definition for a low-interventional trial are still under discussion in the expert group on clinical trials

This algorithm and its endnotes will help you answer that question. Please start in column A and follow the instructions. Additional information is provided in the notes at the end of the table. If you

have doubts about the answer to any of the questions contact the clinical trials unit of your competent authority.

A CLINICAL TRIAL OF A MEDICINAL PRODUCT?

Is a medicinal product
administered before or during the
start of the clinical trial

Is it a medicinal product (MP)?(i)

Is it not a medicinal product?

What effects of the medicine are you
looking for?

Why are you looking for those
effects?

If a medicinal product is
administered before the start of
the clinical trial, and it falls under
current practice, please go to
column E.

If a medicinal product is
administered before the start of
the clinical trial and it falls not
under current practice, column E
is excluded.

If a medicinal product is
administered after the start of the
clinical trial, please go to column
A

If you answer no to all the questions

in column A, the activity is nota
clinical trial on a MP.

If you answer yes to any of the
questions below go to column B.

If you answer yes to the question
below in column B the activity is
not a clinical trial on a MP.

If you answer no to this question
below go to column C.

If you answer no to all the questions in
column C the activity is not a clinical
trial under the scope of Regulation EU
No 536/2014.

If you answer yes to any of the
questions below go to column D.

If you answer no to all the

questions in column D the activity
is not a clinical trial under the scope
of Regulation EU No 536/2014.

If you answer yes to any of the
questions below go to column E.




A.1. Is it a substance (ii) or B.1. Are you only administering C.1. To discover or verify/compare its D.1. To ascertain or verify/compare

combination of substances any of the following substances? clinical effects? the efficacy(vi) of the medicine?
presented as having properties * Human whole blood(jii); C.2. To discover or verify/compare its

for treating or preventing disease in | * Human blood cells; pharmacological effects, e.g. D.2. To ascertain or verify/compare
human beings? * Human plasma; pharmacodynamics? the

A.2. Does the substance functionas | * Afood product (iv) (including C.3. To identify or verify/compare its safety of the medicine?
amedicine? i.e. canitbe dietary supplements) not adverse reactions?

administered to human beings either | presented as a medicine; C.4. To study or verify/compare its

with a view to restoring, correcting or | * A cosmetic product(v) pharmacokinetics, e.g., absorption,

maodifying physiological functions by | * Amedical device distribution, metabolism or excretion?

exerting a pharmacological,
immunological or metabolic action or
to making a medical diagnosis or is
otherwise administered for a
medicinal purpose?

A3.ls it an active substance ina
pharmaceutical form?

(i) Cf. Article 1(2) of Directive 2001/83/EC, as amended

(i) Substance is any matter irrespective of origin e.g. human, animal, vegetable or chemical that is being administered to a human being.

(iii) This does not include derivatives of human whole blood, human blood cells and human plasma that involve a manufacturing process.

(iv) Any ingested product which is not a medicine is regarded as a food. Afood is unlikely to be classified as a medicine unless it contains one or more ingredients generally regarded as medicinal
and indicative of a medicinal purpose.

(v)The Cosmetic Directive 76/768/EC, as amended harmonises the requirements for cosmetics in the European Community. A "cosmetic product "means any substance or preparation intended
for placing in contact with the various external parts of the human body (epidermis, hair system, nails, lips and external genital organs) or with the teeth and mucous membranes of the oral cavity
with the view exclusively or principally to cleaning them, perfuming them or protecting them in order to keep them in good condition, change their appearance or correct body odours.

(vi) Efficacy is the concept of demonstrating scientifically whether and to what extent a medicine is capable of diagnosing, preventing or treating a disease and derives from EU pharmaceutical
legislation.

(vii) Assignment of patients to a treatment group by randomisation planned by a clinical trial protocol cannot be considered as current practice
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2) EREHRICRETHRMH

2017 &£ 4 B 5 BIZHIESN., 2021 £ 5 A 26 BKUEI TSN EU EEEEF R (EU regulation (2017/745) on medical
devices: EU-MDR) (&, EE#EE R U T DEMED EMAOEARRICRET HRAITHY . SoICERERS LUTREMIZHE
9 HEGERFAZE (clinical investigations) [ ZHB SIS, CDEGRAZE (clinical investigation) [&. EEERRDREMFE - (X 1HEE%E
FHl g A= THNBERERRELI-AREEZINTUVD, HEAABEIRS LUISX 11 #35TIX, [FRI, BERIAZE
(clinical investigation) ZZEMELE(TILIESIELNESNTEY,, 2RRMIZIS R D FEOHEAA BRI E SN K ABREDIHE
M DNTERNHHM . BEERD LHEN ABRRASROIEN AR L I REERSN TG, BEEREETE
<RID regulation TIRFIDTED DN, VFRDFEIZE>THRHAIDBSNEDH LN TLNSDHEHETH S,

