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(a) Necessity of effective approval of application
No person shall introduce or deliver for introduction into
interstate commerce any new drug, unless an approval of

an application filed pursuant to subsection (b) or (j) of this

section is effective with respect to such drug.
(b) Filing application; contents

(1) Any person may file with the Secretary an
application with respect to any drug subject to the
p_rovisions of subsection (a) of this section. Such person
shall submit to the Secretary as a part of the application

(a)~() B | :
(k) Report preceding introduction of devices into interstate
commerce ,

Each person who is required to register under this section
and who proposes to begin the introduction or delivery for
introduction into  interstate commerce for commercial
distribution of a device intended for human use shall, at least
ninety days before making such introduction or delivery, report
to the Secretary or person who is accredited under_ section

- 923(a) of this title (in such form and manner as the Secretary
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(A) full reports of investigations which have been made to
show whether or not such drug is safe for use and whether
such drug is effective in use; (B) a full list of the articles

| used as components of such drug; (C) a full statement of
the composition of such drug; (D) a full description of the
methods used in, and the facilities and controls used for,
the manufacture, processing, and packing of such drug;
(E) such samples of such drug and of the articles used as
components thereof as the Secretary may require; (F)
specimens of the labeling proposed to be used for such
drug, and (G) any assessments required under section
505B of this title. The applicant shall file with the
application the patent number and the expiration date of
any patent which claims the drug for which the applicant
submitted the application or which claims a method of
using such drug and with respect to which a claim of
patent infringement could reasonably be asserted ifa
person not licensed by the owner engaged in the
manufacture, use, or sale of the drug. If an application is
filed under this subsection for a drug and a patent which
claims such drug or a method of using such drug is issued
after the filing date but before approval of the application,
the applicant shall amend the application to include the
information required by the preceding sentence. Upon
approval of the application, the Secretary shall publish
information submitted under the two precedihg sentences.

shall by regulation prescribe)—

(M the class in which the device is classified under section
513 of this title or if such person determines that the device is
not classified under such section, a statement of that
determination and the basis for such person's determination _
that the device is or is not so classified, and

(2) action taken by such person to comply with requirements
under section 514 or 515 of this title which are applicable to the
device.

A notification submitted under this subsection that contains
clinical trial data for an applicable device clinical trial (as
defined in 42 USC section 282(j)(1) shall be accompanied by
the certification required under 42 USC section 282(j)(5)(B).

' Such_ce’rtification shall not be considered an element of such

notification.

Sec 515 (Premarket approval)
(a) General requirement
A class Il device— -
(1) which is subject to a regulation promulgated
under subsection (b) of this section; or
(2) which is a class |l device because of section
513(f) of this title, o
is required to have, unless exempt under section 520(g) of
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The Secretary shall, in consultation with the Director of the
National Institutes of Health and with representatives of
the drug manufacturing industry, review _and develop
guidance, as appropriate, on the inclusion of women and
minorities in clinical trials required by clause (A).

(2) An application submitted under paragraph (1) for a
drug for which the investigations described in clause (A) of
such paragraph and relied upon by the applicant for
approval of the application were not conducted by or for
the applicant and for which the applicant has not obtained
a right of reference or use from the person by or for whom
the investigations were conducted shall also include—

(A) a éertification, in the opinion of the
appiicant and to the best of his knowledge, with
respect to each patent which claims the drug for
which such investigations were conducted or
which claims a use for such drug for which the
applicant is seeking approval under this
subsection and for which inf.ormation is required
to be filed under paragraph'(1) or subsection (c)
of this section—

(i) that such patent information has not been
filed,

(ii) that such patent has expired,

(iii) of the date on which such patent will
expire, or |

this title, an approval under this section of an application for
premarket approval or, as applicable, an approval under
subsection (c)(2) of this section of a report seeking premarket

approval. |
(b) Regulation to require premarket approval

(1) In the case of a class Il device which—

(A) was introduced or delivered for introduction into
interstate commerce for commercial distribution "
before May 28, 1976; or

(B) is (i) of a type so introduced or delivered, and (ii)

~ is substantially equivalent to another device within
that type, ' _

- the Secretary shall by regulation, promulgated in accordance
with this subsection, require that such device have an approval
under this section of an application for premarket approval. -

- (2)(A) A proceeding for the promulgation of a regulation
under paragraph (1) respecting a device shall be initiated by
the publication in the Federal Register of a notice of proposed
rulemaking. Such notice shall contain— '

‘ (i) the proposed regulation; ,

(ii) proposed findings with respect to the degree of
risk of illness or injury designed to be eliminated or
reduced by requiring the device to have an approved |
application for premarket approval and the benefit to
the public from use of the device;

(iii) opportunity for the submission of comments on
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(iv) that such patent is invalid or will not be
infringed by the manufacture, use, or sale of
the new drug for which the application is
submitted; and

(B) if with respect to the drug for which
investigations described in paragraph (1)(A)
were conducted information was filed under
paragraph (1) or subsection (c) of this section for
a method of use patent which does not claim a
use for which the applicant is seeking app’roVaI
under this subsection, a statement that the
method of use patent does not claim such a use.

(3) Notice of opinion that patent is invalid or will not be
infringed.— ’

(A) Agreement to give notice.—An applicant
that makes a certification described in paragraph
(2)(A)(iv) shall include in the application a
statement that the applicant will give notice as
required by this paragraph.

(B) Timing of notice.—An applicant that makes
a certification described in paragraph (2)(A)(iv)
~ shall give notice as required under this
paragraph— A

(i) if the certification is in the application, not

the proposed regulation and the proposed findings;
and . .

(iv) opportunity to request a change in the
classification of the device based on new information
relevant to the classification of the device.

(B) If, within fifteen days after publication of a notice undér

| subparagraph (A), the Secretary receives a request for a

change in the classification of a device, he shall, within sixty
days of the publication of such notice and after consultation
with the appropriate panel under section 513 of this title, by

' order published in the Federal Register, either deny the

request for change in classification or give notice of his intent to
initiate such a change under section 513(e) of this title.

(3) After the expiration of the period for comment on a
proposed regulation and proposed findings published under
paragraph (2) and after consideration of comments submitted
on such proposed regulation and findings, the Secretary shall
(A) promulgate such regulation and publish in the Federal
Register findings on the matters referred to in paragraph
(2)(A)(ii), or (B) publish a notice terminating the proceeding for
the promulgation of the regulation together with the reasons for
such termination. If a notice of termination is published, the
Secretary shall (unless such notice is issued because the
device is a banned device under section 516 of this title) initiate
a proceeding under section 513(e) of this title to reclassify the
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later than 20 days after the date of the device subject to the proceeding terminated by such notice.

postmark on the notice with which the (4) The Secretary, upon his own initiative or upon petition of
~ Secretary informs the applicant that the an interested person, may by regulation amend or revoke any
application has been filed; or regulation promulgated under this subsection. A regulation to

(i) if the certification is in an amendment or | amend or revoke a regulation under this subsection shall be
supplement to the application, at the time at promulgated in accordance with the requirements prescribed
which the applicant submits the amendment or | by this subsection for the promulgation of the regulation to be
supplement, regardless of whether the ‘amended or revoked.
applicant has already given notice with respect
to another such certification contained in the
application or in an amendment or supplement
to the application.

