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of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360b(b)(2)], the Secretary of Health and Human Services 

may not approve an abbreviated application submitted 

under such section for a new animal drug which is pri-

marily manufactured using recombinant DNA, recom-

binant RNA, hybridoma technology, or other processes 

involving site specific genetic manipulation tech-

niques.’’ 

§ 360c. Classification of devices intended for 
human use 

(a) Classes of devices 

(1) There are established the following classes 
of devices intended for human use: 

(A) CLASS I, GENERAL CONTROLS.— 
(i) A device for which the controls author-

ized by or under section 351, 352, 360, 360f, 
360h, 360i, or 360j of this title or any combi-
nation of such sections are sufficient to pro-
vide reasonable assurance of the safety and 
effectiveness of the device. 

(ii) A device for which insufficient infor-
mation exists to determine that the controls 
referred to in clause (i) are sufficient to pro-
vide reasonable assurance of the safety and 
effectiveness of the device or to establish 
special controls to provide such assurance, 
but because it— 

(I) is not purported or represented to be 
for a use in supporting or sustaining 
human life or for a use which is of substan-
tial importance in preventing impairment 
of human health, and 

(II) does not present a potential unrea-
sonable risk of illness or injury, 

is to be regulated by the controls referred to 
in clause (i). 

(B) CLASS II, SPECIAL CONTROLS.—A device 
which cannot be classified as a class I device 
because the general controls by themselves 
are insufficient to provide reasonable assur-
ance of the safety and effectiveness of the de-
vice, and for which there is sufficient informa-
tion to establish special controls to provide 
such assurance, including the promulgation of 
performance standards, postmarket surveil-
lance, patient registries, development and dis-
semination of guidelines (including guidelines 
for the submission of clinical data in pre-
market notification submissions in accordance 
with section 360(k) of this title), recommenda-
tions, and other appropriate actions as the 
Secretary deems necessary to provide such as-
surance. For a device that is purported or rep-
resented to be for a use in supporting or sus-
taining human life, the Secretary shall exam-
ine and identify the special controls, if any, 
that are necessary to provide adequate assur-
ance of safety and effectiveness and describe 
how such controls provide such assurance. 

(C) CLASS III, PREMARKET APPROVAL.—A de-
vice which because— 

(i) it (I) cannot be classified as a class I de-
vice because insufficient information exists 
to determine that the application of general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device, and (II) cannot be classified as a 
class II device because insufficient informa-
tion exists to determine that the special 

controls described in subparagraph (B) would 
provide reasonable assurance of its safety 
and effectiveness, and 

(ii)(I) is purported or represented to be for 
a use in supporting or sustaining human life 
or for a use which is of substantial impor-
tance in preventing impairment of human 
health, or 

(II) presents a potential unreasonable risk 
of illness or injury, 

is to be subject, in accordance with section 
360e of this title, to premarket approval to 
provide reasonable assurance of its safety and 
effectiveness. 

If there is not sufficient information to estab-
lish a performance standard for a device to pro-
vide reasonable assurance of its safety and effec-
tiveness, the Secretary may conduct such ac-
tivities as may be necessary to develop or obtain 
such information. 

(2) For purposes of this section and sections 
360d and 360e of this title, the safety and effec-
tiveness of a device are to be determined— 

(A) with respect to the persons for whose use 
the device is represented or intended, 

(B) with respect to the conditions of use pre-
scribed, recommended, or suggested in the la-
beling of the device, and 

(C) weighing any probable benefit to health 
from the use of the device against any prob-
able risk of injury or illness from such use. 

(3)(A) Except as authorized by subparagraph 
(B), the effectiveness of a device is, for purposes 
of this section and sections 360d and 360e of this 
title, to be determined, in accordance with regu-
lations promulgated by the Secretary, on the 
basis of well-controlled investigations, including 
1 or more clinical investigations where appro-
priate, by experts qualified by training and ex-
perience to evaluate the effectiveness of the de-
vice, from which investigations it can fairly and 
responsibly be concluded by qualified experts 
that the device will have the effect it purports 
or is represented to have under the conditions of 
use prescribed, recommended, or suggested in 
the labeling of the device. 

(B) If the Secretary determines that there ex-
ists valid scientific evidence (other than evi-
dence derived from investigations described in 
subparagraph (A))— 

(i) which is sufficient to determine the effec-
tiveness of a device, and 

(ii) from which it can fairly and responsibly 
be concluded by qualified experts that the de-
vice will have the effect it purports or is rep-
resented to have under the conditions of use 
prescribed, recommended, or suggested in the 
labeling of the device, 

then, for purposes of this section and sections 
360d and 360e of this title, the Secretary may au-
thorize the effectiveness of the device to be de-
termined on the basis of such evidence. 

(C) In making a determination of a reasonable 
assurance of the effectiveness of a device for 
which an application under section 360e of this 
title has been submitted, the Secretary shall 
consider whether the extent of data that other-
wise would be required for approval of the appli-
cation with respect to effectiveness can be re-
duced through reliance on postmarket controls. 
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(D)(i) The Secretary, upon the written request 
of any person intending to submit an applica-
tion under section 360e of this title, shall meet 
with such person to determine the type of valid 
scientific evidence (within the meaning of sub-
paragraphs (A) and (B)) that will be necessary to 
demonstrate for purposes of approval of an ap-
plication the effectiveness of a device for the 
conditions of use proposed by such person. The 
written request shall include a detailed descrip-
tion of the device, a detailed description of the 
proposed conditions of use of the device, a pro-
posed plan for determining whether there is a 
reasonable assurance of effectiveness, and, if 
available, information regarding the expected 
performance from the device. Within 30 days 
after such meeting, the Secretary shall specify 
in writing the type of valid scientific evidence 
that will provide a reasonable assurance that a 
device is effective under the conditions of use 
proposed by such person. 