HE. EEESE EU BNTHERT 51202, EU regulation DEREBEAF i3 ZE%RT 10| CE X—F U515
WEHLHY . CNIFBARDEE BRI FFLIL-AEEA THDHH ., CE I—IEEDT=H2F LLERRERERNRDEN T
WBDIFTIEELY, IEEEREL T EU regulation DIFHISN CTHIZIZTET DI58ELH M. AL TOFEREZERT 55

&1Z1% EU regulation Dx&EES,

EU regulation on medical devices 2017/745

JR3C

SENEEN

Article 1

Subject matter and scope

1. This Regulation lays down rules conceming the placing on
the market, making available on the market or putting into
service of medical devices for human use and accessories for
such devices in the Union. This Regulation also applies to
clinical investigations concerning such medical devices and
accessories conducted in the Union.

ERES

BE SR

1. CORAIF, BRMESICENT, ENADERESS &
UEORGETISICHYT . TS TAFAREZT S, T
[IERAT D EIET HRAEED D, ARRAIE. EU HA
TITONSERESRS SOHRMRICET SERRHERICH
BRSNS,

Article 2

(45) ‘clinical investigation’ means any systematic
investigation involving one or more human subjects,
undertaken to assess the safety or performance of a device;

VRS

(45) TEREREAER ) &1F. SR DR EIEFE (I EREZ TS 5
=OI2ThNns 1 AFIFEBDABERREL-FR
HEBIRZELNS,

Article 61

4. In the case of implantable devices and class Il devices,
clinical investigations shall be performed, except if:

— the device has been designed by modifications of a device
already marketed by the same manufacturer,

— the modified device has been demonstrated by the
manufacturer to be equivalent to the marketed device, in
of Annex XIV and this
demonstration has been endorsed by the notified body, and

accordance with Section 3

— the clinical evaluation of the marketed device is sufficient to
demonstrate conformity of the modified device with the
relevant safety and performance requirements.

In this case, the notified body shall check that the PMCF plan
is appropriate and includes post market studies to demonstrate
the safety and performance of the device.

In addition, clinical investigations need not be performed in the

cases referred to in paragraph 6.

615

4, HEAA BB B LUISAMEBEDISEES. LTOSEE
kR, BRREERZEMEL R IXRSARL,

- E—OREEEH BRI ZBRFEL TL R E R L TERE
SNEDTHEEE,

- WRINEEDN. MEE XV OtV 3> 3 I1TH#]
LY, BERIC &> THERSN TV EBLRIETHEHIEMN
FIBASN.. CORERAN/—T A D7 A RARTAIZ k> THERRS
NTLBIEE. B&U

- TERSN TL\ SRR DERPRETHEAY . RSN f-HaRDE
ETOREMRUMEEEGH~ADEEHETT DIZ+HAT
Hb,

CDIHE . BEWEREL, PMCF SHEAETITHY . #BD
LM EMREEEIIT A= DTHRERENEFTNL T
BEERERLL T NIEASEN,

F=, FOIRTERSNTLDIHEEIC(E, BRRFHBREITOL
(330N

<&EXH>

e REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on medical

devices

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0745-20200424
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0745-20200424

3. E[E

1) EXERITEETH8H

HEHIZHITEEZELRIZEET S5FEE. The Medicines for Human Use (Clinical Trials) Regulations 2004 T, [EZ A EERME
#FT (Medicines and Healthcare products Regulatory Agency : MHRA) DAEEHSHEMNE SN ZEEH B LT 2 mEFIEd 51=6
DT IIVTY X LNBRENTLNS,

o FHEY AMEMNERERIZETEINEIH

o BAERROBEREFENOERRGERICEZE T HMNEID

DT LT XL (15-18 R—UB8) &, BEHO EU-CTR D7 /LIY) X AIZEELL THY . EAMIZFIFFRCEZ ITH
DVVTREINDEZUMELFERIN TS, THhE . EEGHNEN DZLMEHMEFETHSL A B T, HULVTHED
B#IIZDULNTHS L C, D THIERT %N eid, EU-CTR EEHRIZ, CCTHHEEMAERERO A M. R, EUEHEE.
FEMHEDONVT NN THHIFEIZIE. BT L E DIEN ABRRRERD XS M~ ED A LG TEY . AT L E(TR)
TlX. BEZEEBA-ZHOE=2)0T0 B ThNBI5EIZIX(ES)  BRHEIDFRRITHEIEVSIEENZEINTINS, OF
Y, BEEZDNTANGLES IEEMNDORED LFEENHDIHE. RED BHNHIEEROEDE PR LM, EYERE, &
HEFERASMN T EIETHNISIRFD IR ELE S,

f=f2L. Shio®7)L31) X L& EU-CTR DRTEDHFITH S EU Directive 2001/20 ZHE BT BRI fEBELzE