(C) Application for premarket approval

(1) Any. person may file with the Secretary an application for
premarket approval for a class lll device. Such an application |
for a device shall contain—

(A\)_full reports of all information, published or
known to or which should reasonably be known to the
applicant, concerning investigations which have been
made to show whether or not such device is safe and
effective; .

(B)_a full statement of the components, ingredients,
and properties and of the principle or principles of
operation, of such device;

(C) afull description of the methods used in, and
the facilities and controls used for, the ménufacture*
processing, and, when relevant, packing and
installation of, such device;

(D) an identifying reference to any performance

(C) Recipients of notice.—An applicant
required under this paragraph to give notice shall
give notice to— 4

(i) each owner of the patent that is the
subject of the certification (or a representative

of the owner designated to receive such a

notice); and . : .

(ii) the holder of the approved application
under this subsection for the drug that is
claimed by the patent or a use of which is
claimed by the patent (or a repreSentative of

the holder designated to receive such a

~notice).

standard under section 514 of this title which would be




(D) Contents of notice.—A notice required
under this paragraph shall— '
~ (i) state that an application that contains
data from bioavailability or bioequivalence
studies has been submitted under this
subsection for the drug with respect to which
the certification is made to obtain approval to
engage in the commercial manufacture, use,
or sale of the drug before the expiration of the
patent referred to in the certification; and

(ii) include a detailed statement of the factual

- and legal basis of the opinion of the applicant
that the patent is invalid or will not be infringed.

(4)(A) An applicant may not amend or supplement an
application referred to in paragraph (2) to seek approval of
a drug that is a different drug than the drug identified in the
application as submitted to the Secretary.

(B) With respect to the drug for which such an
application is submitted, nothing in this subsection or
subsection (c)(3) of this section prohibits an applicant from
amending or supplementing the application to seek
approval of a different strength.

(5)(A) The Secretary shall issue guidance for the
individuals who review applications submitted under

applicable to any aspect of such device if it were a
class Il device, and either adequate information to
show that such aspect of such device fully meets such
performance standard or adequate information to
justify any deviation from such standard;

(E) such samples of such device and of
components thereof as the Secretary may reasonably
require, except that where the submission of such
samples is impracticable or unduly burdensome, the
requirement of this subparagraph may be met by the
submission of complete information concerning the
location of one or more such devices readily available
for examination and testing; |
" (F) specimens of the labeling proposed to be used
for such device;

(G) the certification required under 42 USC section
282(j)(5)(B) (which shall not be considered an

- element of such application); and

(H) such other information relevant to the subject
matter of the application as the Secretary, with the
concurrence of the appropriate panel under section
360c of this title, may require.

(2)(A) Any persbn may file with the Secretary a report

seeking premarket approval for a class Il device referred to in
subsection (a) of this section that is a reprocessed single-use
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paragraph (1) or under 42 USC section 262, which shall
relate to promptness in conducting the review, technical -
excellence, lack of bias and conflict of interest, and
knowledge of regulatory and scientific standards, and
which shall apply equally to all individuals who review
such applications.

(B) The Secretary shall meet with a sponsor of an
investigation or an applicant for approval for a drug under
this subsection or 42 USC section 262 if the sponsor or
applicant makes a reasonable written request for a
‘meeting for the purpose of reaching agreement on the
design and size of clinical trials intended to form the
primary basis of an effectiveness claim or, with respect to
an applicant for approval of a biological product under 42
USC section 262(k), any necessary clinical study or
studies. The sponsor or applicant shall provide information
necessary for discussion and agreement on the design
and size of the clinical trials. Minutes of any such meeting
shall be prepared by the Secretary and made available to
the sponsor or applicant upon request.

(C) Any agreement regarding the parameters of the
design and size of clinical trials of a new drug under this
paragraph that is reached between the Secretary and a
sponsor or applicant shall be reduced to writing and made
part of the administrative record by the Secretary. Such
agreement shall not be changed after the testing begins,

device. Such a report shall contain the following:
(i) The device name, including both the trade or
v proprietéry name and the common or usual name.

(ii) The establishment registration number of the
owner or operator submitting the report.

(iii) Actions taken to comply with performance
standards under section 514 of this title.

(iv) Proposed labels, labeling, and advertising
sufficient to describe the device, its intended use, and
directions for use.

(v) Full reports of all information, published or
known to or which should be reasonably known to the
applicant, concerning investigations which have been
“made to show whether or not the device is safe or
effective.

(vi) A description of the device's components,
ingredients, and properties.

(vii) A full description of the methods used in, and
the facilities and controls used for, the reprocessmg
and packing of the device.

(viii) Such samples of the device that the Secretary
may reasonably require. |

(ix) A financial certification or disclosure statement
or both, as required by part 54 of title 21, Code of
Federal Regulations.

L.

(x) A statement that the applicant believes to the




except— _

(i) with the written agreement of the sponsor or
applicant; or -

(i) pursuant to a decision, made in accordance
with subparagraph (D) by the director of the
reviewing division, that a substantial scientific
issue essential to determining the safety or
effectiveness of the drug has been identified after
the testing has begun.

(D) A decision under subparagraph (C)(ii) by the
director shall be in writing and the Secretary shall provide
to the sponsor or applicant an opportunity for a meeting at
which the director and the sponsor or applicant will be
present and at which the director will document the
scientific issue involved.

(E) The written decisions of the reviewing division shall
be binding upon, and may not directly or indirectly be
changed by, the field or compliance division personnell
unless such field or compliance division personnel
demonstrate to the reviewing division why such decision

' should be modified.

(F) No action by the reviewing division may be delayed
because of the unavailability of information from or action
by field personnel unless the reviewing division

best of the applicant's knowledge that all data and
information submitted to the Secretary are truthful and
accurate and that no material fact has been omitted in
the report.

(xi) Any additional data and information, including
information of the type required in paragraph (1) for
an application under such paragraph, that the
Secretary determines is necessary to determine
whether there is reasonable assurance of safety and
effectiveness for the reprocessed device. '

(xii) Validation data described in section
510(0)(1)(A) of this title that demonstrates that the
reasonable assurance of the safety or effectiveness of
the device will remain after the maximum number of
times the device is reprocessed as intended by the
person éubmitting such rep'ort.-

(B) In the case of a class Ill device referred to in subsection
(a) of this section that is a reprocessed single-use device:

(i) Subparagraph (A) of this paragraph applies in
lieu of paragraph (1).

(ii) Subject to clause (i), the provisions of this
section apply to a report under subparagraph (A) to
the same extent and in the same manner as such
provisions apply to an application under paragraph

(1).

determines that a delay is necessary to assure the
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marketing of a safe and effective drug.

(G) For purposes of this paragraph, the reviewing
division is the division responsible for the review of an
application for approval of a drug under this subsection or
42 USC section 262 (including all scientific and medical
matters, chemistry, manufacturing, and controls).