(ii) Any clinical data, including one or more 
well-controlled investigations, specified in writ-
ing by the Secretary for demonstrating a rea-
sonable assurance of device effectiveness shall 
be specified as result of a determination by the 
Secretary that such data are necessary to estab-
lish device effectiveness. The Secretary shall 
consider, in consultation with the applicant, the 
least burdensome appropriate means of evaluat-
ing device effectiveness that would have a rea-
sonable likelihood of resulting in approval. 

(iii) For purposes of clause (ii), the term ‘‘nec-
essary’’ means the minimum required informa-
tion that would support a determination by the 
Secretary that an application provides reason-
able assurance of the effectiveness of the device. 

(iv) Nothing in this subparagraph shall alter 
the criteria for evaluating an application for 
premarket approval of a device. 

(v) The determination of the Secretary with 
respect to the specification of valid scientific 
evidence under clauses (i) and (ii) shall be bind-
ing upon the Secretary, unless such determina-
tion by the Secretary could be contrary to the 
public health. 

(b) Classification panels 

(1) For purposes of— 
(A) determining which devices intended for 

human use should be subject to the require-
ments of general controls, performance stand-
ards, or premarket approval, and 

(B) providing notice to the manufacturers 
and importers of such devices to enable them 
to prepare for the application of such require-
ments to devices manufactured or imported by 
them, 

the Secretary shall classify all such devices 
(other than devices classified by subsection (f) of 
this section) into the classes established by sub-
section (a) of this section. For the purpose of se-
curing recommendations with respect to the 
classification of devices, the Secretary shall es-
tablish panels of experts or use panels of experts 
established before May 28, 1976, or both. Section 
14 of the Federal Advisory Committee Act shall 
not apply to the duration of a panel established 
under this paragraph. 

(2) The Secretary shall appoint to each panel 
established under paragraph (1) persons who are 

qualified by training and experience to evaluate 
the safety and effectiveness of the devices to be 
referred to the panel and who, to the extent fea-
sible, possess skill in the use of, or experience in 
the development, manufacture, or utilization of, 
such devices. The Secretary shall make appoint-
ments to each panel so that each panel shall 
consist of members with adequately diversified 
expertise in such fields as clinical and adminis-
trative medicine, engineering, biological and 
physical sciences, and other related professions. 
In addition, each panel shall include as non-
voting members a representative of consumer 
interests and a representative of interests of the 
device manufacturing industry. Scientific, 
trade, and consumer organizations shall be af-
forded an opportunity to nominate individuals 
for appointment to the panels. No individual 
who is in the regular full-time employ of the 
United States and engaged in the administra-
tion of this chapter may be a member of any 
panel. The Secretary shall designate one of the 
members of each panel to serve as chairman 
thereof. 

(3) Panel members (other than officers or em-
ployees of the United States), while attending 
meetings or conferences of a panel or otherwise 
engaged in its business, shall be entitled to re-
ceive compensation at rates to be fixed by the 
Secretary, but not at rates exceeding the daily 
equivalent of the rate in effect for grade GS–18 
of the General Schedule, for each day so en-
gaged, including traveltime; and while so serv-
ing away from their homes or regular places of 
business each member may be allowed travel ex-
penses (including per diem in lieu of subsist-
ence) as authorized by section 5703 of title 5, for 
persons in the Government service employed 
intermittently. 

(4) The Secretary shall furnish each panel with 
adequate clerical and other necessary assist-
ance. 

(5) Classification panels covering each type of 
device shall be scheduled to meet at such times 
as may be appropriate for the Secretary to meet 
applicable statutory deadlines. 

(6)(A) Any person whose device is specifically 
the subject of review by a classification panel 
shall have— 

(i) the same access to data and information 
submitted to a classification panel (except for 
data and information that are not available 
for public disclosure under section 552 of title 
5) as the Secretary; 

(ii) the opportunity to submit, for review by 
a classification panel, information that is 
based on the data or information provided in 
the application submitted under section 360e 
of this title by the person, which information 
shall be submitted to the Secretary for prompt 
transmittal to the classification panel; and 

(iii) the same opportunity as the Secretary 
to participate in meetings of the panel. 

(B) Any meetings of a classification panel 
shall provide adequate time for initial presen-
tations and for response to any differing views 
by persons whose devices are specifically the 
subject of a classification panel review, and 
shall encourage free and open participation by 
all interested persons. 

(7) After receiving from a classification panel 
the conclusions and recommendations of the 
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panel on a matter that the panel has reviewed, 
the Secretary shall review the conclusions and 
recommendations, shall make a final decision 
on the matter in accordance with section 
360e(d)(2) of this title, and shall notify the af-
fected persons of the decision in writing and, if 
the decision differs from the conclusions and 
recommendations of the panel, shall include the 
reasons for the difference. 

(8) A classification panel under this subsection 
shall not be subject to the annual chartering 
and annual report requirements of the Federal 
Advisory Committee Act. 

(c) Classification panel organization and oper-
ation 

(1) The Secretary shall organize the panels ac-
cording to the various fields of clinical medicine 
and fundamental sciences in which devices in-
tended for human use are used. The Secretary 
shall refer a device to be classified under this 
section to an appropriate panel established or 
authorized to be used under subsection (b) of 
this section for its review and for its recom-
mendation respecting the classification of the 
device. The Secretary shall by regulation pre-
scribe the procedure to be followed by the panels 
in making their reviews and recommendations. 
In making their reviews of devices, the panels, 
to the maximum extent practicable, shall pro-
vide an opportunity for interested persons to 
submit data and views on the classification of 
the devices. 

