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7 AU (FDA) TOEFEIROERE #

"An instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent,
or other similar or related article, including a component part, or accessory which is:
+ recognized in the official National Formulary, or the United States
Pharmacopoeia, or any supplement to them,
+ intended for use in the diagnosis of disease or other conditions, or in the cure,
mitigation, treatment, or prevention of disease, in man or other animals, or
+ intended to affect the structure or any function of the body of man or other
animals, and which does not achieve any of it's primary intended purposes
through chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achievement of any of
its primary intended purposes."
FORR : BER. AR R HEL B, IRE. BAEEKRS. (RO, Ho5 0 IhoBEE, b L
EFBIHE L2 b O T, MEEah, HERERdn, ST, MfEMmEZ SR, LTOb0zn 9,
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- bbb L IEEMOEOREED 5 WITHEICEEZ 525 L0 ICERSATZb D
T, b, EERANE SOOEHBERN, b L <IFIER TOPEH G
WCEHRVbD

BN (MDD) TOEBEHEIEDEFE

“Medical device” means any instrument, apparatus, appliance, software, material or
other article, whether used alone or in combination, together with any accessories,
including the software intended by its manufacturer to be used specifically for
diagnostic and/or therapeutic purposes and necessary for its proper application,
intended by the manufacturer to be used for human beings for the purpose of:

- diagnosis, prevention, monitoring, treatment or alleviation of disease,

- diagnosis, monitoring, treatment, alleviation of or compensation for an injury or

handicap,
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+ investigation, replacement or modification of the anatomy or of a physiological
process,

+ control of conception, and which does not achieve its principal intended action
in or on the human body by pharmacological, immunological or metabolic
means, but which may be assisted in its function by such means.
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Global Harmonization Task Force (GHTF) T EREEZSDIEF #3

“Medical device” means any instrument, apparatus, implement, machine, appliance,
implant, in vitro reagent or calibrator, software, material or other similar or related
article:
a) intended by the manufacturer to be used, alone or in combination, for human
beings for one or more of the specific purpose(s) of:
- diagnosis, prevention, monitoring, treatment or alleviation of disease,
- diagnosis, monitoring, treatment, alleviation of or compensation for an injury,
+ investigation, replacement, modification, or support of the anatomy or of a
physiological process,
+ supporting or sustaining life,
+ control of conception,
+ disinfection of medical devices,
+ providing information for medical or diagnostic purposes by means of in vitro
examination of specimens derived from the human body; and
b) which does not achieve its primary intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be

assisted in its intended function by such means.
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7 AU 7 FDA |23} % Combination Products ™ & 35#4

Combination product includes:

(1) A product comprised of two or more regulated components, i.e., drug/device,
biologic/device, drug/biologic, or drug/device/biologic, that are physically,
chemically, or otherwise combined or mixed and produced as a single entity;

AR RS & AR AW LR RN LA AR R, L
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(2) Two or more separate products packaged together in a single package or as a
unit and comprised of drug and device products, device and biological
products, or biological and drug products;

FOER - ERE AL & R RS & AR RGE] ARt R L R e L 2
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(3) A drug, device, or biological product packaged separately that according to its
investigational plan or proposed labeling is intended for use only with an

approved individually specified drug, device, or biological product where both
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are required to achieve the intended use, indication, or effect and where upon
approval of the proposed product the labeling of the approved product would
need to be changed, e.g., to reflect a change in intended use, dosage form,
strength, route of administration, or significant change in dose; or
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(4) Any investigational drug, device, or biological product packaged separately
that according to its proposed labeling is for use only with another
individually specified investigational drug, device, or biological product where
both are required to achieve the intended use, indication, or effect.
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51 FH STk

#1 201(h) of the Federal Food Drug & Cosmetic (FD&C) Act

#2  Article 1(a) of DIRECTIVE 2007/47/EC OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL

#3 5.0 of GHTF/SG1/N29R16:2005 FINAL DOCUMANT

#4 CFR - Code of Federal Regulations Title 21, 3.2(e)
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