(6) An application submitted under this subsection shall
be accompanied by the certification required under 42
USC section 282(j)(5)(B). Such certification shall not be
considered an element of such application.

| (¢) Period for approval of application; period for,
notice, and expedition of hearing; period for issuance
of order

(1) Within one hundred and eighty days after the filing of
an application under subsection (b) of this section, or such
additional period as may be agreed upon by the Secretary
and the applicant, the Secretary shall either—

(A) approve the application if he then finds that
none of the grounds for denying approval
specified in subsection (d) of this section applies,
or

(B) give the applicant notice of an opportunity
for a hearing before the Secretary under
subsection (d) of this section on the question

‘whether such application is approvable. If the

(iii) Each reference in other sections of this chapter
to an application under this section, other than such a.
reference in section 737 or 738 of this title, shall be
considered to be a reference to a report under
subparagraph (A).

(iv) Each reference in other sections of this chapter
to a device for which an application under this section
has been approved, or has been denied, Suspended,
or withdrawn, other than such a reference in section
737 or 738 of this title, shall be considered to be a
reference to a device for which a report under
subparagraph (A) has been approved, or has been
denied, suspended, or withdrawn, respectively.

(3) Upon receipt of an application meeting the requirements
set forth in paragraph (1), the Secretary—

(A) may on the Secretary's own initiative, or

(B) shall, upon the request of an applicant unless
the Secretary finds that the information in the
application which would be reviewed by a panel
substantially duplicates information which has
previously been reviewed by a panel appointed under
section 513 of this title,

refer such application to the appropriate panel under section
513 of this title for study and for submission (within such period
as he may establish) of a report and recommendation
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applicant elects to accept the opportunity for '
hearing by written request within thirty days after
such notice, such hearing shall commence not
more than ninety days after the expiration of such
thirty days unless the Secretary and the applicant
otherwise agree. Any such hearing shall
thereafter be conducted on an expedited basis
and the Secretary's order thereon shall be issued
within ninety days after the date fixed by the
Secretary for filing final briefs.

(2)~(4) B

(d) Grounds for refusing application; approval of
application; “substantial evidence” defined

If the Secretary finds, after due notice to the applicant in
accordance with subsection (c) of this section and giving
him an opportunity for a hearing, in accordance with said
subsection, that (1) the investigations, reports of which are
required to be submitted to the Secretary pursuant to
subsection (b) of this section, do not include adequate
tests by all methods reasonably applicable to show
whether or not such drug is safe for use under the
conditions prescribed, recommended, or suggested in the
proposed labeling thereof, (2) the results of such tests |
show that such drug is unsafe for use under such
conditions or do not show that such drug is safe for use

respecting approval of the application, together with all
underlying data and the reasons or basis for the
recommendation. Where appropriate, the Secretary shall
ensure that such panel includes, or consults with, one or more
pediatric experts.

(4)(A) Prior to the submission of an application under this
subsection, the Secretary shall accept and review any poi‘tion
of the application that the applicant and the Secretary agree is
complete, ready, and appropriate for review, except that such
requirement does not apply, and the Secretary has discretion
whether to accept and review such portion, during any period
in which, under section 738(g) of this title, the Secretary does
not have the authority to collect fees under section 738(a) of
this title. » ' |

(B) Each portion of a submission reviewed under
subparagraph (A) and found acceptable by the Secretary shall
not be further reviewed after receipt of an application that
satisfies the requirements of paragraph (1), unless a significant
issue of safety or effectiveness provides the Secretary reason
to review such accepted portion. :

(C) Whenever the Secretary determines that a portionofa
submission under subparagraph (A) is unacceptable, the
Secretary shall, in writing, provide to the applicant a description
of any deficiencies in such portion and identify the information
that is required to correct these deficiencies, unless the
applicant is no longer pursuing the application.
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under such conditions; (3) the methods used in, and the
facilities and controls used for, the ménufacture,
processing, and packing of such drug are inadequate to
preserve its identity, strength, quality, and purity; (4) upon
the basis of the information submitted to him as part of the
application, or upon the basis of any other information
before him with respect to such drug, he has insufficient
information to determine whether such drug is safe for use
under such conditions; or (5) evaluated on the basis of the
information submitted to him as part of the application and
any other information before him with respect to such
drug, there is a lack of substantial evidence that the drug
will have the effect it anrports or is represented to have
under the conditions of use prescribed, recommended, or
suggested in the proposed labeling thereof; or (6) the
application failed to contain the patent information
prescribed by subsection (b) of this section; or (7) based
on a fair evaluation of all material facts, such labeling is
false or misleading in any particular; he shall issue an
order refusing to approve the application. If, after such
notice and opportunity for hearing, the Secretary finds that
clauses (1) through (6) do not apply, he shall issue an ,
order approving the application. As used in this subsection
and subsection (e) of this section, the term “substantial -
evidence” means evidence consisting of adequate and
well-controlled investigations, including clinical

(d)Action on application for premarket approval

(1)(A) As promptly as possible, but in no event later than one
hundred and eighty days after the receipt of an application
under subsection (c) of this section (except as provided in
section 520(/)(3)(D)(ii) of this title or unless, in accordance with
subparagraph (B)(i), an addi_tiorial period as agreed upon by |
the Secretary and the applicant), the Secretary, after
considering the report and recommendation submitted under
paragraph (2) of such subsection,_shall-; _

(i) issue an order approving the application if he
finds that none of the grounds for denying approval
specified in paragraph (2) of this subsection applies;
or

(ii) deny approval of the application if he finds (and
sets forth the basis for such finding as part of or
accompanying such denial) that one or more grounds
for denial épecified in paragraph (2) of this subsection

apply.

In making the determination whether to approve or deny the
application, the Secretary shall rely on the conditions of use
included in the proposed labeling as the basis for determining
whether or not there is a reasonable assurance of safety and
effectiveness, if the proposed labeling is neither false nor
misleading. In determining whether or not such labeling is false
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investigations, by experts qualified by scientific training
and experience to evaluate the effectiveness of the drug
involved, on the basis of which it could fairly and
responsibly be concluded by such experts that the drug
will have the effect it purports or is represented to have
under the conditions of use prescribed, recommended, or
suggested in the labeling or proposed labeling thereof. If
the Secretary determines, based on relevant science, that
data from one adequate and well-controlled clinical
investigation and confirmatory evidence (obtained prior to
or after such investigation) are sufficient to establish
effectiveness, the Secretary may consider such data and
evidence to constitute substantial evidence for purposes
of the preceding sentence. ‘

(e) Withdrawal of approval; grounds; immediate
‘| suspension upon finding imminent hazard to public
health

The Secretary shall, after due notice and opportunity for
hearing to the applicant, withdraw approval of an
application with respect to any drug under this section if
the Secretary finds (1) that clinical or other experience,
tests, or other scientific data show that such drug is
unsafe for use under the conditions of use upon the basis
of which the application was approved, (2) that new
evidence of clinical experience, not contained in such
application or not available to the Secretary until after

facts pertinent to the proposed labeling.

(BX(i) The Secretary may not enter into an agreement to
extend the period in which to take action with respect to an
application submitted for a device subject to a regulation
promulgated under subsection (b) of this section unless he
finds that the continued availability of the device is necessary
for the public health. ,

(i) An order approving an application for a device may
require as a condition to such approval that the sale and
distribution of the device be restricted but only to the extent that
the sale and distribution of a device may be restricted under a
regulation under section 520(e) of this title.