DTHY. §#I(FX EU-CTR DEZIZH>-BIEANSND RELTHD,

A NON-INTERVENTIONAL CLINICAL TRIAL? How are you looking for those effects?

"X

AAsE

E.1 Is this a study of one or more medicinal products, which
have a marketing authorisation in the UK?

E2 Are the products prescribed in the usual manner in
accordance with the terms of that authorisation?

E.3 Does the assignment of any patient involved in the study
to a particular therapeutic strategy fall within current practice
and is not decided in advance by a clinical trial protocol?

E4 Is the decision to prescribe a particular medicinal product
clearly separated from the decision to include the patient in the

study?

E.5 Will no diagnostic or monitoring procedures be applied to

E1 EETIRGAIEZ T TV EESZOHEMN ?

E2 BEERIT, RRLHIR-TEEDAETUASND
n?

E3 BHEDABBRENDEEDE|YFFHIIBEDZERNDEE
FERTHY., TOra— L TEATNISRESNTLVELN ?

E4 BRENERMZNATIERREIX. BEEHRICE
B ORRRELHEHBESN TSN ?

E5 AR EFEEIC BEDIDEDBETITHNLL

the patients included in the study, other than those which are

ZHOE=41 ‘/7 DFENANSNSEFELNN?

applied in the course of current practice?

E.6 Will epidemiological methods be used for the analysis of the

data arising from the study?

E6 HIRTHRONI=T—2 DM EFHTENALLN

BoM?

<SEBXW>
¢ When a clinical trial authorisation (CTA) is needed

https://www.gov.uk/guidance/ clinical-trials—for-medicines—apply—for—authorisation—in—the—uk#when—a—clinical-trial—

authorisation—cta—is—nheeded

. Is it a clinical trial of a medicinal product?

https://assets.publishing service.gov.uk/government/uploads/system/uploads/attachment _data/file/949145/Algorithm _Cle

an_1_pdf
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https://www.gov.uk/guidance/clinical-trials-for-medicines-apply-for-authorisation-in-the-uk#when-a-clinical-trial-authorisation-cta-is-needed
https://www.gov.uk/guidance/clinical-trials-for-medicines-apply-for-authorisation-in-the-uk#when-a-clinical-trial-authorisation-cta-is-needed
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/949145/Algorithm_Clean__1_.pdf

IS IT A CLINICAL TRIAL OF A MEDICINAL PRODUCT?

This algorithm and its endnotes will help you answer that question. Please start in column A and follow the instructions. Additional information is provided in the notes at the
end of the table. If you have doubts about the answer to any of the questions, contact the MHRA clinical trials unit.

A

B

C

D

E

A CLINICAL TRIAL OF A ME

DICINAL PRODUCT?

A NON-INTERVENTIONAL CLINICAL TRIAL?

Is it a medicinal product (IMP)?'

Is it not a medicinal
product?

What effects of the
medicine are you looking
for?

Why are you looking
for those effects?

How are you looking for those effects?

If you answer no to all the
questions in column A, the activity
is not a clinical trial on a MP.

If you answer yes to any of the
questions below go to column B.

If you answer yes to the
question below in column
B the activity is not a
clinical trial on a MP.

If you answer no to this
guestion below go to
column C.

If you answer no to all the
questions in column C the
activity is not a clinical trial

If you answer yes to any of
the questions below go to
column D.

under the scope of SI 1031.

If you answer no to all
the questions in column
D the activity is not a
clinical trial under the
scope of SI 1031.

If you answer yes to any
of the questions below
go to column E.

If you answer yes to all these questions the activity is a
non-interventional trial which is outside the scope of Sl
1031. If your answers in columns A,B,C & D brought
you to column E and you answer no to any of these
guestions the activity is a clinical trial within the scope
of the Directive.

1.11s it a substance or
combination of substances
presented as having
properties for treating or
preventing disease in human
beings?

