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Subpart A General Labeling Provisions

A B4y - — AR

Sec. 801.1 Medical devices; name and place of business of
manufacturer, packer or distributor.

801.1 EEyT a8 M: HIER . BREBRSHESA
FRAVE b 5o

(@) The label of a device in package form shall specify
conspicuously the name and place of business of the
manufacturer, packer, or distributor.

(a) B A TR B E RIS R . B
S Tl 0 e 14 4 PR M

(b) The requirement for declaration of the name of the
manufacturer, packer, or distributor shall be deemed to be
satisfied, in the case of a corporation, only by the actual
corporate name which may be preceded or followed by the
name of the particular division of the corporation. Abbreviations
for "Company," "Incorporated,” etc., may be used and "The" may
be omitted. In the case of an individual, partnership, or
association, the name under which the business is conducted
shall be used.

(b) FRARHIE P 2 A BI04 R K SR B
PRI R, FEARIIEOT, KA LRI
F] APRAT LERR € PR ATERZ J5 2| 193

T.. AfLA#EH“Company”. “Incorporated”“§4
5, “The’n[LLERS . TN Skl st
2=, NAE IR B AR

(c) Where a device is not manufactured by the person whose
name appears on the label, the name shall be qualified by a
phrase that reveals the connection such person has with such
device; such as, "Manufactured for ___ ", "Distributed by "
or any other wording that expresses the facts.

(c) anR e A AR ZE b Bk 1 N il i
(1, U244 PR Eh 2R B2 N 5 2808 B R 10
FARIRE; B, “N_ & /W vixich

B A R IA S R

(d) The statement of the place of business shall include the
street address, city, State, and Zip Code; however, the street
address may be omitted if it is shown in a current city directory
or telephone directory. The requirement for inclusion of the ZIP
Code shall apply only to consumer commodity labels developed
or revised after the effective date of this section. In the case of
nonconsumer packages, the ZIP Code shall appear on either
the label or the labeling (including the invoice).

(d) Bk R U N AR T IE AL ST
ANMBE A HFE, A RAEE L IE B oR A 2R
BT H SR H o, MR DU E .. B8
HIS ESC L) ) 2SR AN A1 A2 20 H s ol
BREAT BV T bR . X T AR S A,
B N IAEAR R BibRSE (B R Eo

(e) If a person manufactures, packs, or distributes a device at a
place other than his principal place of business, the label may
state the principal place of business in lieu of the actual place
where such device was manufactured or packed or is to be
distributed, unless such statement would be misleading.

() TR — A NAE 3 BEEND i BLAT 3
&, AR, R AT DL ] 3 20
bt s, AR flGE B i i (1 S bt
wo B, BRAERRPERIRIE S AR

Sec. 801.3 Definitions.

801.3 5& X

As used in this part:

FEAER S AE -

Automatic identification and data capture (AIDC) means any
technology that conveys the unique device identifier or the
device identifier of a device in a form that can be entered into an
electronic patient record or other computer system via an
automated process.

H 3R A K AR (AIDC) e i LAnT BLidid
SRR BT D B AR T LR ST
A TR — B AR IR B B I B AR IRTT (1
FEMTHEAR

Center Director means the Director of the Center for Devices
and Radiological Health or the Director of the Center for
Biologics Evaluation and Research, depending on which Center
has been assigned lead responsibility for the device.

HhC AR TR A RONTBUR 8 B O EAEBEY)
il b PSR T AR, BARECR TN
OBARE M Tt HE™ W RAEARESE
3.2(e) T RLE I 3o

Combination product has the meaning set forth in § 3.2(e) of this
chapter.

G BAAEL 3.2(e) 1€ & Lo
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Convenience kit means two or more different medical devices
packaged together for the convenience of the user.

SR B 2 i D (S8 FH P T PR B2 AN (R 11
BT A5 BB AE i

Device package means a package that contains a fixed quantity
of a particular version or model of a device.

BB T ] R R R RO B S 1
B,

Expiration date means the date by which the label of a device
states the device must or should be used.

SR 5 1 A bR 28 75 2 8 A 0 2 B L 1%
I H 4.

FDA, we, or us means the Food and Drug Administration.

FDA. A1 B AT 45 & d A5 E 2 .

Finished device means any device or accessory to any device
that is suitable for use or capable of functioning.

it Ve 8 A AR IE £ 5 BRBE 508 AT AR AT BE 5%
BT B R B

Global Unique Device Identification Database (GUDID) means
the database that serves as a repository of information to
facilitate the identification of medical devices through their
distribution and use.

ERME— W &R R (GUDID) 2% 415
SR EIEE, M dh i@ By & 14
RS F SRR B BT % 4.

Human cells, tissues, or cellular or tissue-based product
(HCT/P) regulated as a device means an HCT/P as defined in §
1271.3(d) of this chapter that does not meet the criteria in §
1271.10(a) and that is also regulated as a device.

VE NSRS PRI 2 21 Bl T 40 e
LU= 5 (HCT/P) fefe A § 1271.3(d)
ESLRARFE § 1271.10(a) frifE R HCT/P Flix
AR N — PP & AT I A

Implantable device means a device that is intended to be placed
in a surgically or naturally formed cavity of the human body. A
device is regarded as an implantable device for the purpose of
this part only if it is intended to remain implanted continuously
for a period of 30 days or more, unless the Commissioner of
Food and Drugs determines otherwise in order to protect human
health.

NG B AR B R AR AR SR T AR B
HARTERIENRE. ASsmE, (X4
ITEELLRN 30 RECHE KA, &4 H
MATTHEA B, BRAER A% 5N R
NEARREF AT HRE -

Label has the meaning set forth in section 201(k) of the Federal
Food, Drug, and Cosmetic Act.

FRZEA (BRFSE S 25 iR i) 28
201(k) TR E A .

Labeler means:

AR HLIR R

(1) Any person who causes a label to be applied to a device with
the intent that the device will be commercially distributed without
any intended subsequent replacement or modification of the
label; and

(1) AT NCRFRZE ARG L, H IR 25
il EARAR, T R A S BB bR A

(2) Any person who causes the label of a device to be replaced
or modified with the intent that the device will be commercially
distributed without any subsequent replacement or modification
of the label, except that the addition of the name of, and contact
information for, a person who distributes the device, without
making any other changes to the label, is not a modification for
the purposes of determining whether a person is a labeler.

(2) FEAT N BUE BB s S AR ZE, L H W
FERRZ A AT DA, 1 JC 75 il A B ek
BERAS, (HERINIKAFR P RS SRR,
G REAEIIN, AR BRAEFEAT A A Ho A 5
B AR T HE A AR A AR 2R T ik
T IHE 2.