(i) The Secretary shall accept and review statistically valid
and reliable data and any other information from investigations
conducted under the authority of regulations required by
section 520(g) of this title to make a determination of whether
there is a reasonable assurance of safety and effectiveness of
a device subject to a pending application under this section if—

() the data or information is derived from
investigations of an earlier version of the device, the
device has been modified during or after the
investigations (but prior to submission of an
application under subsection (c) of this section) and
such a modification of the device does not constitute a
significant change in the design or in the basic
principles of operation of the device that would
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such appliéation was approved, or tests by new methods,
or tests by methods not deemed reasonably applicable
when such application was approved, evaluated together
with the evidence available to the Secretary when the
application was approved, shows that such drug is not

shown to be safe for use under the conditions of use upon

the basis of which the application was approved; or (3) on
the basis of new information before him with respect to

such drug, evaluated togeth'er with the evidence available
to him when the application was approved, that there is a

“invalidate the data or information; or

(I) the data or information relates to a device
approved under this section, is available for use under
this chapter, and is relevant to the design and
intended use of the device for which the application is
pending.

(2) The Secretary shall deny approval of an application for a

device if. upon the basis of the information submitted to the

Secrétarv as part of the application and any other information

lack of substantial evidence that the drug will have the

before him with respect to such device, the Secretary finds

effect it purports or is represented to have under the
conditions of use prescribed, recommended, or suggested
in the labeling thereof; or (4) the patent information
prescribed by subsection (c) of this section was not filed
within thirty days after the receipt of written notice from the
Secretary specifying the failure to file such information; or
(5) that the application contains any untrue statement of a
material fact: Provided, That if the Secretary (or in his
absence the officer acting as Secretary) finds that there is
an imminent hazard to the public health, he may suspend
the approval of such application immediately, and give the
applicant prompt notice of his action and afford the
applicant the opportunity for an expedited hearing under
this subsection; but the authority conferred by this proviso
to suspend the approval of an application.shall not be

that—

(A) there is a lack of a showing of reasonable
assurance that such device is safe under the
conditions of use prescribed, recommended, or
suggested in the proposed labeling thereof;

(B)'there is a lack of a showing of reasonable
assurance that the device is effective under the
conditions of use prescribed, recommended, or
suggested in the proposed labeling thereof;

" (C) the methods used in, or the facilities or controls
used for, the manufacture, processing, packing, or
installation of such device do not conform to the
requirements of section 520(f) of this title;

(D) based on a fair evaluation of all material facts,
the proposed labeling is false or misleading in any
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delegated. The Secretary may also, after due notice and
opportunity for hearing to the applicant, withdraw the
approval of an application submitted under subsection (b)
or (j) of this section with respect to any dru'g under this
section if the Secretary finds (1) that the applicant has
failed to establish a system for maintaining required
records, or has repeatedly or deliberately failed to
maintain such records or to make required reports, in
accordance with a regulation or order under subsection (k)
of this section or to comply with the notice requirements of
section 510(k)(2) of this title, or the applicant has refused
to permit access to, or copying or verification of, such
records as required by paragraph (2) of such subsection;
or (2) that on the basis of new information before him,
evaluated together with the evidence before hi.rh when the
application was approved, the methods used in, or the -
facilities and controls used for, the manufacture,
processing, and packing of such drug are inadequate to
assure and preserve its identity, strength, quality, and
purity and were not made adequate within areasonable -
time after receipt of written notice from the Secretary

-| specifying the matter complained of; or (3) that on the
basis of new information before him, evaluated together
with the evidence before him when the application was
approved, the labeling of such drug, based on a fair
evaluation of all material facts, is false or misleading in

particular; or |

(E) such device is not shown to conform in all
respects to a performance standard in effect under
section 514 of this title compliance with which is a
condition to approval of the application and there is a
lack of adequate information to justify the deviation
from such standard. '

Any denial of an application shall, insofar as the Secretéry
determines to be practicable, be accompanied by a statement
informing the applicant of the measures required to place such
application in approvable form (which measures may include
further research by the applicant in accordance with one or
more protocols prescribed by the Secretary). ,

(3)(AXi) The Secretary shall, upon the written request of an
applicant, meet with the applicant, not later than 100 days after
the receipt of an application that has been filed as complete
under subsection (c) of this section, to discuss the review
status of the application. _

(ii) The Secretary shall, in writing and prior to the meeting,
provide to the applicant a description of any deficiencies in the
application that, at that point, have been identified by the
Secretary based on an interim review of the entire application
and identify the information that is required to correct those
deficiencies.

(iii) The Secretary shall notify the applicant promptly of—
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any particular and was not corrected within a reasonable
time after receipt of written notice from the Secretary
specifying the matter complained of. Any order under this
subsection shall state the findings upon which it is based.
The Secretary may withdraw the approval of an
application submitted under this section, or suspend the
approval of such an application, as pfovided under this
subsection, without first ordering the applicant to submit
an assessment of the approved risk evaluation and
mitigation strategy for the drug under section 505(g)(2)(D)
of this title.

(1) any additional deficiency identified in the
application, or ,

(1) any additional information required to achieve
completion of the review and final action on the
application,

that was not described as a deficiency in the written
description provided by the Secretary under clause (ii).

(B) The Secretary and the applicant may, by mutual consent,
establish a different schedule for a meeting required under this
paragraph.

(4) An applicant whose application has been denied
approval may, by petition filed on or before the thirtieth day
after the date upon which he receives notice of such denial,
obtain review thereof in accordance with either paragraph (1) -
or (2) of subsection (g) of this section, and any interested
person may obtain réview, in accordance with paragraph (1) or
(2) of subsection (g) of this section, of an order of the Secretary
approving an application. _

(5)_In order to provide for more effective treatment or
diagnosis of life-threatening or irreversibly debilitating human
diseases or conditions, the Secretary shall provide review

priority for devices—
' (A) representing breakthrough technologies,
(B) for which no approved alternatives exist,
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approved alternatives, or
(D) the availability of which is in the best interest Qf
the patients.

(6)(A)(i) A supplemental application shall be required for any
change to a device subject to an approved application under
this subsection that affects safety or effectiveness, unless such
changeis a modification in a manufacturing procedure or
method of manufacturing and the holder of the approved
application submits a written notice to the Secretary that
describes in detail the change, summarizes the data or .
information supporting the change, and informs the Secretary
that the change has been made under the requirements of
section 520(f) of this title. v

(i) The holder of an approved application who submits a
notice under clause (i) with respect to a manufacturing change
of a device may distribute the device 30 days after the date on
which the Secretary receives the notice, unless the Secretary
within such 30-day period notifies the holder that the notice is
not adequate and describes such further information or action
that is required for acceptance of such change. If the Secretary
notifies the holder that a supplemental application is required,
the Secretary shall review the supplement within 135 days after
-_ the receipt of the supplement. The time used by the Secretary
to review the notice of the manufacturing change shall be

deducted from the 135-day review period if the notice meets




appropriate content requirements for premarket approval
supplements.