(2)(A) Upon completion of a panel’s review of a 
device referred to it under paragraph (1), the 
panel shall, subject to subparagraphs (B) and 
(C), submit to the Secretary its recommendation 
for the classification of the device. Any such 
recommendation shall (i) contain (I) a summary 
of the reasons for the recommendation, (II) a 
summary of the data upon which the recom-
mendation is based, and (III) an identification of 
the risks to health (if any) presented by the de-
vice with respect to which the recommendation 
is made, and (ii) to the extent practicable, in-
clude a recommendation for the assignment of a 
priority for the application of the requirements 
of section 360d or 360e of this title to a device 
recommended to be classified in class II or class 
III. 

(B) A recommendation of a panel for the clas-
sification of a device in class I shall include a 
recommendation as to whether the device 
should be exempted from the requirements of 
section 360, 360i, or 360j(f) of this title. 

(C) In the case of a device which has been re-
ferred under paragraph (1) to a panel, and 
which— 

(i) is intended to be implanted in the human 
body or is purported or represented to be for a 
use in supporting or sustaining human life, 
and 

(ii)(I) has been introduced or delivered for 
introduction into interstate commerce for 
commercial distribution before May 28, 1976, 
or 

(II) is within a type of device which was so 
introduced or delivered before such date and is 
substantially equivalent to another device 
within that type, 

such panel shall recommend to the Secretary 
that the device be classified in class III unless 

the panel determines that classification of the 
device in such class is not necessary to provide 
reasonable assurance of its safety and effective-
ness. If a panel does not recommend that such a 
device be classified in class III, it shall in its 
recommendation to the Secretary for the classi-
fication of the device set forth the reasons for 
not recommending classification of the device in 
such class. 

(3) The panels shall submit to the Secretary 
within one year of the date funds are first appro-
priated for the implementation of this section 
their recommendations respecting all devices of 
a type introduced or delivered for introduction 
into interstate commerce for commercial dis-
tribution before May 28, 1976. 

(d) Panel recommendation; publication; prior-
ities 

(1) Upon receipt of a recommendation from a 
panel respecting a device, the Secretary shall 
publish in the Federal Register the panel’s rec-
ommendation and a proposed regulation clas-
sifying such device and shall provide interested 
persons an opportunity to submit comments on 
such recommendation and the proposed regula-
tion. After reviewing such comments, the Sec-
retary shall, subject to paragraph (2), by regula-
tion classify such device. 

(2)(A) A regulation under paragraph (1) clas-
sifying a device in class I shall prescribe which, 
if any, of the requirements of section 360, 360i, or 
360j(f) of this title shall not apply to the device. 
A regulation which makes a requirement of sec-
tion 360, 360i, or 360j(f) of this title inapplicable 
to a device shall be accompanied by a statement 
of the reasons of the Secretary for making such 
requirement inapplicable. 

(B) A device described in subsection (c)(2)(C) of 
this section shall be classified in class III unless 
the Secretary determines that classification of 
the device in such class is not necessary to pro-
vide reasonable assurance of its safety and effec-
tiveness. A proposed regulation under paragraph 
(1) classifying such a device in a class other than 
class III shall be accompanied by a full state-
ment of the reasons of the Secretary (and sup-
porting documentation and data) for not clas-
sifying such device in such class and an identi-
fication of the risks to health (if any) presented 
by such device. 

(3) In the case of devices classified in class II 
and devices classified under this subsection in 
class III and described in section 360e(b)(1) of 
this title the Secretary may establish priorities 
which, in his discretion, shall be used in apply-
ing sections 360d and 360e of this title, as appro-
priate, to such devices. 

(e) Classification changes 

(1)(A)(i) Based on new information respecting 
a device, the Secretary may, upon the initiative 
of the Secretary or upon petition of an inter-
ested person, change the classification of such 
device, and revoke, on account of the change in 
classification, any regulation or requirement in 
effect under section 360d or 360e of this title with 
respect to such device, by administrative order 
published in the Federal Register following pub-
lication of a proposed reclassification order in 
the Federal Register, a meeting of a device clas-
sification panel described in subsection (b), and 
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consideration of comments to a public docket, 
notwithstanding subchapter II of chapter 5 of 
title 5. The proposed reclassification order pub-
lished in the Federal Register shall set forth the 
proposed reclassification, and a substantive 
summary of the valid scientific evidence con-
cerning the proposed reclassification, includ-
ing— 

(I) the public health benefit of the use of the 
device, and the nature and, if known, inci-
dence of the risk of the device; 

(II) in the case of a reclassification from 
class II to class III, why general controls pur-
suant to subsection (a)(1)(A) and special con-
trols pursuant to subsection (a)(1)(B) together 
are not sufficient to provide a reasonable as-
surance of safety and effectiveness for such de-
vice; and 

(III) in the case of reclassification from class 
III to class II, why general controls pursuant 
to subsection (a)(1)(A) and special controls 
pursuant to subsection (a)(1)(B) together are 
sufficient to provide a reasonable assurance of 
safety and effectiveness for such device. 

(ii) An order under this subsection changing 
the classification of a device from class III to 
class II may provide that such classification 
shall not take effect until the effective date of 
a performance standard established under sec-
tion 360d of this title for such device. 

(B) Authority to issue such administrative 
order shall not be delegated below the Director 
of the Center for Devices and Radiological 
Health, acting in consultation with the Commis-
sioner. 

(2) By an order issued under paragraph (1), the 
Secretary may change the classification of a de-
vice from class III— 

(A) to class II if the Secretary determines 
that special controls would provide reasonable 
assurance of the safety and effectiveness of 
the device and that general controls would not 
provide reasonable assurance of the safety and 
effectiveness of the device, or 

(B) to class I if the Secretary determines 
that general controls would provide reason-
able assurance of the safety and effectiveness 
of the device. 