Lot or batch means one finished device or more that consist of a
single type, model, class, size, composition, or software version
that are manufactured under essentially the same conditions
and that are intended to have uniform characteristics and quality
within specified limits.

etk fR R RS K5 RS
A RRCAS AL — A~ B Al B
IR AR A R R 26 PG R, R H
B AEAERLUE ROV A BAT G0 — IR PE A &
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Shipping container means a container used during the shipment
or transportation of devices, and whose contents may vary from
one shipment to another.

N

B AR AN TR A e A s s f i R P
v, HAEA RERRGE T o

Specification means any requirement with which a device must
conform.

VG AR WA A AT & AR T K

Unique device identifier (UDI) means an identifier that
adequately identifies a device through its distribution and use by
meeting the requirements of § 830.20 of this chapter. A unique
device identifier is composed of:

ME— B FRIRAT (UDI) 2 fif il i 2 A 5 5
830.20 2 ZK, L H I R AE 78 70 R
B MBI o ME— L bR IRAT LT
Ak

(1) A device identifier - a mandatory, fixed portion of a UDI that
identifies the specific version or model of a device and the
labeler of that device; and

(D) 2SR RFF ——UDI st [ e 565,
FH T FRAR B AR 1 W AR B 5 DL R 28k i b
25 M

(2) A production identifier - a conditional, variable portion of a
UDI that identifies one or more of the following when included on
the label of the device:

)= PRIRET - UDI F—N 2611 B 7T A2 T
7y, HEEHERGERE LR, SRR T
LIEAUF

(i) The lot or batch within which a device was manufactured;

(i) fH1l3& B ALK

(ii) The serial number of a specific device;

(ii) A€ B WP 3155

(iii) The expiration date of a specific device;

(iii) 455 Tt % 1) 2391 H 39

(iv) The date a specific device was manufactured;

(iv) e e (il H s

(v) For an HCT/P regulated as a device, the distinct identification
code required by § 1271.290(c) of this chapter.

(V) XA &S HCT/P, A=
1271.290(c) 5 ELR PR R 6D

Universal product code (UPC) means the product identifier used
to identify an item sold at retail in the United States.

i AS (UPC) 248 TR 58 [ 22 4
B AR PR i R AR IR AT o

Version or model means all devices that have specifications,
performance, size, and composition, within limits set by the
labeler.

A (UPC) 248 TR 58 [ 22 4
B T A R AR TR AT

Sec. 801.4 Meaning of intended uses.

801.4 TR BHI& X

The words intended uses or words of similar import in §§ 801.5,
801.119, 801.122, and 1100.5 of this chapter refer to the
objective intent of the persons legally responsible for the
labeling of an article (or their representatives). The intent may
be shown by such persons' expressions, the design or
composition of the article, or by the circumstances surrounding
the distribution of the article. This objective intent may, for
example, be shown by labeling claims, advertising matter, or
oral or written statements by such persons or their
representatives. Objective intent may be shown, for example, by
circumstances in which the article is, with the knowledge of such
persons or their representatives, offered or used for a purpose
for which it is neither labeled nor advertised; provided, however,
that a firm would not be regarded as intending an unapproved
new use for a device approved, cleared, granted marketing

T A & A B A= §§ 801.5. 801.119,
801.122 1 1100.5 ¥y ABLim] 2 Fi8 X420 o Tl e
BREFEETERMAN  (BHAR) BN
K. =A@ X NFIRIE. DS BET
U AR, BRI G oy R B LR o . ol
Wi, XA LB R I TS A
RN 53 B AR ER 1 100 3k 5 A5 T BRI oK 52
o BN, FILLE DL LR R
TEIX e N s ARG OLT, 125 B2
B H TR A S W EE TS E R R
MM, $24E ST Z a] JE 7 AR A PR L I
TER M T4 75 S R 1 %, A A
ANSWRLNFT N O e, ke, 327 B &
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authorization, or exempted from premarket notification based
solely on that firm's knowledge that such device was being
prescribed or used by health care providers for such use. The
intended uses of an article may change after it has been
introduced into interstate commerce by its manufacturer. If, for
example, a packer, distributor, or seller intends an article for
different uses than those intended by the person from whom he
or she received the article, such packer, distributor, or seller is
required to supply adequate labeling in accordance with the new
intended uses.

A B G T I R 8 R HEAT R ek v A
FH3g. 40 it P PO P 3 0 L 1136 7 SN M B 5
JRAT e KA. B, AnREAETR
e B B T AT SR S A R A
N BT R AN R B g, T 2SR iz a3

T~ 73 B T B S AR BT B A i . JniE
B o7 DR fi St IR AE SR F 3 T Ak J5 B
PRSP TUYT 3 2 L 1) 3 e SN
br5SE o Ja T RE s R A AR . i, R

PR~ 04 T BB B T T SR T S A
EIEZ R NI R GVE be NNt aDiE b S IE =N
AR L B TR R B AR T I U

ik . HIE ST RSO LA NI T AL
J5 BAE PSS . i I U g A LA
SN BRSE 5 Ja T e R A2k . Biltn,
ROER . WM ERTT SRR TS
At m e 20 e RN 8 T P i AS [ )

VU SR A0 2 e B R TR AR A0 T P T
WM&,

Link to an amendment published at 82 FR 2217, Jan. 9, 2017.

2017 /£ 1 H 9 H kAT 82 FR 2217 B IES
e .

This amendment was delayed until Mar. 21, 2017, at 82 FR
9501, Feb. 7, 2017.

B IE R HEIR ] 2017 4 3 H 21 H, B 82
FR 9501, 2017 %2 A 7 H.

This amendment was further delayed until Mar. 19, 2018, at 82
FR 14319, Mar. 20, 2017.

ZEE RO — PR F] 2018 42 3 H 19 H,
Y 82 FR 14319, 2017 43 H 20 H.

This amendment delayed indefinitely at 83 FR 11639, Mar. 16,
2018.

ZBIER LR IAEE 2 83 FR 11639, 2018 4F
3 /16 H.

Sec. 801.5 Medical devices; adequate directions for use.

801.5 Eyr 3 M; AW HIAEH .

Adequate directions for use means directions under which the
layman can use a device safely and for the purposes for which it
is intended. Section 801.4 defines intended use. Directions for
use may be inadequate because, among other reasons, of
omission, in whole or in part, or incorrect specification of:

& AT BT SMT N AT DR L 22 2
s I T U0 H A3 . 25 801.4 35 5€E
ST PR, AU BATREA TS, BR AR
JEPRAb, 4 S m s o a8t e AN T B«

(a) Statements of all conditions, purposes, or uses for which
such device is intended, including conditions, purposes, or uses
for which it is prescribed, recommended, or suggested in its oral,
written, printed, or graphic advertising, and conditions,
purposes, or uses for which the device is commonly used;
except that such statements shall not refer to conditions, uses,
or purposes for which the device can be safely used only under
the supervision of a practitioner licensed by law and for which it
is advertised solely to such practitioner.