(B)(i) Subject to clause (ji), in reviewing a supplement to an
approved application, for an incremental change to the design
of a device that affects safety or effectiveness, the Secretary
shall approve such supplement if—

() nonclinical data demonstrate that the design
modification creates the intended additional capacity,
function, or performance of the device; and

(I clinical data from the approved application‘ and

any supplement to the approved application provide a
reasonable assurance of safety and effectiveness for
the changed device.

(i) The Sécretary may require, when necessary, additional ’
clinical data to evaluate the design modification of the device to
provide a reasonable assurance of safety and effectiveness.

(e) Withdrawal and temporary suspension of approval of
application | ' '

(1) The Secretary shall, upon obtaining, where appropriate,
advice on scientific matters from a panel or panels under
section 513 of this title, and after due notice and opportunity for
informal hearing to the holder of an approved application for a
device,_issue an order withdrawing approval of the application
if the Secretary finds— '

 (A) that such device is unsafe or ineffective under
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the conditions of use prescribed, recommended, or
suggested in the labeling thereof;

(B) on the basis of new information before him with
respect to such device, evaluated together with the
evidence available to him when the application was
approved, that there is a lack of a showing of
reasonable assurance that the device is safe or
effective under the conditions of use prescribed,
recommended, or suggested in the labeling thereof;

(C) that the application contained or was
accompanied by an untrue statement of a material
fact; ' ,

(D) that the applicant (i) has failed to establish a
system for maintaining records, or has repeatedly or
deliberately failed to maintain records or to make -
reports, required by an applicable regulation under
section 519(a) of this title, (ii) has refused to permit
access to, or cbpying or verification of, such records
as required by section 704 of this title, or (iii) has not
complied with the requirements of section 510 of this
title; | o

(E) on the basis of new information before him with
respect to such device, evaluated together with the
evidence before him when the application was
approved, that the methods used in, or the facilities
and controls used for, the manufacture, processing,
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packing, or installation of such device do not conform
with the requirements of section 520(f) of this title and |.
were not brought into conformity with such
requirements within a reasonable time after receipt of
written notice from the Secretary of nonconformity;

(F) on the basis of new information before him,
evaluated together with the evidence before him when
the application was approved, that the labeling of
such device, based on a fair evaluation of all material |
facts, is false or misieading in any particular and was
not corrected within a reasonable time after receipt of
written notice from the Secretary of such fact; or -

(G) on the basis of new information before him,
evaluated together with the evidence before him when
the application was approved, that such device is not
shown to conform in all respects to a performance
standard which is in effect under section 514 of this
title compliance with which was a condition to

. approval of the application and that there is a lack of
adequate information to justify the deviation from such
standard.

(2) The holder of an application subject to an order issued
under paragraph (1) withdrawing approval of the application
may, by petition filed on or before the thirtieth day after the date
upon which he receives notice of such withdrawal, obtain




review thereof in accordance with either paragraph (1) or (2) of

subsection (g) of this section. '
(3) If, after prbviding an opportunity for an informal hearing,

the Secretary determines there is reasonable probability that

the continuation of distribution of a device under an approved

application would cause serious, adverse health

consequences or death, the Secretary shall by order

temporarily suspend the approval of the application approved

under this section. If the Secretary issues such an order, the

Secretary shall proceed expeditiously under paragraph (1) to

withdraw such application.

(()~(9) B

Sec 514 (Performance Standards)

(a) Reasonable assurance of safe and effective
performance; periodic evaluation

(1) The special controls required by section 513(a)(1i)(B) of
this title shall include performance standards for a class |l
device if the Secretary determines that a performance standard
is necessary to provide reasonable assurance of the safety and
effectiveness of the device. A class Ill device may also be
considered a class Il device for purposes of establishing a

' standard for the device under subsection (b) of this section if

the device has been reclassified as a class Il device under a
regulation under section 513(e) of this title but such regulation
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provides that the reclassification is not to take effect until the
effective date of such a standard for the device. _
(2) A performance standard established under subsection (b)
of this section for a device— '
| (A) shall include provisions to provide reasonable
assurance of its safe and effective performance;
~ (B) shall, where necessary to providé reasonable
assurance of its safe and effective performance, include—

(i) provisions respecting the construction, components,
ingredients, and properties of the device and its
‘compatibility with power systems and connections to such
systems, _

(ii) provisions for the testing (on a sample basis or, if-
necessary, on an individual basis) of the device or, if it is
determined that no other more practicable means are
available to the Secretary to assure the conformity of the
device to the standard, provisions for the testing (on a
sample basis or, if necessary, on an individual basis) by
the Secretary or by another pekson at the direction of the
Secretary, | ' .

(iii) provisions for the measurement of the performance
characteristics of the device, _

(iv) provisions requiring that the results of each or of
certain of the tests of the device required to be made
under clause (ii) show that the device is in conformity with

-21.
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required, and
(v) a provision requiring that the sale and distribution of

the device be restricted but only to the extent that the sale

and distribution of a device may be restricted under a

regulation under section 520(e) of this title; and

(C) shall, where appropriate, require the use and prescribe
the form and content of labeling for the proper installation,
maintenance, operation, and use of the device.

(3) The Secretary shall provide for periodic evaluation of
performance standards established under subsection (b) of this

section to determine if such standards should be changed to
reflect new medical, scientific, or other technological data.

(4) In carrying out his duties under this subsection and
subsection (b) of this section, the Secretary shall, to the
maximum extent practicable—

(A) use personnel, facilities, and other technical support
available in other Federal agencies,

(B) consult with other Federal agencies concerned with
standard-setting and other nationally or interhationally
recognized standard-setting entities, and

(C) invite appropriate participation, through joint or other
conferences, workshops, or other means, by informed
'persons representative of scientific, professional, industry, or
consumer organizations who in his judgme'nt can make a
significant contribution.
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(b) Establishment of a standard

(1)(A) The Secretary shall publish in the Federal Register a
notice of proposed rulemaking for the establishment,
amendment, or revocation of any performance standard for a

(B) A notice of proposed rulemaking for the establishment or
amendment of a performance standard for a device shall—

(i) set forth a finding with supporting justification that the
performance standard is appropriate and necessary to
provide reasonable assurance of the safety and

effectiveness of the device,

(ii) set forth proposed findings with respect to the risk of
illness or injury that the performance standard is intended to
reduce or eliminate, '

(i) invite interested persons to submit to the Secretary,
within 30 days of the publication of the notice, requests for
changes in the classification of the device pursuant to
section 513(e) of this title based on new information relevant

| ' | - to the classification, and

| (iv) invite interested persons to submit an existing
performance standard for the device, including a draft or
proposed performance standard, for consideration by the
Secretary.

(C) A notice of proposed rulemaking for the revocation of a
performance standard shall set forth a finding with supporting




justification that the performance standard is no longer
necessary to provide reasonable assurance of the safety and
effectiveness of a device.

(D) The Secretary shall provide for a comment period of not
less than 60 days. ‘

'~ (2) If, after publication of a notice in accordance with
paragraph (1), the Secretary receives a request for a change in
the classification of the device, the Secretary shall, within 60
days of the publication of the notice, after consultation with the
appropriate panel under section 513 of this title, either.deny the
request or give notice of an intent to initiate such change under
section 513(e) of this title.