(f) Initial classification and reclassification of 
certain devices 

(1) Any device intended for human use which 
was not introduced or delivered for introduction 
into interstate commerce for commercial dis-
tribution before May 28, 1976, is classified in 
class III unless— 

(A) the device— 
(i) is within a type of device (I) which was 

introduced or delivered for introduction into 
interstate commerce for commercial dis-
tribution before such date and which is to be 
classified pursuant to subsection (b) of this 
section, or (II) which was not so introduced 
or delivered before such date and has been 
classified in class I or II, and 

(ii) is substantially equivalent to another 
device within such type; 

(B) the Secretary in response to a petition 
submitted under paragraph (3) has classified 
such device in class I or II; or 

(C) the device is classified pursuant to a re-
quest submitted under paragraph (2). 

A device classified in class III under this para-
graph shall be classified in that class until the 
effective date of an order of the Secretary under 
paragraph (2) or (3) classifying the device in 
class I or II. 

(2)(A)(i) Any person who submits a report 
under section 360(k) of this title for a type of de-
vice that has not been previously classified 
under this chapter, and that is classified into 
class III under paragraph (1), may request, with-
in 30 days after receiving written notice of such 
a classification, the Secretary to classify the de-
vice. 

(ii) In lieu of submitting a report under sec-
tion 360(k) of this title and submitting a request 
for classification under clause (i) for a device, if 
a person determines there is no legally mar-
keted device upon which to base a determina-
tion of substantial equivalence (as defined in 
subsection (i)), a person may submit a request 
under this clause for the Secretary to classify 
the device. 

(iii) Upon receipt of a request under clause (i) 
or (ii), the Secretary shall classify the device 
subject to the request under the criteria set 
forth in subparagraphs (A) through (C) of sub-
section (a)(1) within 120 days. 

(iv) Notwithstanding clause (iii), the Sec-
retary may decline to undertake a classification 
request submitted under clause (ii) if the Sec-
retary identifies a legally marketed device that 
could provide a reasonable basis for review of 
substantial equivalence under paragraph (1), or 
when the Secretary determines that the device 
submitted is not of low-moderate risk or that 
general controls would be inadequate to control 
the risks and special controls to mitigate the 
risks cannot be developed. 

(v) The person submitting the request for clas-
sification under this subparagraph may rec-
ommend to the Secretary a classification for the 
device and shall, if recommending classification 
in class II, include in the request an initial draft 
proposal for applicable special controls, as de-
scribed in subsection (a)(1)(B), that are nec-
essary, in conjunction with general controls, to 
provide reasonable assurance of safety and effec-
tiveness and a description of how the special 
controls provide such assurance. Any such re-
quest shall describe the device and provide de-
tailed information and reasons for the rec-
ommended classification. 

(B)(i) The Secretary shall by written order 
classify the device involved. Such classification 
shall be the initial classification of the device 
for purposes of paragraph (1) and any device 
classified under this paragraph shall be a predi-
cate device for determining substantial equiva-
lence under paragraph (1). 

(ii) A device that remains in class III under 
this subparagraph shall be deemed to be adulter-
ated within the meaning of section 351(f)(1)(B) of 
this title until approved under section 360e of 
this title or exempted from such approval under 
section 360j(g) of this title. 

(C) Within 30 days after the issuance of an 
order classifying a device under this paragraph, 
the Secretary shall publish a notice in the Fed-
eral Register announcing such classification. 
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(3)(A) The Secretary may initiate the reclassi-
fication of a device classified into class III under 
paragraph (1) of this subsection or the manufac-
turer or importer of a device classified under 
paragraph (1) may petition the Secretary (in 
such form and manner as he shall prescribe) for 
the issuance of an order classifying the device in 
class I or class II. Within thirty days of the fil-
ing of such a petition, the Secretary shall notify 
the petitioner of any deficiencies in the petition 
which prevent the Secretary from making a de-
cision on the petition. 

(B)(i) Upon determining that a petition does 
not contain any deficiency which prevents the 
Secretary from making a decision on the peti-
tion, the Secretary may for good cause shown 
refer the petition to an appropriate panel estab-
lished or authorized to be used under subsection 
(b) of this section. A panel to which such a peti-
tion has been referred shall not later than nine-
ty days after the referral of the petition make a 
recommendation to the Secretary respecting ap-
proval or denial of the petition. Any such rec-
ommendation shall contain (I) a summary of the 
reasons for the recommendation, (II) a summary 
of the data upon which the recommendation is 
based, and (III) an identification of the risks to 
health (if any) presented by the device with re-
spect to which the petition was filed. In the case 
of a petition for a device which is intended to be 
implanted in the human body or which is pur-
ported or represented to be for a use in support-
ing or sustaining human life, the panel shall rec-
ommend that the petition be denied unless the 
panel determines that the classification in class 
III of the device is not necessary to provide rea-
sonable assurance of its safety and effectiveness. 
If the panel recommends that such petition be 
approved, it shall in its recommendation to the 
Secretary set forth its reasons for such recom-
mendation. 

(ii) The requirements of paragraphs (1) and (2) 
of subsection (c) of this section (relating to op-
portunities for submission of data and views and 
recommendations respecting priorities and ex-
emptions from sections 360, 360i, and 360j(f) of 
this title) shall apply with respect to consider-
ation by panels of petitions submitted under 
subparagraph (A). 