(a) AR & T 56 0F . HiEHiE, &
DS Firl. EVRIEETE S e .
FECGEWEAE. B e &, BURSRE. %
IR T R H s BRAFIE SR A
PR B AXAEFRAT L FVE T R Al 2 f B R A
Ae 24 M e MRt HIREH K, JFHAX
BEXTIERMNLE AT A o

(b) Quantity of dose, including usual quantities for each of the
uses for which it is intended and usual quantities for persons of
different ages and different physical conditions.

(b) &, LTI RRRD 38 ) 5 B A
W AAN[R] B ARG IR 3 B
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(c) Frequency of administration or application.

(c) 4 25BN I KR

(d) Duration of administration or application.

(dl) %3 5557 F (4R 8F )

(e) Time of administration or application, in relation to time of
meals, time of onset of symptoms, or other time factors.

(e) L 25BN FIIS 1), 5 AR 18] R AR IS
7] g Ho A I 18] RT3 R

(f) Route or method of administration or application.

() &5 2 5 (W 3 A2 BT i

(g) Preparation for use, i.e., adjustment of temperature, or other
manipulation or process.

(9) S FHAER, RV A B A e A B A2

Sec. 801.6 Medical devices; misleading statements.

801.6 EJT & M; RFHFR

Among representations in the labeling of a device which render
such device misbranded is a false or misleading representation
with respect to another device or a drug or food or cosmetic.

FEBL & IRE T P B SRB R MR 2R R B
L, ART BB B
BB R T R IR

Sec. 801.15 Medical devices; prominence of required label
statements; use of symbols in labeling.

801.15 EIF & ; RHERMIREFEH; fEbr
BHFEHRKS.

(a) A word, statement, or other information required by or under
authority of the act to appear on the label may lack that
prominence and conspicuousness required by section 502(c) of
the act by reason, among other reasons, of:

(a) %I R RPN BUERRAE BRI 75
A s HARAS B AT BB Bk = 127 5258 502(c) T
RIGEEEMEE M, JHH AR

(1) The failure of such word, statement, or information to appear
on the part or panel of the label which is presented or displayed
under customary conditions of purchase;

(1) PRI P EAE JE R HH A A T ) 3K
SAE T AR B R BORR A 73 BT AR L

(2) The failure of such word, statement, or information to appear
on two or more parts or panels of the label, each of which has
sufficient space therefor, and each of which is so designed as to
render it likely to be, under customary conditions of purchase,
the part or panel displayed;

(2) PRI I EE BORAE I BLERR R R
e A B AR E, B SR
MBI A, JF HARANS 2 (0 et A H AT AE
o BRI SR 26 1, o (R B B
s

(3) The failure of the label to extend over the area of the
container or package available for such extension, so as to
provide sufficient label space for the prominent placing of such
word, statement, or information;

(=) BRZEARIE 3175 245 0 3 m] JE A ) [X
B, NRETEEZICT . A E R R AL
fRrbn2E s A

(4) Insufficiency of label space for the prominent placing of such
word, statement, or information, resulting from the use of label
space for any word, statement, design, or device which is not
required by or under authority of the act to appear on the label;

(4) PR%E AR R T E RS A
I PSS e els s i s 125 S RS B B N

AL B ER RS, 200 T AL Bk ek
BRI AR AT N R B IZAT AT L
g

(5) Insufficiency of label space for the placing of such word,
statement, or information, resulting from the use of label space
to give materially greater conspicuousness to any other word,
statement, or information, or to any design or device; or

(5) ARZEZ [H AN L LU B IS 7 75 W] Bl A5
B T A AR 2 2 B A A HAt S
P BB s B B NRIR B

(6) Smallness or style of type in which such word, statement, or
information appears, insufficient background contrast, obscuring
designs or vignettes, or crowding with other written, printed, or

(6) BLRICT . A EE B LA 7 A/ R
X HHRTHLEA R Bt B BB A,
o5 HAl AT . BRI MR
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graphic matter.

(b) No exemption depending on insufficiency of label space, as
prescribed in regulations promulgated under section 502(b) of
the act, shall apply if such insufficiency is caused by:

(b) HR ¥ %15 502(b) 2% AiAw 172 g K
SE, WIARARZE A )AL DU IR A SRR,
VUPANTE FH R PR 28 22 TR AN 2 T 7 A2 AR 3 e«

(1) The use of label space for any word, statement, design, or
device which is not required by or under authority of the act to
appear on the label,

(1) #5252 (B T AT AR B R BUR 2 AL H
IAERRZE EIRHEAT SO PR, T B

(2) The use of label space to give greater conspicuousness to
any word, statement, or other information than is required by
section 502(c) of the act; or

(2) fE P ARZE 2 [ AR AR AT AL L B B A A5 S,
FLAZIE S S 502(c) KM ERERIR, 2

(3) The use of label space for any representation in a foreign
language.

(3) AMEAMTINER AR HIHRE R I EH o

(c)(1)(i) All words, statements, and other information required by
or under authority of the act to appear on the label or labeling for
a device shall appear thereon in one or more of the following
formats:

(C)(1)(i) 1% 58 ER BIAL Y BLAE SR 25 B AR
B BRI S A BRI AR BN DA 81—
Tl A A B

(A) The English language;

(A) JEiE;

(B) In the case of articles distributed solely in Puerto Rico orin a
Territory where the predominant language is one other than
English, the predominant language may be substituted for
English;

(B) 4R R SCEANAE B 2 B A5 B B 5 AR TR
It b oy, AT BRSOl

(C) A symbol accompanied by adjacent explanatory English text,
or text in the predominant language of the Territory, in the case
of articles distributed solely in Puerto Rico or in a Territory
where the predominant language is one other than English;

(C) AL % 3o e e 323 25 A2 0 0911
ERATHICE, AR ST 2
A T ST 4

(D) A symbol not accompanied by adjacent explanatory text
that:

(D) ASBRHATAH &R Ut B S A -

(1) Is contained in a standard that FDA recognizes under its
authority in section 514(c) of the act;

(1) B& 75 FDA MRIEHIZ B %75 E 58 514(c)
A AT bR

(2 ) Is used according to the specifications for use of the symbol
set forth in FDA's section 514(c) recognition; and

(2) {45 FDA 5 514(c) AT il (1755
S AL A

(3 ) Is explained in a paper or electronic symbols glossary that is
included in the labeling for the device and the labeling on or
within the package containing the device bears a prominent and
conspicuous statement identifying the location of the symbols
glossary that is written in English or, in the case of articles
distributed solely in Puerto Rico or in a Territory where the
predominant language is one other than English, the
predominant language may be used;