~ (3)(A) Atfter the expiration of the period for comment on a
notice of proposed rulemaking published under paragraph (1)
respecting a performance standard and after consideration of
such comments and any report from an advisory committee
under paragraph (5), the Secretary shall (i) promulgate a
regulation establishing a performance standard and publish in’
the Federal Register findings on the matters referred to in
paragraph (1), or (ii) publish a notice terminating the
proceeding for the development of the standard together with
the reasons for such termination. If a notice of termination is
published, the Secretary shall (unless such notice is issued
because the device is a banned device under section 516 of
this title) initiate a proceeding under section 513(e) of this title
to reclassify the device subject to the proceeding terminated by
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such notice. ,

(B) A regulation establishing a performance standard shall
set forth the date or dates upon which the standard shall take
effect, but no such regulation may take effect before one year
after the date of its publication uniess (i) the Secretary
determines that an earlier effective date is necessary for the
profection of the public health and safety, or (ii) such standard
has been established for a device which, effective upon the
effective date of the standard, has been reclassified from class
1l to class Il. Such date or dates shall be established so as to
minimize, consistent with the public health and safety,
economic loss to, and disruption or dislocation of, domestic
and international trade. .

(4)(A) The Secretary, upon his own initiative or upon petition
of an interested person may by regulation, promulgated in
accordance with the requirements of paragraphs (1), (2), and
(3)(B) of this subsection, amend or revoke a performance
standard. "
~ (B) The Secretary may declare a proposed amendment of a
performance standard to be effective on and after its
publication in the Federal Register and until the effective date

-of any final action taken on such amendment if he determines

that making it so effective is in the public interest. A proposed
amendment of a performance standard made so effective
under the_preceding'sentence may not prohibit, during the
period in which it is so effective, the introduction or delivery for
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introduction into interstate commerce of a device which
conforms to such standard without the change or changes
provided by such proposed amendment.

(5)(A) The Secretary—

(i) may on his own initiative refer a proposed regulation for
the establishment, amendment, or revocation of a
perforrhance standard, or ‘

(ii) shall, upon the request of an interested person which
demonstrates good cause for referral and which is made
before the expiration of the period for submission of
comments on such proposed regulation refer such proposed
regulation, '

- to an advisory committee of experts, established pursuant to
subparagraph (B), for a report and recommendation with
respect to any matter involved in the proposed regulation which
requires the exercise of scientific judgment. If a proposed
regulation is referred under this subparagraph to an advisory -
committee, the Secretary shall provide the advisory committee
with the data and information on which such proposed
regulation is based. The advisory committee shall, within sixty -
days of the referral of a proposed regulation and after '
independent study of the data and information furnished to it by
the Secretary and other data and information before it, submit
to the Secretary a report and recommendation respecting such
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and a statement of the reason or basis for the
recommendation. A copy of such report and recommendation A
shall be made public by the Secretary. '
(B) The Secretary shall establish advisory committees
(which may not be panels under section 513 of this title) to
receive referrals under subparagraph (A). The Secretary shall
appoint as members of any such advisory committee persons
qualified in the subject matter to be referred to the committee
and of appropriately diversified professional background,
except that the Secretary may not appoint to such a committee
any individual who is in the regular full-time employ of the
United States and engaged in the administration of this |
chapter. Each such committee shall include as nonvoting
members a representative of consumer interests and a
representative of interests of the device manufacturing
industry. Members of an advisory committee who are not
officers or employees of the United States, while éttending :
conferences or meetings of their committee or otherwise

| serving at the request of the Secretary, shall be entitled to

receive compensation at rates to be fixed by the Secretary,

| which rates may not exceed the daily equivalent of the rate in

effect for grade GS—18 of the General Schedule, for each day
(including traveltime) they are so engaged; and while so '
serving away from their homes or regular places of business
each member may be allowed travel expenses, including per
diem in lieu of subsistence, as authorized by section 5703 of

97




title 5 for persons in the Government service employed
intermittently. The Secretary shall designate one of the
members of each advisory committee to serve as chairman
thereof. The Secretary shall furnish each advisory committee
with clerical and other assistance, and shall by regulation
prescribe the procedures to be followed by each such
committee in acting on referrals made under subparagraph (A). |

(c) Recognition of standard
(1)(A) In addition to establishing a performance standard

‘| under this section, the Secretary shall, by publication in the

Federal Register, recognize all or part of an appropriate
standard established by a nationally or internationally
recognized standard development organization for which a
person may submit a declaration of conformity in order to meet |
a premarket submission requirement or other requirement
under this chapter to which such standard is applicable.

(B) If a person elects to use a standard recognized by the
Secretary under subparagraph (A) to meet the requirements
described in such subparagraph, the person shall provide a
declaration of conformity to the Secretary that certifies that the

| device is in conformity with such standard. A person may elect

to use data, or information, other than data required by a
standard recognized under subparagraph (A) to meet any
requirement regarding devices under this chapter.

(2) The Secretary may withdraw such recbgnition of a
standard through publication of a notice in the Federal Register |
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if the Secretary-determines that the standard is no longer
appropriate for meeting a requirement regarding devices under

- | this chapter.

(3)(A) Subject to subparagraph (B), the Secretary shall
accept a declaration of conformity that a device is in conformity
with a standard recognized under paragraph (1) unless the
Secretary finds— ‘

(i) that the data or information submitted to support such
declaration does not demonstrate that the device is in
conformity with the standard identified in the declaration of ‘
conformity; or | '

(ii) that the standard identified in the declaration of
conformity is not applicable to the particular device under
review. |

(B) The Secretary may request, at any time, the data or
information relied on by the persbn to make a declaration of
conformity with respect to a standard recognized under |
paragraph (1). | .

(C) A person making a declaration of conformity with respect
to a standard recognized under paragraph (1) shall maintain
the data and information demonstrating conformity of the
device to the standard for a period of two years after the date of
the classification or approval of the device by the Secretary or
a period equal to the expected design life of the device, ‘
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H #H Medicinal Products Act Medical Devices Act
(Arzneimittelgesetz DIRBAT R & Y ) (Medizinproduktegesetz DIRBUFFERAR L V)
KAk - BROEERKE. FEFOHBERTERSAGINEG S LY | - EREBRIC. AU UHOMMEBRICEEN I ELREHR~DOBEEHEEE
(Section 21 ) ' - 3R (Section 7) ,
- EEROMERTE. BHAUBICLIIBETORKBEZTLET | -BEOEESRBCEAL. ZOEEBSSENAMIWEEZEETD
hiEh S 4Ly (Section 25(1)) Bix. BEOBEICHEETAL0O LA ENS (Section 8)
- BB AIEE TEAEA L LT, HEEENTER., 512 | ' CET—Y1. ERMIERICHE > TERBSRICEDLhRTAEL S 4
BEATHOATLEL, KEIEKRSATUVEVELSRE Ly (Section 9)
(Section 25(2))
lﬁ. X Section 21 (Obligation to obtain a marketing authorization) | Section 7 (Essential requirements)

(1) Einished medicinal products which are medicinal products

as defined in Section 2 sub-section 1 or sub-section 2 number
1, may only be placed on the market within the purview of the

present Act, if they have been authorised by the competent
higher federal authority or if the Commission of the European
Communities or the Council of the European Union has granted
an authorisation for them to be placed on the market pursuant
to Article 3 paragraph 1 or 2 of Regulation (EC) No. 726/2004 of
the European Parliament and of the Council of 31st March
2004 laying down Community procedures for the authorisation

and supervision of medicinal products for human and veterinary
use and establishing a European Medicines Agency (OJ EC
No. L 136, p. 1), also in conjunction with Regulation (EC) No.