(C)(i) Within ninety days from the date the 
Secretary receives the recommendation of a 
panel respecting a petition (but not later than 
210 days after the filing of such petition) the 
Secretary shall by order deny or approve the pe-
tition. If the Secretary approves the petition, 
the Secretary shall order the classification of 
the device into class I or class II in accordance 
with the criteria prescribed by subsection 
(a)(1)(A) or (a)(1)(B) of this section. In the case 
of a petition for a device which is intended to be 
implanted in the human body or which is pur-
ported or represented to be for a use in support-
ing or sustaining human life, the Secretary shall 
deny the petition unless the Secretary deter-
mines that the classification in class III of the 
device is not necessary to provide reasonable as-
surance of its safety and effectiveness. An order 
approving such petition shall be accompanied by 
a full statement of the reasons of the Secretary 
(and supporting documentation and data) for ap-
proving the petition and an identification of the 

risks to health (if any) presented by the device 
to which such order applies. 

(ii) The requirements of paragraphs (1) and 
(2)(A) of subsection (d) of this section (relating 
to publication of recommendations, opportunity 
for submission of comments, and exemption 
from sections 360, 360i, and 360j(f) of this title) 
shall apply with respect to action by the Sec-
retary on petitions submitted under subpara-
graph (A). 

(4) If a manufacturer reports to the Secretary 
under section 360(k) of this title that a device is 
substantially equivalent to another device— 

(A) which the Secretary has classified as a 
class III device under subsection (b) of this 
section, 

(B) which was introduced or delivered for in-
troduction into interstate commerce for com-
mercial distribution before December 1, 1990, 
and 

(C) for which no final regulation requiring 
premarket approval has been promulgated 
under section 360e(b) of this title, 

the manufacturer shall certify to the Secretary 
that the manufacturer has conducted a reason-
able search of all information known or other-
wise available to the manufacturer respecting 
such other device and has included in the report 
under section 360(k) of this title a summary of 
and a citation to all adverse safety and effec-
tiveness data respecting such other device and 
respecting the device for which the section 
360(k) report is being made and which has not 
been submitted to the Secretary under section 
360i of this title. The Secretary may require the 
manufacturer to submit the adverse safety and 
effectiveness data described in the report. 

(5) The Secretary may not withhold a deter-
mination of the initial classification of a device 
under paragraph (1) because of a failure to com-
ply with any provision of this chapter unrelated 
to a substantial equivalence decision, including 
a finding that the facility in which the device is 
manufactured is not in compliance with good 
manufacturing requirements as set forth in reg-
ulations of the Secretary under section 360j(f) of 
this title (other than a finding that there is a 
substantial likelihood that the failure to comply 
with such regulations will potentially present a 
serious risk to human health). 

(g) Information 

Within sixty days of the receipt of a written 
request of any person for information respecting 
the class in which a device has been classified or 
the requirements applicable to a device under 
this chapter, the Secretary shall provide such 
person a written statement of the classification 
(if any) of such device and the requirements of 
this chapter applicable to the device. 

(h) Definitions 

For purposes of this section and sections 351, 
360, 360d, 360e, 360f, 360i, and 360j of this title 

(1) a reference to ‘‘general controls’’ is a ref-
erence to the controls authorized by or under 
sections 351, 352, 360, 360f, 360h, 360i, and 360j of 
this title, 

(2) a reference to ‘‘class I’’, ‘‘class II’’, or 
‘‘class III’’ is a reference to a class of medical 
devices described in subparagraph (A), (B), or 
(C) of subsection (a)(1) of this section, and 
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(3) a reference to a ‘‘panel under section 360c 
of this title’’ is a reference to a panel estab-
lished or authorized to be used under this sec-
tion. 

(i) Substantial equivalence 

(1)(A) For purposes of determinations of sub-
stantial equivalence under subsection (f) of this 
section and section 360j(l) of this title, the term 
‘‘substantially equivalent’’ or ‘‘substantial 
equivalence’’ means, with respect to a device 
being compared to a predicate device, that the 
device has the same intended use as the predi-
cate device and that the Secretary by order has 
found that the device— 

(i) has the same technological characteris-
tics as the predicate device, or 

(ii)(I) has different technological character-
istics and the information submitted that the 
device is substantially equivalent to the predi-
cate device contains information, including 
appropriate clinical or scientific data if 
deemed necessary by the Secretary or a person 
accredited under section 360m of this title, 
that demonstrates that the device is as safe 
and effective as a legally marketed device, and 
(II) does not raise different questions of safety 
and effectiveness than the predicate device. 

(B) For purposes of subparagraph (A), the term 
‘‘different technological characteristics’’ means, 
with respect to a device being compared to a 
predicate device, that there is a significant 
change in the materials, design, energy source, 
or other features of the device from those of the 
predicate device. 

(C) To facilitate reviews of reports submitted 
to the Secretary under section 360(k) of this 
title, the Secretary shall consider the extent to 
which reliance on postmarket controls may ex-
pedite the classification of devices under sub-
section (f)(1) of this section. 

(D)(i) Whenever the Secretary requests infor-
mation to demonstrate that devices with differ-
ing technological characteristics are substan-
tially equivalent, the Secretary shall only re-
quest information that is necessary to making 
substantial equivalence determinations. In mak-
ing such request, the Secretary shall consider 
the least burdensome means of demonstrating 
substantial equivalence and request information 
accordingly. 

(ii) For purposes of clause (i), the term ‘‘nec-
essary’’ means the minimum required informa-
tion that would support a determination of sub-
stantial equivalence between a new device and a 
predicate device. 

(iii) Nothing in this subparagraph shall alter 
the standard for determining substantial equiva-
lence between a new device and a predicate de-
vice. 

(E)(i) Any determination by the Secretary of 
the intended use of a device shall be based upon 
the proposed labeling submitted in a report for 
the device under section 360(k) of this title. 
However, when determining that a device can be 
found substantially equivalent to a legally mar-
keted device, the director of the organizational 
unit responsible for regulating devices (in this 
subparagraph referred to as the ‘‘Director’’) may 
require a statement in labeling that provides ap-
propriate information regarding a use of the de-

vice not identified in the proposed labeling if, 
after providing an opportunity for consultation 
with the person who submitted such report, the 
Director determines and states in writing— 

(I) that there is a reasonable likelihood that 
the device will be used for an intended use not 
identified in the proposed labeling for the de-
vice; and 

(II) that such use could cause harm. 

