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(3) The Commissioner provides the 
petitioner an opportunity for a regu-
latory hearing conducted in accordance 
with part 16 of this chapter. 

(4) The Commissioner consults with 
the appropriate classification panel 
with regard to the petition in accord-
ance with § 860.125. 

(5) Within 180 days after the petition 
is filed (where the Commissioner has 
determined it to be adequate for re-
view), the Commissioner, by order in 
the form of a letter to the petitioner, 
either denies the petition or classifies 
the device into class I or class II in ac-
cordance with the criteria set forth in 
§ 860.3(c). 

(6) Within a reasonable time after 
issuance of an order under this section, 
the Commissioner announces the order 
by notice published in the FEDERAL 
REGISTER. 

PART 861—PROCEDURES FOR PER-
FORMANCE STANDARDS DEVEL-
OPMENT 

Subpart A—General 

Sec. 
861.1 Purpose and scope. 
861.5 Statement of policy. 
861.7 Contents of standards. 

Subpart B—Procedures for Performance 
Standards Development and Publication 

861.20 Summary of standards development 
process. 

861.24 Existing standard as a proposed 
standard. 

861.30 Development of standards. 
861.34 Amendment or revocation of a stand-

ard. 
861.36 Effective dates. 
861.38 Standards advisory committees. 

AUTHORITY: 21 U.S.C. 351, 352, 360c, 360d, 
360gg–360ss, 371, 374; 42 U.S.C. 262, 264. 

SOURCE: 45 FR 7484, Feb. 1, 1980, unless oth-
erwise noted. 

Subpart A—General 

§ 861.1 Purpose and scope. 

(a) This part implements section 514 
of the Federal Food, Drug, and Cos-
metic Act (the act) with respect to the 
establishment, amendment, and rev-
ocation of performance standards ap-

plicable to devices intended for human 
use. 

(b) The Food and Drug Administra-
tion may determine that a performance 
standard, as described under special 
controls for class II devices in § 860.7(b) 
of this chapter, is necessary to provide 
reasonable assurance of the safety and 
effectiveness of the device. Perform-
ance standards may be established for: 

(1) A class II device; 
(2) A class III device which, upon the 

effective date of the standard, is reclas-
sified into class II; and 

(3) A class III device, as a condition 
to premarket approval under section 
515 of the act, to reduce or eliminate a 
risk or risks associated with such de-
vice. 

(c) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted. 

[45 FR 7484, Feb. 1, 1980, as amended at 45 FR 
23686, Apr. 8, 1980; 57 FR 58404, Dec. 10, 1992] 

§ 861.5 Statement of policy. 
In carrying out its duties under this 

section, the Food and Drug Adminis-
tration will, to the maximum extent 
practical: 

(a) Use personnel, facilities, and 
other technical support available in 
other Federal agencies; 

(b) Consult with other Federal agen-
cies concerned with standard setting 
and other nationally or internationally 
recognized standard-setting entities; 
and 

(c) Invite participation, through con-
ferences, workshops, or other means, 
by representatives of scientific, profes-
sional, industry, or consumer organiza-
tions who can make a significant con-
tribution. 

§ 861.7 Contents of standards. 
Any performance standard estab-

lished under this part will include such 
provisions as the Food and Drug Ad-
ministration determines are necessary 
to provide reasonable assurance of the 
safety and effectiveness of the device 
or devices for which it is established. 
Where necessary to provide such assur-
ance, a standard will address (but need 
not be limited to): 

(a) Performance characteristics of 
the device; 
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(b) The design, construction, compo-
nents, ingredients, and properties of 
the device, and its compatibility with 
power systems and connections to such 
systems; 

(c) The manufacturing processes and 
quality control procedures applicable 
to the device; 

(d) Testing of the device on either a 
sample or a 100-percent basis by the 
manufacturer, or, if it is determined 
that no other more practical means are 
available to the Food and Drug Admin-
istration to assure the conformity of 
the device to the standard, providing 
for testing by the Food and Drug Ad-
ministration or a third person to en-
sure that the device conforms to the 
standard; 

(e) The publication of the results of 
each test or of certain tests of the de-
vice to show that the device conforms 
to the portions of the standard for 
which the test or tests were required; 

(f) Manufacturers’ certification to 
purchasers or to the Food and Drug Ad-
ministration that the device conforms 
to the applicable performance stand-
ard; 

(g) Restrictions on the sale and dis-
tribution of the device, but only to the 
extent authorized under section 520(e) 
of the act; 

(h) The use, and the form and con-
tent, of labeling for the proper installa-
tion, maintenance, operation, and use 
of the device. Among the provisions 
that may be required in the labeling 
are warnings; storage and transpor-
tation information; expiration dates; 
the date and place of manufacture; the 
results that may be expected if the de-
vice is used properly; the ranges of ac-
curacy of diagnostic information; in-
structions regarding the proper care of, 
and the proper components, acces-
sories, or other equipment to be used 
with the device; and statements con-
cerning the appropriate patient popu-
lation, for example, a statement that 
the device is considered safe and effec-
tive only when used by, or in the treat-
ment of, a patient who has been tested 
by particular designated procedures 
and found to have an illness or condi-
tion for which use of the device is indi-
cated by a person skilled in the use of 
the device. 