(3) FEAL S AE TR (1 405 B 745 17
ICRRRHAT RS, JF A S S e E ok
P bR 2 A 9 A S R FE Y, BLIRGH
FCBEH S RICR A E S, WRCE
AR 2 B B B F AN R R X 7
Ko W] DU R EHE S

(E) A symbol not accompanied by adjacent explanatory text that:

(E) ZRB A AR A0 S0 O 7

(1 ) Is established in a standard developed by a standards
development organization (SDO);

(1) @SLAEbRHER E AL (SDOD il 5E Hyhn ik
i

(2 ) Is not contained in a standard that is recognized by FDA
under its authority in section 514(c) of the act or is contained in

(2) ML e FDA MR ZIEZH 514(c) 19l
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a standard that is recognized by FDA but is not used according
to the specifications for use of the symbol set forth in FDA's
section 514(c) recognition;

RGN TR e, B 57 FDA INT{HAR %
HERT S IR AOARHE 72 FDA F26
514(c) ZANPHE ;

(3 ) Is determined by the manufacturer to be likely to be read
and understood by the ordinary individual under customary
conditions of purchase and use in compliance with section
502(c) of the act;

(13 HH Il RS 8 NTE T B %L S5 502(c) %%
() S5 0 S AN FH 26 A4F T T e A 3 A N 152
FOPRA 5

(4 ) Is used according to the specifications for use of the symbol
set forth in the SDO developed standard; and

(4) #%H8 SDO fill & fbn e e ) AF 5 158 F R
YaAE R AN

(5) Is explained in a paper or electronic symbols glossary that is
included in the labeling for the device and the labeling on or
within the package containing the device bears a prominent and
conspicuous statement identifying the location of the symbols
glossary that is written in English or, in the case of articles
distributed solely in Puerto Rico or in a Territory where the
predominant language is one other than English, the
predominant language may be used;

(5) FEAL S AE SR (1 405 B 745 1]
ICRRRHAT TR, JFHACES S aR L
B A BRI ARZE AT — AN AR IR A, DA
PO LB SRR S 1aE R A B e,
ROCTANAE D 2 B A B G F AR TR
X7 e, AT DAfE ] 32 2805 5

(F) The symbol statement "Rx only" or "a?? only" may be used
as provided under § 801.109(b)(1).

(F) 75 7% W] “Rx only”5%“a?? only" i LLiZ i §
801.109(b)(1) HIHLAE L.

(ii) The use of symbols in device labeling which do not meet the
requirements of paragraph (c)(1)(i) of this section renders a
device misbranded under section 502(c) of the act.

(ii) FEAS AR 2 A FIARF S AT (c)(1)(1) Bz
RIFT 52 P EAMAEIZIE RS 502(c) 25 NIk
HibR RS

(iii) For purposes of paragraph (c)(1)(i) of this section:

(iii) AT (c)(1)(i) B H I

(A) An SDO is an organization that is nationally or internationally
recognized and that follows a process for standard development
that is transparent, (i.e., open to public scrutiny), where the
participation is balanced, where an appeals process is included,
where the standard is not in conflict with any statute, regulation,
or policy under which FDA operates, and where the standard is
national or international in scope.

(A) SDO & M3k AF E X s E PRl AT g 4144,
REE W AR HER]E TR (B A AR TT
BO . Z 54, A4 B P, brdES FDA
B TR AR TR BB AR,
I HAZARHEAE [ 5 ol [ B i Rl A

(B) The term "symbols glossary" means a compiled listing of:

(B) AIE“F S0 ST 4 81l %

(1 ) Each SDO-established symbol used in the labeling for the
device;

(1) dprZEh 1> SDO ZALIFT 5

(2 ) The title and designation number of the SDO-developed
standard containing the symbol;

(2) SDO fill % FIbRHERI AR PR 5, BLE

SRR

(3 ) The title of the symbol and its reference number, if any, in
the standard; and

(3) htEF IR 5 B A HSE RS, WRAM
T; A

(4 ) The meaning or explanatory text for the symbol as provided
in the FDA recognition or, if FDA has not recognized the
standard or portion of the standard in which the symbol is
located or the symbol is not used according to the specifications
for use of the symbol set forth in FDA's section 514(c)
recognition, the explanatory text as provided in the standard.

(4) FDA A AT s L 755 () 2 LB RE S
T, B, WIR FDA RIANATiZF 5 FTLE e
R U — B4y, B A5 AR AR 8 S
i FFDA 28 514(c) NI RLE T, Anife
HRER AL AR R M SOA

(2) If the label contains any representation in a foreign language,

(2) W RARZE L E AR AN SRR, WHZAT Y ESR
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all words, statements, and other information required by or
under authority of the act to appear on the label shall appear
thereon in the foreign language.

IR AU BUAERRAE ERIBTA 37 HRid A Hofh
{5 R AN SCH B

(3) If the labeling contains any representation in a foreign
language, all words, statements, and other information required
by or under authority of the act to appear on the label or labeling
shall appear on the labeling in the foreign language.

(3) WARARZE B ARMT AN SRR, WZAT A ESR
B BUEFR S BUbR 2E E RO I A SC 7
ANHABAE B R AR S BAERRSE Lo

Sec. 801.16 Medical devices; Spanish-language version of
certain required statements.

801.16 FEJTa3tl; F-ibih 7 B TEBEF 1B AR
A,

If devices restricted to prescription use only are labeled solely in
Spanish for distribution in the Commonwealth of Puerto Rico
where Spanish is the predominant language, such labeling is
authorized under § 801.15(c).

Ap RA PR A U5 A5 F 8 #% A DA PR B i AR
0, PAEAE APBEF 15 N 1 200 F I3 2 2%
WRHS > A, M EFRZE CARYE § 801.15(c) 3k 15
B

Sec. 801.18 Format of dates provided on a medical device
label.

801.18 EJT B r & IR 4L H g K.

(a) In general. Whenever the label of a medical device includes
a printed expiration date, date of manufacture, or any other date
intended to be brought to the attention of the user of the device,
the date must be presented in the following format: The year,
using four digits; followed by the month, using two digits;
followed by the day, using two digits; each separated by
hyphens. For example, January 2, 2014, must be presented as
2014-01-02.

(@) —MRIM S « BT A0l I br 250 45 B R 1 2%
RH . i H ST A B 7 5] 2
FERERHEIR, HEW 0L F R SR
oy, AV JEER A, AL
HUGEH, TR BN EERN o
M. Hilin, 2014 41 H 2 H, S8R N
2014-01-02.

(b) Exceptions. (1) A combination product that properly bears a
National Drug Code (NDC) number is not subject to the
requirements of paragraph (a) of this section.