(ii) Such determination shall— 
(I) be provided to the person who submitted 

the report within 10 days from the date of the 
notification of the Director’s concerns regard-
ing the proposed labeling; 

(II) specify the limitations on the use of the 
device not included in the proposed labeling; 
and 

(III) find the device substantially equivalent 
if the requirements of subparagraph (A) are 
met and if the labeling for such device con-
forms to the limitations specified in subclause 
(II). 

(iii) The responsibilities of the Director under 
this subparagraph may not be delegated. 

(F) Not later than 270 days after November 21, 
1997, the Secretary shall issue guidance specify-
ing the general principles that the Secretary 
will consider in determining when a specific in-
tended use of a device is not reasonably included 
within a general use of such device for purposes 
of a determination of substantial equivalence 
under subsection (f) of this section or section 
360j(l) of this title. 

(2) A device may not be found to be substan-
tially equivalent to a predicate device that has 
been removed from the market at the initiative 
of the Secretary or that has been determined to 
be misbranded or adulterated by a judicial 
order. 

(3)(A) As part of a submission under section 
360(k) of this title respecting a device, the per-
son required to file a premarket notification 
under such section shall provide an adequate 
summary of any information respecting safety 
and effectiveness or state that such information 
will be made available upon request by any per-
son. 

(B) Any summary under subparagraph (A) re-
specting a device shall contain detailed informa-
tion regarding data concerning adverse health 
effects and shall be made available to the public 
by the Secretary within 30 days of the issuance 
of a determination that such device is substan-
tially equivalent to another device. 

(June 25, 1938, ch. 675, § 513, as added Pub. L. 
94–295, § 2, May 28, 1976, 90 Stat. 540; amended 
Pub. L. 101–629, §§ 4(a), 5(a)–(c)(1), (3), 12(a), 18(a), 
Nov. 28, 1990, 104 Stat. 4515, 4517, 4518, 4523, 4528; 
Pub. L. 102–300, § 6(e), June 16, 1992, 106 Stat. 240; 
Pub. L. 103–80, § 3(s), Aug. 13, 1993, 107 Stat. 778; 
Pub. L. 105–115, title II, §§ 205(a), (b), 206(b), (c), 
207, 208, 217, Nov. 21, 1997, 111 Stat. 2336, 2337, 
2339, 2340, 2350; Pub. L. 107–250, title II, § 208, Oct. 
26, 2002, 116 Stat. 1613; Pub. L. 112–144, title VI, 
§§ 602, 607–608(a)(2)(A), July 9, 2012, 126 Stat. 1051, 
1054–1056.) 

REFERENCES IN TEXT 

The Federal Advisory Committee Act, referred to in 

subsec. (b)(1), (8), is Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 
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770, as amended, which is set out in the Appendix to 

Title 5, Government Organization and Employees. 

AMENDMENTS 

2012—Subsec. (a)(3)(D)(iii) to (v). Pub. L. 112–144, 

§ 602(a), added cls. (iii) and (iv) and redesignated former 

cl. (iii) as (v). 
Subsec. (e)(1). Pub. L. 112–144, § 608(a)(1), amended par. 

(1) generally. Prior to amendment, par. (1) read as fol-

lows: ‘‘Based on new information respecting a device, 

the Secretary may, upon his own initiative or upon pe-

tition of an interested person, by regulation (A) change 

such device’s classification, and (B) revoke, because of 

the change in classification, any regulation or require-

ment in effect under section 360d or 360e of this title 

with respect to such device. In the promulgation of 

such a regulation respecting a device’s classification, 

the Secretary may secure from the panel to which the 

device was last referred pursuant to subsection (c) of 

this section a recommendation respecting the proposed 

change in the device’s classification and shall publish 

in the Federal Register any recommendation submitted 

to the Secretary by the panel respecting such change. 

A regulation under this subsection changing the classi-

fication of a device from class III to class II may pro-

vide that such classification shall not take effect until 

the effective date of a performance standard estab-

lished under section 360d of this title for such device.’’ 
Subsec. (e)(2). Pub. L. 112–144, § 608(a)(2)(A), sub-

stituted ‘‘an order issued’’ for ‘‘regulation promul-

gated’’ in introductory provisions. 
Subsec. (f)(1)(C). Pub. L. 112–144, § 607(b), added sub-

par. (C). 
Subsec. (f)(2)(A). Pub. L. 112–144, § 607(a)(1)–(3), des-

ignated existing provisions as cl. (i), struck out ‘‘under 

the criteria set forth in subparagraphs (A) through (C) 

of subsection (a)(1) of this section. The person may, in 

the request, recommend to the Secretary a classifica-

tion for the device. Any such request shall describe the 

device and provide detailed information and reasons for 

the recommended classification’’ before period at end, 

and added cls. (ii) to (v). 
Subsec. (f)(2)(B)(i). Pub. L. 112–144, § 607(a)(4), sub-

stituted ‘‘The Secretary’’ for ‘‘Not later than 60 days 

after the date of the submission of the request under 

subparagraph (A), the Secretary’’. 
Subsec. (i)(1)(D). Pub. L. 112–144, § 602(b), designated 

existing provisions as cl. (i) and added cls. (ii) and (iii). 
2002—Subsec. (i)(1)(E)(iv). Pub. L. 107–250 struck out 

cl. (iv) which read as follows: ‘‘This subparagraph has 

no legal effect after the expiration of the five-year pe-

riod beginning on November 21, 1997.’’ 
1997—Subsec. (a)(3)(A). Pub. L. 105–115, § 217, sub-

stituted ‘‘1 or more clinical investigations’’ for ‘‘clini-

cal investigations’’. 
Subsec. (a)(3)(C), (D). Pub. L. 105–115, § 205(a), added 

subpars. (C) and (D). 
Subsec. (b)(5) to (8). Pub. L. 105–115, § 208, added pars. 