Subpart B—Procedures for Per-
formance Standards Develop-
ment and Publication 

§ 861.20 Summary of standards devel-
opment process. 

The procedure by which a perform-
ance standard for a device may be es-
tablished, amended, or revoked is as 
follows: 

(a) The Food and Drug Administra-
tion (FDA) will publish in the FEDERAL 
REGISTER a notice of proposed rule-
making for the establishment, amend-
ment, or revocation of any perform-
ance standard for a device. 

(1) A notice of proposed rulemaking 
for the establishment or amendment of 
a performance standard for a device 
will: 

(i) Set forth a finding, with sup-
porting justification, that the perform-
ance standard is appropriate and nec-
essary 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 in-
tended to reduce or eliminate; 

(iii) Invite interested persons to sub-
mit to the Food and Drug Administra-
tion, within 30 days of the publication 
of the notice, requests for changes in 
the classification of the device pursu-
ant to § 860.132 of this chapter, based on 
new information relevant to the classi-
fication; and 

(iv) Invite interested persons to sub-
mit an existing performance standard 
for the device, including a draft or pro-
posed performance standard, for con-
sideration by the Commissioner of 
Food and Drugs. 

(2) A notice of proposed rulemaking 
for the revocation of a performance 
standard will set forth a finding, with 
supporting justification, that the per-
formance standard is no longer nec-
essary to provide reasonable assurance 
of the safety and effectiveness of a de-
vice. 

(b) A notice under this section will 
provide for a comment period of not 
less than 60 days. 

(c) If, after publication of a notice 
under paragraph (a) of this section, 
FDA receives a request to change the 
classification of the device, FDA will, 
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within 60 days of the publication of the 
notice and after consultation with the 
appropriate panel under § 860.125 of this 
chapter, either deny the request or give 
notice of its intent to initiate a change 
in the classification under § 860.130. 

(d) If FDA initiates a rulemaking 
proceeding under paragraph (a) of this 
section, FDA will: 

(1) Complete the proceeding and es-
tablish the performance standard for 
the device in accordance with this part 
and § 10.40 of this chapter; or 

(2) Terminate the proceeding by pub-
lishing in the FEDERAL REGISTER a no-
tice announcing such termination and 
the reasons therefor and, unless the 
proceeding is terminated because the 
device is a banned device, initiate a 
proceeding in accordance with section 
513(e) of the act to reclassify the de-
vice; or 

(3) Take other appropriate action. 

[57 FR 58404, Dec. 10, 1992] 

§ 861.24 Existing standard as a pro-
posed standard. 

(a) The Food and Drug Administra-
tion may accept an existing standard 
or a proposed or draft standard if it in-
cludes: 

(1) A description of the procedures 
used to develop the standard and a list 
of the persons and organizations that 
participated in its development, to the 
extent that such information is avail-
able or reasonably obtainable; 

(2) An identification of the specific 
portions of the existing standard that 
the person submitting the standard be-
lieves are appropriate for adoption as, 
or inclusion in, the proposed standard; 
and 

(3) A summary of the test data, or, if 
requested by the Food and Drug Ad-
ministration, all such data or other in-
formation supporting the specific por-
tions of the standard identified by the 
person submitting the standard. 

(b) The Food and Drug Administra-
tion will publish a notice in the FED-
ERAL REGISTER stating either that it 
has accepted, or accepted with modi-
fication, as a proposed standard, an ex-
isting standard or one that has been 
developed, or that an existing standard 

is not acceptable, together with the 
reasons therefor. 

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR 
58405, Dec. 10, 1992] 

§ 861.30 Development of standards. 