(1) The essential requirements for active implantable medical
devices, are the requirements contained in Annex 1 to Council
Directive 90/385/EEC of 20t June 1990 on the approximation
of the laws of the Member States relating to active implantable
medical devices (OJ L189 of 20.7.1990, p. 17), last amended by
Article 1 of Directive 2007/47/EC (OJ L 247 of 21.9.2007, p. 21), for
in vitro diagnostic medical devices the requirements contained in
Annex | to Directive 98/79/EC and, for other medical devices, the
requirements contained in Annex | to Council Directive 93/42/EEC of
14n June 1993 on medical devices (OJ L 169 of 12.7.1993, p. 1), last
amended by Article 2 of Directive 2007/47/EC (OJ L 247 of
21.9.2007, p. 21), in the valid version in each case.

(LT, B
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1901/2006 of the European Parliament and of the Council of
12w December 2006 on medicinal products for paediatric use
and amending Regulation (EEC) No. 1768/92, Directive
2001/20/EC, Directive 2001/83/EC and Regulation (EC) No.
726/2004 (OJ L 378 of 27t December 2006, p.1) or Regulation
(EC) No. 1394/2007. The same shall apply to medicinal
products which are not finished medicinal products and which
are intended for administration to animalé, provided they are
not intended for distribution to pharmaceutical entrepreneurs
holding an authorisation for the manufacture of medicinal
products.

(LAF. ¥)

Section 25 (Decision on marketing authorization)
(1) The marketing authorisation, together with a marketing
authorisation number,_shall be issued in writing by the

competent higher federal authority. The marketing authorisation

shall only be applicable to the medicinal product specified in the
marketing authorisation notice and, in the case of medicinal

'| products manufactured according to homeopathic

manufacturing procedures, it shall also apply to the degree of
dilution mentioned in results published pursuant to Section 25
sub-section 7 sentence 1 of the version in force prior to 17w
August 1994 and specified in the marketing authorisation
notice. '

(2) The competent higher federal authority may only refuse to

Section 8 (Harmonised standards, common technical
specifications)

(1) If medical devices conform fo harmonised standards or
equivalent European Pharmacopoeia monographs or common
technical specifications relating to the specific medical device, it shall

be presumed in this respect that they conform to the provisions

contained in the present Act.
(LATF. B '

Section 9 (The CE marking)

(1)_The CE marking shall be used for active implantable medical
devices according to the stipulations contained in Annex 9 to
Directive 90/385/EEC, for in vitro diagnostic medical devices
according to Annex X to Directive 98/79/EC, and for the other
medical devices according to Annex XII to Directive 93/42/EEC.

Marks and inscriptions which are likely to mislead third parties with
regard to the meaning or graphic design of the CE marking may not
be used. All other marks may be affixed to the medical device, the
packaging or the instructions for use provided that the visibility,
legibility and significance of the CE marking are not reduced as a
resuilt. '
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grant the marketing authorisation

if:
1.

the documents submitted, including such documents as are
to be submitted pursuant to a regulation of the European
Commﬁnity, are incomplete, o

the medicinal product has not been sufficiently tested in

accordance with the confirmed state of scientific knowledge
or the other scientific information material referred to in
Section 22 sub-section 3 does not correspond to the
confirmed state of scientific knowledge,

the medicinal product does not show appropriate quality in
accordance with recognized pharmaceutical rules,

the therapeutic efficacy attributed to the medicinal product

by the applicant is lacking or is insufficiently substantiated
by the applicant in accordance with the confirmed state of

scientific knowledge,

5. the benefit/risk profile is unfavourable

5a. in the case of a medicinal product containing more than one

active substance,_insufficient grounds are provided to

demonstrate that each active substance contributes towards
a positive assessment of the medicinal product, whereby
the special features of the particular medicinal product
should be considered in a risk evaluation,

6. the stated withdrawal period is not long enough,

6a. in the case of medicated pre-mixes, the test methods used

for the qualitative and quantitative detection of the active




substances in the medicated feedstuffs cannot be routinely
conducted

6b. the medicinal product is intended for use in food-producing
animals and contains a pharmacologically active constituent.
not listed in Annex I, Il or Il of Regulation (EEC)
No0.2377/90, _

7. the marketing of the medicinal product or its administration to
animals would violate legal requlations or a requlation or
directive issued or a décision adopted by the Council or the
Commission of the European Communities,

8. (deleted) )

The marketing authorisation may not be refused pursuant to
sentence 1 number 4, because therapeutic results have been
achieved in only a limited number of cases. Therapeutic '
efficacy is lacking if the applicant fails to prove, according to the
confirmed étate of scientific knowledge at the time, that a
therapeutic effect can be produced with the medicinal product.
Medical experience in the particular therapeutic field shall be
considered. Pursuant to sentence 1 number 6b, the marketing
authorisation may be refused if the medicinal product is
intended for the treatment of individual equidae to which the
conditions referred to in Article 6 paragraph 3 of Directive
2001/82/EC apply and if it fuifils the other conditions in Article 6
paragraph 3 of Directive 2001/82/EC.

(LT, B
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LMK AFSSAPS I2 &k - THA Sh 548, XiZfhd EU mBEEOHRH
5. RERMBFREBERLEFICE >TITbN 3,

Article L5121-8 ‘

Toute spécialité pharmaceutique ou tout autre médicament
fabriqué industriellement ou selon une méthode dans laquelle
intervient un processus‘ industriel ainsi que tout générateur,
trousse ou précurseur qui.ne fait pas I'objet d'une autorisation de
mise sur le marché délivrée par I'Union européenne en application
du reglement (CE) n° 726 / 2004 du Parlement européen et du
Conseil, du 31 mars 2004, établissant des procédures

communautaires pour ['autorisation et la surveillance en ce qui

concerne les médicaments a usage humain et a usage vétérinaire,
vet instituant une Agence européenne des médicaments doit faire
I'objet, avant sa mise sur le marché ou sa distribution 3 titre gratuit,
d'une autorisation de mise sur le marché délivrée par I'Agence

francaise de sécurité sanitaire des produits de santé.L'autorisation

peut étre assortie de conditions appropriées.

Article L5211-3

Les dispositifs médicaux ne peuvent étre importés, mis sur le marché,

mis en service ou utilisés, s'ils n'ont recu, au préalable, un certificat

attestant leurs performances ainsi que leur conformité a des exigences

essentielles concernant la sécurité et la santé des patients, des

utilisateurs et des tiers.

La certification de conformité est établie, selon la classe dont reléve le

dispositif, soit par le fabricant lui-méme, soit par un organisme désigné

a cet effet par 'Agence francaise de sécurité sanitaire des produit_s de
santé ou par l'autorité compétente d'un autre Etat membre de I'Union

européenne ou partie & I'accord sur I'Espace économigue européen.