(5) to (8). 
Subsec. (f)(1). Pub. L. 105–115, § 207(1)(B), substituted 

‘‘paragraph (2) or (3)’’ for ‘‘paragraph (2)’’ in closing 

provisions. 
Subsec. (f)(1)(B). Pub. L. 105–115, § 207(1)(A), sub-

stituted ‘‘paragraph (3)’’ for ‘‘paragraph (2)’’. 
Subsec. (f)(2) to (4). Pub. L. 105–115, § 207(2), (3), added 

par. (2) and redesignated former pars. (2) and (3) as (3) 

and (4), respectively. 
Subsec. (f)(5). Pub. L. 105–115, § 206(b), added par. (5). 
Subsec. (i)(1)(A)(ii). Pub. L. 105–115, § 206(c)(1), sub-

stituted ‘‘appropriate clinical or scientific data’’ for 

‘‘clinical data’’, inserted ‘‘or a person accredited under 

section 360m of this title’’ after ‘‘Secretary’’, and sub-

stituted ‘‘effectiveness’’ for ‘‘efficacy’’. 
Subsec. (i)(1)(C) to (E). Pub. L. 105–115, § 205(b), added 

subpars. (C) to (E). 
Subsec. (i)(1)(F). Pub. L. 105–115, § 206(c)(2), added sub-

par. (F). 
1993—Subsec. (b)(3). Pub. L. 103–80 substituted ‘‘5703’’ 

for ‘‘5703(b)’’. 
1992—Subsec. (f)(3). Pub. L. 102–300 redesignated 

clauses (i) to (iii) as subpars. (A) to (C), respectively, 

and substituted ‘‘the section 360(k) report’’ for ‘‘the 

360(k) report’’ in closing provisions. 

1990—Subsec. (a)(1)(A)(ii). Pub. L. 101–629, § 5(a)(1), 

substituted ‘‘or to establish special controls’’ for ‘‘or to 

establish a performance standard’’. 

Subsec. (a)(1)(B). Pub. L. 101–629, § 5(a)(2), amended 

subpar. (B) generally. Prior to amendment, subpar. (B) 

read as follows: ‘‘CLASS II, PERFORMANCE STANDARDS.— 

A device which cannot be classified as a class I device 

because the controls authorized by or under sections 

351, 352, 360, 360f, 360h, 360i, and 360j of this title by 

themselves are insufficient to provide reasonable assur-

ance of the safety and effectiveness of the device, for 

which there is sufficient information to establish a per-

formance standard to provide such assurance, and for 

which it is therefore necessary to establish for the de-

vice a performance standard under section 360d of this 

title to provide reasonable assurance of its safety and 

effectiveness.’’ 

Subsec. (a)(1)(C)(i). Pub. L. 101–629, § 5(a)(3), amended 

cl. (i) generally. Prior to amendment, cl. (i) read as fol-

lows: ‘‘it (I) cannot be classified as a class I device be-

cause insufficient information exists to determine that 

the controls authorized by or under sections 351, 352, 

360, 360f, 360h, 360i, and 360j of this title are sufficient 

to provide reasonable assurance of the safety and effec-

tiveness of the device and (II) cannot be classified as a 

class II device because insufficient information exists 

for the establishment of a performance standard to pro-

vide reasonable assurance of its safety and effective-

ness, and’’. 

Subsec. (e). Pub. L. 101–629, § 5(b), designated existing 

provisions as par. (1), redesignated cls. (1) and (2) as (A) 

and (B), respectively, and added par. (2). 

Subsec. (f). Pub. L. 101–629, § 5(c)(3), inserted ‘‘and re-

classification’’ before ‘‘of’’ in heading. 

Subsec. (f)(2)(A). Pub. L. 101–629, § 5(c)(1), substituted 

‘‘The Secretary may initiate the reclassification of a 

device classified into class III under paragraph (1) of 

this subsection or the manufacturer’’ for ‘‘The manu-

facturer’’. 

Subsec. (f)(2)(B)(i). Pub. L. 101–629, § 18(a), substituted 

‘‘the Secretary may for good cause shown’’ for ‘‘the 

Secretary shall’’. 

Subsec. (f)(3). Pub. L. 101–629, § 4(a), added par. (3). 

Subsec. (i). Pub. L. 101–629, § 12(a), added subsec. (i). 

EFFECTIVE DATE OF 1997 AMENDMENT 

Amendment by Pub. L. 105–115 effective 90 days after 

Nov. 21, 1997, except as otherwise provided, see section 

501 of Pub. L. 105–115, set out as a note under section 321 

of this title. 

SHORT TITLE OF 1976 AMENDMENT 

Pub. L. 94–295, § 1(a), May 28, 1976, 90 Stat. 539, pro-

vided that: ‘‘This Act [enacting sections 360c to 360k, 

379, and 379a of this title and section 3512 of Title 42, 

The Public Health and Welfare, and amending sections 

321, 331, 334, 351, 352, 358, 360, 374, 379e, and 381 of this 

title and section 55 of Title 15, Commerce and Trade] 

may be cited as the ‘Medical Device Amendments of 

1976’.’’ 

REGULATIONS 

Pub. L. 101–629, § 12(b), Nov. 28, 1990, 104 Stat. 4524, 

provided that: ‘‘Within 12 months of the date of the en-

actment of this Act [Nov. 28, 1990], the Secretary of 

Health and Human Services shall issue regulations es-

tablishing the requirements of the summaries under 

section 513(i)(3) of the Federal Food, Drug, and Cos-

metic Act [21 U.S.C. 360c(i)(3)], as added by the amend-

ment made by subsection (a).’’ 