2.2 Does the substance function
as a medicine? i.e. can it be
administered to human beings
either with a view to restoring,
correcting or modifying
physiological functions by
exerting a pharmacological,
immunological or metabolic
action or to making a medical
diagnosis or is otherwise
administered for a medicinal
purpose?

A.3 Is it an active substance in a
pharmaceutical form?

B.1 Are you only
administering any of
the following
substances?

« Human whole blood;

* Human blood cells;

* Human plasma,;

* Tissues except a
somatic cell therapy
medicinal product?;

* A food product
(including dietary
supplements) not
presented as a
medicine;

* A cosmetic product;

* A medical device

C.1 To discover or
verify/compare its
clinical effects?

C.2 To discover or
verify/compare its
pharmacological
effects, e.g.
pharmacodynamics?

C.3 To identify or
verify/compare its
adverse reactions?

C.4 To study or
verify/compare its
absorption, distribution,
metabolism or
excretion?

D.1 To ascertain or
verify/compare the
efficacy"i of the
medicine?

D.2 To ascertain or
verify/compare the
safety of the
medicine?

E.1 Is this a study of one or more medicinal products,
which have a marketing authorisation in the UK?

E.2 Are the products prescribed in the usual manner in
accordance with the terms of that authorisation?

E.3 Does the assignment of any patient involved in the
study to a particular therapeutic strategy fall
within current practice and is not decided in
advance by a clinical trial protocolvii?

E.4 Is the decision to prescribe a particular medicinal
product clearly separated from the decision to
include the patient in the study?

E.5 Will no diagnostic or monitoring procedures be

applied to the patients included in the study, other

than those which are applied in the course of
current practice?

E.6 Will epidemiological methods be used for the
analysis of the data arising from the study?
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i Article 2 of The Human Medicines Regulations 2012 provides the definition of "medicinal product.”

i Substance is any matter irrespective of origin e.g. human, animal, vegetable or chemical that is being administered to a human being.

il This does not include derivatives of human whole blood, human blood cells and human plasma that involve a manufacturing process.

v Somatic cell therapy medicinal products use somatic living cells of human (or animal) origin, the biological characteristics of which have been substantially altered as a
result of their manipulation to obtain a therapeutic, diagnostic or preventative effect (in humans) through metabolic, pharmacological and immunological means.

v Any ingested product which is not a medicine is regarded as a food. A food is unlikely to be classified as a medicine unless it contains one or more ingredients generally
regarded as medicinal and indicative of a medicinal purpose.

viThe Cosmetic Directive 76/768/EC, as amended harmonises the requirements for cosmetics in the European Community. A "cosmetic product "means any substance or
preparation intended for placing in contact with the various external parts of the human body (epidermis, hair system, nails, lips and external genital organs) or with the teeth
and mucous membranes of the oral cavity with the view exclusively or principally to cleaning them, perfuming them or protecting them in order to keep them in good condition,
change their appearance or correct body odours.

vii Efficacy is the concept of demonstrating scientifically whether and to what extent a medicine is capable of diagnosing, preventing or treating a disease.

vii. Assignment of patients to a treatment group by randomisation planned by a clinical trial protocol cannot be considered as current practice.
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2) EREIBICEET SN
HEZHT5EEHERS B9 5. UK Medical Device Regulations 2002 Z@L T, LLTD 3 DDIESHAEHSN T
%, 2021 FELIFEIZF3h 9 BET=75 EU regulations on medical devices [ [EIZxfL TEEERASIN 51T TIEARLA, EHEHIZ
BT EEEEERFIC OV THE IEREEREEANOFRN LTINS At EEh TS,
. Directive 90/385/EEC on active implantable medical devices (EU AIMDD)
e Directive 93/42/EEC on medical devices (EU MDD)
*  Directive 98/79/EC on in vitro diagnostic medical devices (EU IVDD)

. Guidance. Regulating medical devices in the UK.
https://www.gov.uk/guidance/regulating-medical-devices—in—the—uk
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4. ICH-E6/E8 HAKRSA>

BEPRERER ClSF 9 RE$58TEL T ICH-E6(RDF MRS A, Lihip B ICH-GCP M &L&EIHNTLVS, 20 ICH-E6 (&, &8

ERH LB IRBEIN BERERERER (clinical trial) DT —4%1ERT 2K
EERBIZE (clinical investigation) [t BlASN 155 EEI N TLVS, —H T, ICH-E6 XA DA ARSAELTHILN

(T Ath DB

SHSREHARSAUESNTNG—HT, ZDEE

TULVBIICH-ES(R1): BRERERERD —ARE R 1 TIX, BN AT ESERERIAZE (clinical studies of medical interventions) AAA3—
T T, ZDHTHHH ZEZER (product) ERRICL TLSEENMN TS, DFY. ICH-E6/E8 AR/ DXRIEEEREF

HRELENARRTHD, FXE. HEET

f10) GCP renovation EFEIXNS ICH-E6 & E8 DEETEEEED NIEETE.