(b) BIAMEDL . (1) LA B 5 2 i A
(NDC) % 5 YL &7 fh AR AT (a) BLESRIN
A

(2) If the device is an electronic product to which a standard is
applicable under subchapter J of this chapter, Radiological
Health, the date of manufacture shall be presented as required
by § 1010.3(a)(2)(ii) of this chapter.

(2) IR B FRAR TS J NS
FRTEE (0 7= i, U R 4% B AR 2
§1010.3(a)(2)(ii) I ZRELME i H 3.

Subpart B - Labeling Requirements for Unique Device
Identification

B #84) - ME— &R IRIIREEZ R

Sec. 801.20 Label to bear a unique device identifier.

801.20 A ME— R ZAR IR

(a) In general. (1) The label of every medical device shall bear a
unique device identifier (UDI) that meets the requirements of this
subpart and part 830 of this chapter.

(@) MM E . (1) BEALEST FRAI AR DL
A ADME— A MARIRRT (UDD , b IRTERF
BT T A 830 Hiar HIEK .

(2) Every device package shall bear a UDI that meets the
requirements of this subpart and part 830 of this chapter.

(2) A SRR L A 1 & AR B AT 73 A
%5 830 7K UDI.

(b) Exceptions. Exceptions to the general rule of paragraph (a)
of this section are provided by §§ 801.30, 801.45, and
801.128(f)(2), and § 801.55 provides a means to request an
exception or alternative not provided by those provisions.

(b)F4ME M. §801.30. 801.45 Al
§801.128(f)(2) #2Ht 7 A5 (a) Be— MR 1)1
HMEDL, § 801.55 4 ik T —Fhif Rix L2k R
Pt S s B AR T R

Sec. 801.30 General exceptions from the requirement for

801.30 X & Z AR A HE— W AR IR TR E R
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the label of a device to bear a unique device identifier.

H— it

(a) In general. The following types of devices are excepted from
the requirement of § 801.20; a device within one or more of the
following exceptions is not required to bear a unique device
identifier (UDI):

(@) — i E. LLUNREME& A §801.20
PIELR s FF6 DL — a2 il 25 0 1 15 2%
TE 7 5 ME— R A AR IR #F (UDI):

(1) A finished device manufactured and labeled prior to the
compliance date established by FDA for § 801.20 regarding the
device. This exception expires with regard to a particular device
3 years after the compliance date established by FDA for the
device.

(1) 7€ FDA %H%F § 801.20 & (04 = B & 10 &
FH B2 B 3E G _E AR R s . X T
Ve W g, IBIANE FDA NiZ &R E &
HI#AJE 3 =218

(2) A class | device that FDA has by regulation exempted from
the good manufacturing practice requirements of part 820 of this
chapter, exclusive of any continuing requirement for
recordkeeping under §§ 820.180 and 820.198.

(2) FDA IRYEVE RIS oA 555 820 73 ) R4
ARG ER I | SR, ARG §§
820.180 A1 820.198 R} ik PR AF HIAE A FF 2L 22
K.

(3) Individual single-use devices, all of a single version or model,
that are distributed together in a single device package,
intended to be stored in that device package until removed for
use, and which are not intended for individual commercial
distribution. This exception is not available for any implantable
device. The device package containing these individual devices
is not excepted from the requirement of § 801.20, and must bear
a UDI.

(3) A —IRMEBL A, I A RASAE S, 1
BARGER oK, BEFEEZEEE
MERBERAEH, JFHA FT S R Ak o)

Ko WHISMAEH TAEMATEA RS . G5
LB PR A IR A 2 § 801.20 HYEESRTRR
i, JF HabZiH47 UDl.

(4) A device used solely for research, teaching, or chemical
analysis, and not intended for any clinical use.

(4) DR FHETE. Heesie s it s, AH
TR PR 3 -

(5) A custom device within the meaning of § 812.3(b) of this
chapter.

(5) A& § 812.3(b) A P (1l 8 4%

(6) An investigational device within the meaning of part 812 of
this chapter.

(6) AEEE 812 i XN AT S B % o

(7) A veterinary medical device not intended for use in the
diagnosis of disease or other conditions in man, in the cure,
mitigation, treatment, or prevention of disease in man, or
intended to affect the structure or any function of the body of
man.

(7) AEH T2 W NS s RO R, 22
NV S PN P W - A PN S o
P AR DI RE (4 B I RT3 N

(8) A device intended for export from the United States.

(8) FTH M H L%

(9) A device held by the Strategic National Stockpile and
granted an exception or alternative under § 801.128(f)(2).

(9) Hi [ s £ 2 15 IR AR § 801.128(f)(2)
BT B A B

(10) A device for which FDA has established a performance
standard under section 514(b) of the Federal Food, Drug, and
Cosmetic Act and has provided therein an exception from the
requirement of § 801.20, or for which FDA has recognized all or
part of a performance standard under section 514(c) of the
Federal Food, Drug, and Cosmetic Act and has included an
exception from the requirement of § 801.20 within the scope of
that recognition.

(10) FDA R4 (R S 2 5 Akt St i)
%5 514(b) 2 A E 1 M REARE I E K A e
T §801.20 ERI BIAMES I %, BE
FDA C&HF AT A BN & . 29 Aft i
L5 514(c) TTLE M REARE R — 5y, JRTE
ZINATYE N B G T § 801.20 3K (1451 A1
o

(11) A device packaged within the immediate container of a
combination product or convenience kit, provided that the label

(1) BRAELL & dh B A TR RN ER RS
WHIBEE, AT LA i B A T AR fbs
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of the combination product or convenience kit bears a UDI.

i A UDI,

(b) National Drug Code (NDC) Numbers. If a combination
product properly bears an NDC number on its label -

(b)E Z 255 AXHS (NDC) 45 . an R &7 i
FEHARSE B IE# bR A NDC %5 -

(1) The combination product is not subject to the requirements
of § 801.20.

(1) AAT=HAZ § 801.20 K.

(2) A device constituent of such a combination product whose
components are physically, chemically, or otherwise combined
or mixed and produced as a single entity as described by §
3.2(e)(1) of this chapter is not subject to the requirements of §
801.20.

(2) AT 3.2(e)(1) %Pk, HE M4
R B L AL sE AR T AL A BOR &
FAE g B — S AR A = () 27 el 2 B A
LN ERMLZHR. §801.20.

(3) Each device constituent of such a combination product, other
than one described by § 3.2(e)(1) of this chapter, must bear a
UDI on its label unless paragraph (a)(11) of this section applies.

(3) BrAEATS (a)(11) Bad& ., BMULSA 5=
i RV REAN VR LGS 5, BRASE S 3.2(e)(1) 75
PR L R oAb, e bRZE B
uDl.

(c) Exception for shipping containers. This rule does not require
a UDI to be placed on any shipping container.