DEVICES RECLASSIFIED PRIOR TO JULY 9, 2012 

Pub. L. 112–144, title VI, § 608(a)(3), July 9, 2012, 126 

Stat. 1056, provided that: 

‘‘(A) IN GENERAL.—The amendments made by this 

subsection [amending this section and sections 360d and 

360g of this title] shall have no effect on a regulation 
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promulgated with respect to the classification of a de-

vice under section 513(e) of the Federal Food, Drug, and 

Cosmetic Act [21 U.S.C. 360c(e)] prior to the date of en-

actment of this Act [July 9, 2012]. 
‘‘(B) APPLICABILITY OF OTHER PROVISIONS.—In the case 

of a device reclassified under section 513(e) of the Fed-

eral Food, Drug, and Cosmetic Act [21 U.S.C. 360c(e)] by 

regulation prior to the date of enactment of this Act 

[July 9, 2012], section 517(a)(1) of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 360g(a)(1)) shall 

apply to such regulation promulgated under section 

513(e) of such Act with respect to such device in the 

same manner such section 517(a)(1) applies to an admin-

istrative order issued with respect to a device reclassi-

fied after the date of enactment of this Act.’’ 

DAILY WEAR SOFT OR DAILY WEAR NONHYDROPHILIC 

PLASTIC CONTACT LENSES 

Pub. L. 101–629, § 4(b)(3), Nov. 28, 1990, 104 Stat. 4517, 

provided that: 
‘‘(A) Notwithstanding section 520(l)(5) of the Federal 

Food, Drug, and Cosmetic Act [21 U.S.C. 360j(l)(5)], the 

Secretary of Health and Human Services shall not re-

tain any daily wear soft or daily wear nonhydrophilic 

plastic contact lens in class III under such Act [this 

chapter] unless the Secretary finds that it meets the 

criteria set forth in section 513(a)(1)(C) of such Act [21 

U.S.C. 360c(a)(1)(C)]. The finding and the grounds for 

the finding shall be published in the Federal Register. 

For any such lens, the Secretary shall make the deter-

mination respecting reclassification required in section 

520(l)(5)(B) of such Act within 24 months of the date of 

the enactment of this paragraph [Nov. 28, 1990]. 
‘‘(B) The Secretary of Health and Human Services 

may by notice published in the Federal Register extend 

the two-year period prescribed by subparagraph (A) for 

a lens for an additional period not to exceed one year. 
‘‘(C)(i) Before classifying a lens in class II pursuant to 

subparagraph (A), the Secretary of Health and Human 

Services shall pursuant to section 513(a)(1)(B) of such 

Act assure that appropriate regulatory safeguards are 

in effect which provide reasonable assurance of the 

safety and effectiveness of such lens, including clinical 

and preclinical data if deemed necessary by the Sec-

retary. 
‘‘(ii) Prior to classifying a lens in class I pursuant to 

subparagraph (A), the Secretary shall assure that ap-

propriate regulatory safeguards are in effect which pro-

vide reasonable assurance of the safety and effective-

ness of such lens, including clinical and preclinical 

data if deemed necessary by the Secretary. 
‘‘(D) Notwithstanding section 520(l)(5) of such Act, if 

the Secretary of Health and Human Services has not 

made the finding and published the finding required by 

subparagraph (A) within 36 months of the date of the 

enactment of this subparagraph [Nov. 28, 1990], the Sec-

retary shall issue an order placing the lens in class II. 
‘‘(E) Any person adversely affected by a final regula-

tion under this paragraph revising the classification of 

a lens may challenge the revision of the classification 

of such lens only by filing a petition under section 

513(e) for a classification change.’’ 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

§ 360c–1. Reporting 

The Secretary of Health and Human Services 
shall annually post on the Internet Web site of 
the Food and Drug Administration— 

(1) the number and type of class I and class 
II devices reclassified as class II or class III in 

the previous calendar year under section 
360c(e)(1) of this title; 

(2) the number and type of class II and class 
III devices reclassified as class I or class II in 
the previous calendar year under such section 
360c(e)(1) of this title; and 

(3) the number and type of devices reclassi-
fied in the previous calendar year under sec-
tion 360e of this title. 

(Pub. L. 112–144, title VI, § 608(c), July 9, 2012, 126 
Stat. 1059.) 

CODIFICATION 

Section was enacted as part of the Food and Drug Ad-

ministration Safety and Innovation Act, and not as 

part of the Federal Food, Drug, and Cosmetic Act 

which comprises this chapter. 

§ 360d. Performance standards 

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

(1) The special controls required by section 
360c(a)(1)(B) of this title shall include perform-
ance standards for a class II device if the Sec-
retary determines that a performance standard 
is necessary to provide reasonable assurance of 
the safety and effectiveness of the device. A 
class III device may also be considered a class II 
device for purposes of establishing a standard 
for the device under subsection (b) of this sec-
tion if the device has been reclassified as a class 
II device under an administrative order under 
section 360c(e) of this title (or a regulation pro-
mulgated under such section prior to July 9, 
2012) but such order (or regulation) provides that 
the reclassification is not to take effect until 
the effective date of such a standard for the de-
vice. 

(2) A performance standard established under 
subsection (b) of this section for a device— 

(A) shall include provisions to provide rea-
sonable assurance of its safe and effective per-
formance; 

(B) shall, where necessary to provide reason-
able assurance of its safe and effective per-
formance, 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 person 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 the 
portions of the standard for which the test 
or tests were required, and 

(v) a provision requiring that the sale and 
distribution of the device be restricted but 
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