The Food and Drug Administration 
(FDA), while engaged in the develop-
ment of a proposed standard under this 
section will: 

(a) Support its proposed performance 
standard by such test data or other 
documents or materials as may reason-
ably be required; 

(b) Provide interested persons an op-
portunity to participate in the develop-
ment of the standard by accepting 
comments and, where appropriate, 
holding public meetings on issues re-
lating to development of the standard. 
Notice of the opportunity to partici-
pate in the development of the stand-
ard will be furnished in a manner rea-
sonably calculated to reach the major-
ity of persons interested in the devel-
opment of the standard. This require-
ment shall be satisfied by publishing 
such a notice in the FEDERAL REG-
ISTER. Whenever it is appropriate, FDA 
will use the FEDERAL REGISTER to 
make announcements about the stand-
ard development process of standard 
developers other than Federal agen-
cies. 

(c) Maintain records disclosing the 
course of development of the proposed 
standard, the comments and other in-
formation submitted by a person in 
connection with such development (in-
cluding comments and information re-
garding the need for a standard), and 
such other information as may be re-
quired to evaluate the standard. 

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR 
58405, Dec. 10, 1992] 

§ 861.34 Amendment or revocation of a 
standard. 

(a) The Food and Drug Administra-
tion will provide for periodic evalua-
tion of performance standards to deter-
mine whether such standards should be 
changed to reflect new medical, sci-
entific, or other technological data. 

(b) The Food and Drug Administra-
tion may, on its own initiative or upon 
petition of an interested party, amend 
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or revoke by regulation a standard es-
tablished under this part. 

(c) Any petition to amend or revoke 
a standard shall: 

(1) Identify the specific device and 
standard for which the amendment or 
revocation is sought; and 

(2) Be submitted in accordance with 
the requirements of § 10.30. 

(d) Proceedings to amend or revoke a 
performance standard shall be con-
ducted in accordance with the rule-
making procedures of § 10.40. In addi-
tion, a notice of proposed rulemaking 
to amend or revoke a standard shall set 
forth proposed findings with respect to 
the degree of risk or illness to be elimi-
nated or reduced and the benefit the 
public will derive from the proposed 
amendment or revocation. 

§ 861.36 Effective dates. 

(a) A regulation establishing, amend-
ing, or revoking a performance stand-
ard will set forth the date upon which 
it will take effect. To the extent prac-
tical, consistent with the public health 
and safety, such effective date will be 
established so as to minimize economic 
loss to, and disruption or dislocation 
of, domestic and international trade. 

(b) Except as provided in paragraph 
(c) of this section, no regulation estab-
lishing, amending, or revoking a stand-
ard may take effect before 1 year after 
the date of its publication unless: 

(1) The Food and Drug Administra-
tion determines that an earlier effec-
tive date is necessary to protect the 
public health and safety; or 

(2) The standard has been established 
for a device that, by the effective date 
of the standard, has been reclassified 
from class III to class II. 

(c) The Food and Drug Administra-
tion may declare a proposed regulation 
amending a standard effective on publi-
cation in the FEDERAL REGISTER if it 
determines that making the regulation 
so effective is in the public interest. A 
proposed amendment of a performance 
standard made effective upon publica-
tion may not prohibit the introduction 
or delivery for introduction into inter-
state commerce of a device that con-
forms to the standard without the 
change or changes provided in the pro-
posed amendment until the effective 

date of any final action on the pro-
posal. 

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR 
58405, Dec. 10, 1992] 

§ 861.38 Standards advisory commit-
tees. 

(a) The Food and Drug Administra-
tion will establish advisory commit-
tees to which proposed regulations may 
be referred, and these committees shall 
consider such referrals in accordance 
with this section and part 14 of this 
chapter. Such advisory committees, 
which may not be classification panels, 
shall be considered ad hoc advisory 
committees. Their members shall be 
selected in accordance with §§ 14.82 and 
14.84, except that no member may be a 
regular full-time FDA employee. Each 
advisory committee established under 
this section shall include as nonvoting 
members a representative of consumer 
interests and a representative of inter-
ests of the device manufacturing indus-
try. 

(b) A proposed regulation to estab-
lish, amend, or revoke a performance 
standard shall be referred to an advi-
sory committee for a report and rec-
ommendation with respect to any mat-
ter involved in the proposed regulation 
which requires the exercise of sci-
entific judgment if: 

(1) The Food and Drug Administra-
tion determines that such referral is 
necessary or appropriate under the cir-
cumstances; or 

(2) Requested by an interested per-
son, in the form of a citizen petition in 
accordance with § 10.30 of this chapter, 
which is made within the period pro-
vided for comment on the proposed reg-
ulation and which demonstrates good 
cause for referral. 

(c) When a proposed regulation is re-
ferred to an advisory committee, the 
Food and Drug Administration will fur-
nish the committee with the data and 
information upon which the proposed 
regulation is based. After independ-
ently reviewing the materials fur-
nished by the Food and Drug Adminis-
tration and any other available data 
and information, the advisory com-
mittee shall, within 60 days of the re-
ferral, submit a report and rec-
ommendation on the proposed regula-
tion, together with all underlying data 
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and information and a statement of the 
reason or basis for the recommenda-
tion. A copy of the report and rec-
ommendation will be publicly dis-
played in the office of the Division of 
Dockets Management, Food and Drug 
Administration. 