(c)iFizBEALA WIS . LA ZRAT UDI TR E
FEARITIZ f a8 Lo

(d) The UDI of a class | device is not required to include a
production identifier.

(d) 1 8880 UDI AT BALHEAE P2 RR iR AT

Sec. 801.35 Voluntary labeling of a device with a unique
device identifier.

801.35 ff FiME— 5 & AR IR R & 10 B B AR
2

W o

(a) The labeler of a device that is not required to bear a unique
device identifier (UDI) may voluntarily comply with § 801.20. If a
labeler voluntarily includes a UDI for a device, the labeler may
voluntarily provide information concerning the device under
subpart E of part 830 of this chapter.

(a) ANt ZEHE T ME— R A AR AT (UDI) I BE%
Wity n] LLE R SF § 801.20, WRMibR# H
FE 9 Rt UDL, U b3 AT DU A 22 5
830 &7 i E /N1 H B SR RIZ B
B

o

(b) A device may bear both a Universal Product Code (UPC)
and a UDI on its label and packages.

(b) A HIFR AN 4025 F ] it [B] i 7 A 38 FH 72
15 (UPC) #1 UDI,

Sec. 801.40 Form of a unique device identifier.

801.40 ME— X &R IRAFHIE R .

(a) Every unique device identifier (UDI) must meet the technical
requirements of § 830.20 of this chapter. The UDI must be
presented in two forms:

(8) /M B A BRI (UDI) 4 50 A 25 58
830.20 W ARZE R . UDI LA LA AR
.

(1) Easily readable plain-text, and

(1) % TR AR, Bk

(2) Automatic identification and data capture (AIDC) technology.

(2) BaRAMEHE RE (AIDC) A,

(b) The UDI must include a device identifier segment. Whenever
a device label includes a lot or batch number, a serial number, a
manufacturing date, an expiration date, or for a human cell,
tissue, or cellular or tissue-based product (HCT/P) regulated as
a device, a distinct identification code as required by §
1271.290(c) of this chapter, the UDI must include a production
identifier segment that conveys such information.

(b) UDI i EAE B AR IR BL. B AR 25
BT EA S oS, fliEH, 2H
W, BB SR R KGR ZHR
o TR B LA i (HCT/P) |F, — A
[F] AR AR 55 § 1271.290(c) I#E3K, UDI 24
I FE AR RS B AR P AR IR AT 0
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(c) If the AIDC technology is not evident upon visual
examination of the label or device package, the label or device
package must disclose the presence of AIDC technology.

(c) W RAEAN BEAS bR 25 B i % AL B I AIDC
ARARIE,, MIFRE B340 350 4 7% AIDC
B AR MIAEAE

(d) A class | device that bears a Universal Product Code (UPC)
on its label and device packages is deemed to meet all
requirements of subpart B of this part. The UPC will serve as the
unique device identifier required by § 801.20.

(d) ZEHFRBEN &2 By A i A = Ay
(UPC) I | K& M A R A4y B 1540
T H 23K . UPC ¥ 1E4 § 801.20 2K 1M
—WERIRIRFAF

Sec. 801.45 Devices that must be directly marked with a
unique device identifier.

801.45 LW H v A HE— R E R IRFHIRE.

(a) In general. A device that must bear a unique device identifier
(UDI) on its label must also bear a permanent marking providing
the UDI on the device itself if the device is intended to be used
more than once and intended to be reprocessed before each
use.

(@) MM 5. AHEHARZEE LA AT ME— B bn
P (UDI) 1) &8 A0 A K AMERRE, A
TEW ARG R UDL, SRR HZ IR
56 P 4T S5 A U T R EAT R T

(b) UDI for direct marking. The UDI provided through a direct
marking on a device may be:

(b)HF EEehrid ) UDIl. J@IE 4 B B Bbs
LN UDI FIREE

(1) Identical to the UDI that appears on the label of the device,
or

(1) Hambr2s EHILE) UDI AHE, 8%

(2) A different UDI used to distinguish the unpackaged device
from any device package containing the device.

(2) —MAFK UDIL, ATRARERENRESE
Bz IR i B AR X T K

(c) Form of a UDI when provided as a direct marking. When a
device must bear a UDI as a direct marking, the UDI may be
provided through either or both of the following:

(CE N EEZARMCIRALR) UDI A8, a0
A UDI ARy EabRich, UDI AT ELEE LT
AR —Fh ey A5 2K SR it

(1) Easily readable plain-text;

(1) 2 FIEE 2SR

(2) Automatic identification and data capture (AIDC) technology,
or any alternative technology, that will provide the UDI of the
device on demand.

(2) EENRBIAEAE TR (AIDC) $AR, SR
BAVEOAR, R ig i iR LB %1 UDI.

(d) Exceptions. The requirement of paragraph (a) of this section
shall not apply to any device that meets any of the following
criteria:

(A)BISMEDL. AT (a) B ERAGE M T &
P AEAT AR 4 (O A ] 0 5 -

(1) Any type of direct marking would interfere with the safety or
effectiveness of the device;

(1) AR SR EFEARC A 2 T IS ) 2 2k
BT R s

(2) The device cannot be directly marked because it is not
technologically feasible;

(2) HFHAR EAWAT, AEEEZEACR

(3) The device is a single-use device and is subjected to
additional processing and manufacturing for the purpose of an
additional single use.

(3) ZAs MO — IR TERE FH A, WIE BIHA— Ik
PEGE AT H BT EEAT 188 R A i

(4) The device has been previously marked under paragraph (a)
of this section.

(4) Zi & Z AT CARIEAT (a) Bt AT THRiC.

(e) Exception to be noted in design history file. A labeler that
decides to make use of an exception under paragraph (d of this
section) must document the basis of that decision in the design

(e)fEBLTH P s B HI B A L. PRE R
PEANT (d) B FH 51 MG DL R bR 28 7 s ZAE A
%5 820.30(j) " E SR it I s 3 g iz ik
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history file required by § 820.30(j) of this chapter.

SE [ A o

§ 801.50 Labeling requirements for stand-alone software.

801.50 B R GHIFRSE R .

(a) Stand-alone software that is not distributed in packaged form
(e.g., when downloaded from a Web site) is deemed to meet the
UDI labeling requirements of this subpart if it complies with the
requirements of paragraph (b) of this section and conveys the
version number in its production identifier.

(a) FUITEIRARIVITHM i, M
TR WRAFEA (o) BINER, Wil
il AT UDLFRAEIER I HLZE U
BRI AR

(b) Regardless of whether it is or is not distributed in packaged
form, stand-alone software regulated as a medical device must
provide its unique device identifier through either or both of the
following:

(b) T2 AT RIEA I K, VNS Sl
B[RS B A 6 2 S DA AR B SR A
ME— ) 25 PR 1R AT -

(1) An easily readable plain-text statement displayed whenever
the software is started;

(1) BAF R B B i) 5 T RS I 2SO TR A 5

(2) An easily readable plain-text statement displayed through a
menu command (e.g., an “About * * *” command).