(BAF. )

-1-




Une autorisation de mise sur le marché ne peut étre délivrée qu'a
un demandeur établi dans un Etat membre de I'Union européenne

ou partie & l'accord sur I'Espace économique européen.

L’autorisation est delivree pour une duree de cing ans et peut

ensuite etre renouvelee, les cas echeant, .... (LLF. &)
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(HEBRFEFIEELY) (BEBAFERIESY)

RA b CEERREETE5ETEEE. KFABEALRY (51t | - EREBBHELTESLTHER. FARENLRELOHTESE
R) #/LETAIELE SR, BHhIEE 570 (Article 6)
EXRUEENVEINEEZROBERZTESLTEEEIC | - AEADQYRINEBRTEILOEREBROFRESELRELIES
(&, EERFTEELXKDARENCH/AIN, ERICHVEERT | THLER-BEICSZIIEENFLAELRMERICE. HFUEXSKBEE
HIBEEEEBH L THIZR DL, HMZLiz5x2bhd

(Article 31) %huﬂd)f%‘a‘l:m; HEHFRITRBECEICEZ 5N S (Aticle 6)
ERBRICONT, BRAOEHE., ME - BiE. HBRNE. X7 E. B
REBICETIEELRDDLIENTES (Article 19)
B X Article 31 Article 6

(1) A person who intends to engage in business of manufacturing

(1)_A person who intends to run a business manufacturing medical

devices shall obtain a permit for the manufacturing business from the

drugs shall obtain a license from the Commissioner of the Korea

Food and Drug Administration, as prescribed by Ordinance of the

Ministry of Health and Welfare, after being equipped with
necessary facilities pursuant to the standards for facilities
prescribed by Presidential Decree.

(2) In cases where a manufacturer under paragraph (1) intends to

sell drugs manufactured (including cases of entrusting another

' manufacturer with manufacture), he/she shall obtain product

approval of manufacture and sale (hereinafier referred to as

"product approval”) from the Commissioner of the Korea Food and

Commissioner of the Korea Food and Drug Administration for each
factory: (LIF. E&) ,

(2) A person who has manufacturing business permit obtained under
the main sentence of paragraph (1) (hereinafter referred to as
"manufacturer”) shall obtain a manufacturing permit or file a

manufacturing report in accordance with the following to classifications

with respect to the medical devices that he/she intends to manufacture:
1. For medical devices specified and publicly notified by the

Commissioner of the Korea Food and Drug Administration as those
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Drug Administration or submit a product report of

manufacture and sale (hereinafter referred to as "product report"),

as prescribed by Ordinance of the Ministry of Health and Welfare.
(LT, B

that are almost unlikely to pose any risk to life or health even by a failure
or malfunction because they pose negligible risks to human bodies: To_
obtain a permit for manufacturing or file a report on manufacturing item

cateqory by item category
2. For any medical devices, other than those under subparagraph 1: To
obtain a manufacturing permit or file a report on _manufacturing item by

item.

(LT, B

Article 19 (Standard Specifications)
As for a Medical device for which the Commissioner of the Korea
Food and Drug Administration deems it necessary to establish

standards for the quality of the medical device, he/she may establish
standard specifications for such a medical devices, including the

scope of application, the shape or structure, testing specifications, and
labelling




EAEICETEER - ERSSERHICRRNLEX
EE&H EfmE
H A EXLKEEE ERgSEEEEEM
Drug Administration Law of the People's Republic of China Regulations for the Supervision and Administration of Medical Devices
[ (hEBRFHEERR) ] [ (P EBRAFIERR) :l
R4 B - EHEROERARFHABAIIEEOERKERICHE - ERERERESEL. EELETAEAESEL x355R)
4 - AR - DREFESEOTOEERRABALZOTKE | (Aticle 5) |
BAOEXREEICEE (Aricle 5) ’ FBIEEERBBOREICOTHAOERETS
- ERRHERREE - BAR - hREFEEOHOEREMRH (%O 5RI2kY BRERT HRANRE )
HAAI-RRERIT, EXRMBEERIEHAIEESEL, (Article 8)
(Article 7) HEShIERBBEEREEE-EEMBRELB SR TNIELS
FEXBEREEHBETROONTWIERGOEEEIES BU, EREEZ, FEYFH & SFDA OXFE T, BFIHE%E(E SFDA T
FOEEMBHBFEADEZEZTHTNIEESHEL (Aticle 31) | KE (Article 15)
B X |Aticle5 | Article 5

The drug regulatory department under the State Council shall
be responsible for drug administration nationwide, The relevant

departments under the State Council shall be responsible for the
related administrative work within the limits of their duties.

The drug regulatory departments of the people’s governments of

provinces, autonomous regions. and municipalities directly under
the Central Government shall be responsible for drug requlation in

their administrative areas. The relevant departments of the said

people’s governments shall be responsible for the related

regulatory work within the limits of their duties.

The State shall classify medical devices and administer them based

on this classification

Class | Medical Devices are those for which safety and effectiveness
can be ensured through routine administration;

Class Il Medical Devices are those for which further control is required
to ensure their safety and effectiveness |

Class lil Medical Devices are those which are implanted into the human
body, or used for life support or sustenance, or pose potential risk to the
human body and thus most be strictly controlled in respect to safety and

effectiveness.
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The drug regulatory department under the State Council shall
cooperate with the competent departments for comprehensive
economic administration under the State Council in implementing
pharmaceutical development programs and policies formulated by
the State for the pharmaceutical industry.

Article 7
The establishment of a drug manufacturer shall be subject to

Article 8
The State shall implement a product registration system for the

manufacturing of medical devices.

Class | medical devices shall be inspected, approved and granted with a

registration certificate by the drug regulatory authority of government of
the municipalities consisting of districts.

Class Il medical devices shall be inspected, approved and granted with
registration certificates by the drug regulatory authorities of provinces,

autonomous regions and municipalitires directly under the central

approval by the Idcal drug regulatory department of the people's

government.

government of the province, autonomous region or municip ality
directly under the Central Government and be granted the Drug

Manufacturing Certificate, and, with the certificate, the
manufacturer shall be registered with the administrative
department for industry and commerce. No one may manufacturer
drugs without the certificate.

(LLF. B&)

Article 31

Production of a new drug or drug admitted by national drug
standards shall be subject to approval by the drug regulatory

department under the State Council, and a drug approval number

shall be issued for it, which the exception of the Chinese crude
drugs and the prepared slices of Chinese crude drugs which
where no control by approval number is exercised. The list of the

Class lll medical devices shall be inspected, approved and granted with
registration certificates by the drug regulatory authority directly under
the State Council.

Article 15
Medical devices manufactured shall meet the national standard, or

professional standards when there are no relevant national standards

available. National Standards of medical devices shall be formulated
jointly by the standardization authority and the drug regulatory authority
under the State Council. Professional standards of medical devices
shall be formulated by the drug regulatory authority under the State
Council.

Chinese crude drugs and the prepared slices of the Chinese crude
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drugs to be controlied by the approval number shali be complied
by the drug regulatory departiment under the State Council, in
conjunction with the administrative department for traditional
Chinese medicines under the State Council. A drug manufacturer
may produce the drug only after an approval number is granted to
it.