(d) Where appropriate, each proposed 
regulation establishing a standard pub-
lished in the FEDERAL REGISTER will 
include a call for nominations to the 
advisory committee for that particular 
standard. 

[45 FR 7484, Feb. 1, 1980, as amended at 57 FR 
58405, Dec. 10, 1992] 

PART 862—CLINICAL CHEMISTRY 
AND CLINICAL TOXICOLOGY 
DEVICES 

Subpart A—General Provisions 

Sec. 
862.1 Scope. 
862.2 Regulation of calibrators. 
862.3 Effective dates of requirement for pre-

market approval. 
862.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Clinical Chemistry Test Systems 

862.1020 Acid phosphatase (total or pros-
tatic) test system. 

862.1025 Adrenocorticotropic hormone 
(ACTH) test system. 

862.1030 Alanine amino transferase (ALT/ 
SGPT) test system. 

862.1035 Albumin test system. 
862.1040 Aldolase test system. 
862.1045 Aldosterone test system. 
862.1050 Alkaline phosphatase or isoenzymes 

test system. 
862.1055 Newborn screening test system for 

amino acids, free carnitine, and 
acylcarnitines using tandem mass spec-
trometry. 

862.1060 Delta-aminolevulinic acid test sys-
tem. 

862.1065 Ammonia test system. 
862.1070 Amylase test system. 
862.1075 Androstenedione test system. 
862.1080 Androsterone test system. 
862.1085 Angiotensin I and renin test sys-

tem. 
862.1090 Angiotensin converting enzyme 

(A.C.E.) test system. 
862.1095 Ascorbic acid test system. 
862.1100 Aspartate amino transferase (AST/ 

SGOT) test system. 
862.1110 Bilirubin (total or direct) test sys-

tem. 

862.1113 Bilirubin (total and unbound) in the 
neonate test system. 

862.1115 Urinary bilirubin and its conjugates 
(nonquantitative) test system. 

862.1117 B-type natriuretic peptide test sys-
tem. 

862.1118 Biotinidase test system. 
862.1120 Blood gases (PCO2PO2) and blood pH 

test system. 
862.1130 Blood volume test system. 
862.1135 C-peptides of proinsulin test sys-

tem. 
862.1140 Calcitonin test system. 
862.1145 Calcium test system. 
862.1150 Calibrator. 
862.1155 Human chorionic gonadotropin 

(HCG) test system. 
862.1160 Bicarbonate/carbon dioxide test 

system. 
862.1163 Cardiac allograft gene expression 

profiling test system. 
862.1165 Catecholamines (total) test system. 
862.1170 Chloride test system. 
862.1175 Cholesterol (total) test system. 
862.1177 Cholylglycine test system. 
862.1180 Chymotrypsin test system. 
862.1185 Compound S (11-deoxycortisol) test 

system. 
862.1187 Conjugated sulfolithocholic acid 

(SLCG) test system. 
862.1190 Copper test system. 
862.1195 Corticoids test system. 
862.1200 Corticosterone test system. 
862.1205 Cortisol (hydrocortisone and 

hydroxycorticosterone) test system. 
862.1210 Creatine test system. 
862.1215 Creatine phosphokinase/creatine ki-

nase or isoenzymes test system. 
862.1225 Creatinine test system. 
862.1230 Cyclic AMP test system. 
862.1235 Cyclosporine test system. 
862.1240 Cystine test system. 
862.1245 Dehydroepiandrosterone (free and 

sulfate) test system. 
862.1250 Desoxycorticosterone test system. 
862.1255 2,3-Diphosphoglyceric acid test sys-

tem. 
862.1260 Estradiol test system. 
862.1265 Estriol test system. 
862.1270 Estrogens (total, in pregnancy) test 

system. 
862.1275 Estrogens (total, nonpregnancy) 

test system. 
862.1280 Estrone test system. 
862.1285 Etiocholanolone test system. 
862.1290 Fatty acids test system. 
862.1295 Folic acid test system. 
862.1300 Follicle-stimulating hormone test 

system. 
862.1305 Formiminoglutamic acid (FIGLU) 

test system. 
862.1310 Galactose test system. 
862.1315 Galactose-1-phosphate uridyl trans-

ferase test system. 
862.1320 Gastric acidity test system. 
862.1325 Gastrin test system. 
862.1330 Globulin test system. 
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