(2) B a4 (i, “About * * ¥4 &

NI G T IR A SOARIE A

(c) Stand-alone software that is distributed in both packaged
form and in a form that is not packaged (e.g., when downloaded
from a Web site) may be identified with the same device
identifier.

(c) DT AAART © A o A AR S 3R A
CHiltr, >4 AR R iy ) R DU AR 8] 0 50 %
PRARRFARARIR

§ 801.55 Request for an exception from or alternative to a
unique device identifier requirement.

801.55 1% KX ME— i &R IRAF B SR BB Sh B
o

(a) A labeler may submit a request for an exception from or
alternative to the requirement of § 801.20 or any other
requirement of this subpart for a specified device or a specified
type of device. A written request for an exception or alternative
must:

(a) Wk AT DU R 52 T 6 BORY 52 R (1 e 4%
R § 801.20 ZEREUA TH#B 7 AR HoAth 25K
I AN BB AR . B A1 O AR 35 TR SR
il

(1) Identify the device or devices that would be subject to the
exception or alternative;

(1) W] E 52 BB S B A e s

(2) Identify the provisions of this subpart that are the subject of
the request for an exception or alternative;

(2) B 5E 1 9 Bl S B AR SR A AN
i

(3) If requesting an exception, explain why you believe the
requirements of this subpart are not technologically feasible;

(3) WHARAE KBS, THMREE NN T I 2
RAEBIAR _EATTAT S A

(4) If requesting an alternative, describe the alternative and
explain why it would provide for more accurate, precise, or rapid
device identification than the requirements of this subpart or how
the alternative would better ensure the safety or effectiveness of
the device that would be subiject to the alternative;

(4) MR ERBRT R, BHIBENATT ZIFMRE
P A E S AR T35 ) ER SR T AEf . i
B PR ) B R ), B 3 B AT R e S 4
A PR & I e Bl 2. LB RTSRA
1

(5) Provide, if known, the number of labelers and the number of
devices that would be affected if we grant the requested
exception or alternative; and

(5) $eflt (WSRO HD PN A EE A LIRA]
LT SR A A BB AR T Tk 52 B 52 1) 1 %
B, M

(6) Provide other requested information that the Center Director
needs to clarify the scope and effects of the requested exception
or alternative.

(6) F b T AT EHIE 1 K1 4 5B AL T7
SRV BB A P He A 1SR4 B
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(b) A written request for an exception or alternative must be
submitted by sending it:

(b) Bl &k AR i SR 2 BT T 2

R

]

(1) If the device is regulated by the Center for Biologics
Evaluation and Research (CBER), by email to:
cberudirequests@fda.hhs.gov or by correspondence to: Food
and Drug Administration, Center for Biologics Evaluation and
Research, Document Control Center, 10903 New Hampshire
Ave., Bldg. 71, Rm. G112, Silver Spring, MD 20993.

(1) BB 52 A=) ot DAk A 52 0
(CBER) &%, iHimit - HRfF RiE %
cberudirequests@fda.hhs.gov B it {54 Kk i%
F. BMRAYEER. AR5
iy, CEE#IH Ly, 10903 New Hampshire
Ave., Bldg. 71 =. G112, #/&, MD 20993.

(2) In all other cases, by email to: GUDIDSupport@fda.hhs.gov,
or by correspondence to: UDI Regulatory Policy Support, Center
for Devices and Radiological Health, Food and Drug
Administration, 10903 New Hampshire Ave., Bldg. 32, Rm.
3293, Silver Spring, MD 20993-0002.

(2) TEFTA HARTE LT, Jl Il lR A Ak 2
GUDIDSupport@fda.hhs.gov, Bl (5 4k
K% UDI B BUR SCRe, BRI i Fe
Ly, EMMZYEHR, 10903 New
Hampshire Ave., Bldg. 32 %. 3293, 4R,
MD 20993-0002.

(c) The Center Director may grant an exception or alternative,
either in response to a request or on his or her own initiative, if
the Center Director determines that an exception is appropriate
because the requirements of this subpart are not technologically
feasible, or that an alternative would provide for more accurate,
precise, or rapid device identification than the requirements of
this subpart or would better ensure the safety or effectiveness of
the device that would be subject to the alternative. If we grant an
exception or alternative, we may include any safeguards or
conditions deemed appropriate to ensure the adequate
identification of the device through its distribution and use. Any
labeler may make use of an exception or alternative granted
under this section, provided that such use satisfies all
safeguards or conditions that are part of the exception or
alternative.

(c) R rb TARHAE BISNZE 1), RONAT
AR I ESRAE SR EATAT, B 0 EAERT
LA B SR B E B T A s AT Sk
RO AR T8 I ZOR B AR . RS B BRI 1
B, BORE B A A R 52 B T LR
WA 22 e PEEUA R A SRAT 3 T 41 B
BRITR, BATH G2 BIARTHOANIE H 1)
ORBE Sk A, DA ORIE I 73 A AN AT
BER AT TR0 R0 o AR AR A AT DRI AR
PEA TR T HIBI AT &

(d) FDA may initiate and grant an exception or alternative if we
determine that the exception or alternative is in the best interest
of the public health. Any such exception or alternative will
remain in effect only so long as there remains a public health
need for the exception or alternative

(d) dn RIATH 5E B S B AT BT S A ARARRE
iR at, FDA W] LUS Sh ATk G 4R s #4K
Jigke ARG AT RAAE AT
AT B BB AT R A S SRS

(e) The Center Director may rescind an exception or alternative
granted under this section if, after providing an opportunity for
an informal hearing as defined in section 201(x) of the Federal
Food, Drug, and Cosmetic Act and under part 16 of this chapter,
the Center Director determines that the exception or alternative
no longer satisfies the criteria described in this paragraph (e) or
that any safeguard or condition required under this paragraph
(e) has not been met.

() WSRAEIRAL T B 25 S AN i BR
201(x) FIAAVEE 16 #0 FE AR IE AT IE =
MIFL e, A AT DU AR IS A 1532 T 1
BIAN AT S5, L AR E Bl AR B AR
JTRAH AR (e) R IIbsE, B A
Bt (e) LR ARy DR R fif il 5l 2% AR R AT 206 AL

§ 801.57 Discontinuation of legacy FDA identification
numbers assigned to devices.

801.57 4 1b Sy Aose Bt & M1 4 FDA R5 5.