ICH-E6 M %34 interventional studies for medical products” TdHhAEBRE SN THEY .. EERDIENAMEITTIRICEEN

A(AN

ICH-E6(R2): Good Clinical Practice (GCP)

JR3C

AR

Introduction
This guideline should be followed when generating clinical trial
data that are intended to be submitted to regulatory

Ao aF Ay
AHARSAUIE, L BICIRE T EERABRO T —4
FERT BB RSREZFLDTH D,

authorities.

ICH-E6(R2): Good Clinical Practice (GCP)

1.12 Clinical Trial/Study

Any investigation in human subjects intended to discover or
verify  the
pharmacodynamic effects of an investigational product(s),

clinical, pharmacological and/or  other
and/or to identify any adverse reactions to an investigational
study distribution,

metabolism, and excretion of an investigational product(s) with

product(s), and/or to absorption,

the object of ascertaining its safety and/or efficacy. The terms

clinical trial and clinical study are synonymous.

112 BREREAER R

ANERRET HHART, ODBERFEDERRH, FEFMRY

(XIE) Z DD ENZHNROBEE XISHEE, QOHERE

DEHWERDIEE, UEERENTEMRU (RIX) B
Y5O DWEBREDORIN, 5, KBRUHEHO®R

s1EE BrIET DEH0) (Clinical trial & Clinical study [LEE

=
=1=]

ICH-E8(R1): General Consideration for Clinical Studies (B&RERERD —AZRA!)

XX

BAEER

1. Objective of this document
Clinical studies of medical interventions are conducted to

provide information that can ultimately improve access to safe
and effective drugs with meaningful impact on patients, while
protecting those participating in the studies. This document
focuses on designing quality into clinical studies, considering
the diversity of clinical study designs and data sources used to
support regulatory and other health policy decisions.

The ICH document “General Considerations for Clinical

Studies” is intended to:

1. Describe intermationally accepted principles and
practices in the design and conduct of clinical studies
that will facilitate acceptance of data and results by
regulatory authorities

2. Provide guidance on the consideration of quality in the

design and conduct of clinical studies across the product

lifecycle, including the identification during study planning
of factors that are critical to the quality of the study, and
the management of risks to those factors during study
conduct.

1. eSO BH

EPHINT ALL TOERREAERIS | FHERICSINY 215ERE %L

RELGHD . IEMICITBBIHLTERDHH7EE

FORENDEILGERMADT IV LRAEHET 510

DIERERIET 2012 S5, KT, FER

FIOZ DD ERBERICH T EBRREE IR 5710

[CAVLNBERREAERT YAV RUT —5Y—AD SHkE

ZEELT. RRFHERICH T EDREHEREZTTL

o

ICH XETHDERARAERD—ARIEST (X, LITZRRIEL

TV,

1. HEEBIZEEST—HERRDRZITANERES 5.
BRAREAERD T 1 NI <RI 9 S ERREIICR (T A
NonBRAIEEERIGHY FETDRT D,

2. FHEROFERECTOHBRDEICET 2EELGETFD
REE. HBEEEPOENCEF /T HIRIDE
BEET . EEM (product) DA T7H A1V ZRELT-

BRERERER D T 5 1 LRI BT S E DREH BT
SiadtERT AL,
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ICH HARMONISED GUIDELINE. INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL
PRACTICE. E6(R2). Current Step 4 version dated 9 November 2016.

ICH E6(R2) ICH E6(R1)~M3B4#: ICH-GCP. (2016 4F 11 A 9 BiR) Ry &%
https.//eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014R0536

ICH HARMONISED GUIDELINE. GENERAL CONSIDERATIONS FOR CLINICAL STUDIES. E8(R1). Draft version Endorsed
on 8 May 2019.

ICH E8(R1) BREREHERD—ARES T ARSA2 (R ICH TOERDATYT 2 IZH11HEREEDT=H D22 Bk (2019
5 A 8 BhR)

https://www.pmda.go.jp/files/000230977 pdf

https://public-comment.e—gov.go jp/servlet/PcmFileDownload?seqNo=0000187471

ICH E6 Guideline for Good Clinical Practice (GCP) Update on Progress — Public Web Conference. Provided by the
International Gouncil for Harmonization (ICH). May 18-19, 2021.
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