(a) On the date your device must bear a unique device identifier
(UDI) on its label, any National Health-Related Item Code
(NHRIC) or National Drug Code (NDC) number assigned to that
device is rescinded, and you may no longer provide an NHRIC
or NDC number on the label of your device or on any device

(a) HIE MR & LA HARZE L AT ME— Wb
RFF (UDI) 2 B2, 7rPegsiz s A T [ 2K
f FEAH ST H ARHS (NHRIC) BGE &K 2 i A5
(NDC) %5 #F pis , AT BAEN K
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package.

bR ARk E T & % 0% NHRIC 5 NDC
G

(b) If your device is not required to bear a UDI on its label, any
NHRIC or NDC number assigned to that device is rescinded as
of September 24, 2018, and beginning on that date, you may no
longer provide an NHRIC or NDC number of the label of your
device or on any device package.

(b) U R A& v g AN 2 A Hobn 28 BT UDI,
T 43 P45 15 %% AT NHRIC 5t NDC % 54
¥ H 2018 4 9 J 24 HikZHs, I HMZH Y
THG, G REA RN NHRIC B0 NDC# % bk
oA e B BRGNS

(c) A labeler who has been assigned an FDA labeler code to
facilitate use of NHRIC or NDC numbers may continue to use
that labeler code under a system for the issuance of UDIs,
provided that -

(c) A #{EF NHRIC &% NDC %i 5 1 3Bt 1
FDA Fric ACHS AR ic & ml LAk L7 A & UDI #)
ARG MMERZbR0AC 1, B -

(1) Such use is consistent with the framework of the issuing
agency that operates that system; and

(1) R 51T Z RS K ATH FIHESE —
;M

(2) No later than September 24, 2014, the labeler submits, and
obtains FDA approval of, a request for continued use of the
assigned labeler code. A request for continued use of an
assigned labeler code must be submitted by email to:
GUDIDSupport@fda.hhs.gov, or by correspondence to: UDI
Regulatory Policy Support, Center for Devices and Radiological
Health, Food and Drug Administration, 10903 New Hampshire
Ave., Bldg. 32, Rm. 3293, Silver Spring, MD 20993-0002.

(2) MR 2014 4£ 9 H 24 H, Wibp# 3 9f

K15 FDA #Htife, 4kalAd 45 & i Wids 2 QRS 1)
TR ARefl TR e An2 AR5 His SR Jiid i
HL IR A 2

GUDIDSupport@fda.hhs.gov, a5 4R
L UDI EBURSCRE, W& R g F b

L, BMAMZYE R, 10903 New
Hampshire K&, KJE. 32 =, 3293, R,
MD 20993- 0002.

(d) Each request for continued use of an assigned labeler code
must provide -

(d) ZREEf F Fi € P AN IO RN SR AR A3

(1) The name, mailing address, email address, and phone
number of the labeler who is currently using the labeler code;

(1) 41T AR NS HO GBS NIk 42 R 2y
Mkl FE S btk R LT S R

(2) The owner/operator account identification used by the labeler
to submit registration and listing information using FDA's Unified
Registration and Listing System (FURLS).

(2) Wits#EEH FDA MG —E M54 25
(FURLS) 272 y3 Mt A1 %1 4415 S B 1 BT 3 2/
ZEFHMK P AR

(3) The FDA labeler code that the labeler wants to continue
using.

(3) Wik & A ARSI K] FDA Mibs & XA

Subpart C - Labeling Requirements for Over-the-Counter
Devices

TS C - AT B MOFRAE R

§ 801.60 Principal display panel.

801.60 X E/RTEIR

The term principal display panel, as it applies to over-the-
counter devices in package form and as used in this part, means
the part of a label that is most likely to be displayed, presented,
shown, or examined under customary conditions of display for
retail sale. The principal display panel shall be large enough to
accommodate all the mandatory label information required to be
placed thereon by this part with clarity and conspicuousness and
without obscuring designs, vignettes, or crowding. Where
packages bear alternate principal display panels, information
required to be placed on the principal display panel shall be

AR E 7R "d TR A AR T 25 9F
FEARFRIHAE, R RAT AT REAE LT
B A TR Bon. B ERED
FERR . FRRERN ALK, Lg%
ESRIGEAR BT RHIERR SR,
i B H, JFHASERBOE. SR
IR AT & s R, R ZEAE T JEoR
R E IR RS B R ORI B R,

~_17_~




duplicated on each principal display panel. For the purpose of
obtaining uniform type size in declaring the quantity of contents
for all packages of substantially the same size, the term area of
the principal display panel means the area of the side or surface
that bears the principal display panel, which area shall be:

TAEF WA E AR RS IR BRI Y 75
RGP AR, RGBT (TR
FEFRARE T o TR R0 T R T T AR, %
THAR N A

(a) In the case of a rectangular package where one entire side
properly can be considered to be the principal display panel
side, the product of the height times the width of that side;

(a) FEAETE ARG OL R, —NEBLIE AT Bl
Pl EE R TIARGL, wREaRe LLZIU M
T P IR 5

(b) In the case of a cylindrical or nearly cylindrical container, 40
percent of the product of the height of the container times the
circumference; and

(b) X TR BB A &, A &% ke
LUA KRR 40%; AN

(c) In the case of any other shape of container, 40 percent of the
total surface of the container: Provided, however, That where
such container presents an obvious “principal display panel”
such as the top of a triangular or circular package, the area shall
consist of the entire top surface.

(c) X FARMT AR M AT, 5 AR
40%: fH&, WRZESEAV RN EEER
AR, B0 = ek AR TR, 1% X35
IVASRCE ST

In determining the area of the principal display panel, exclude
tops, bottoms, flanges at the tops and bottoms of cans, and
shoulders and necks of bottles or jars. In the case of cylindrical
or nearly cylindrical containers, information required by this part
to appear on the principal display panel shall appear within that
40 percent of the circumference which is most likely to be
displayed, presented, shown, or examined under customary
conditions of display for retail sale.

FERRE 1 B R AR T TEAR I, ASELAE T
JREF S R S A JER T P95 22 DA B 7 Bt 1 4 )R
iR G S i a0 A e Uil e A R o
AR B SR B 2 R s AR A5 B R H LA
A AREAE W R R T IR 23 R
A A B AR 40% A TEE.

§ 801.61 Statement of identity.

801.61 B8,

(a) The principal display panel of an over-the-counter device in
package form shall bear as one of its principal features a
statement of the identity of the commodity.

(a) B ARAL T3 24 1Y) 5 2 s THIAR . DA
i B3 P IR O R —

(b) Such statement of identity shall be in terms of the common
name of the device followed by an accurate statement of the
principal intended action(s) of the device. Such statement shall
be placed in direct conjunction with the most prominent display
of the name and shall employ terms descriptive of the principal
intended action(s). The indications for use shall be included in
the directions for use of the device, as required by section
502(f)(1) of the act and by the regulations in this part.

(b) LB By 3 75 B A L% (R F A4 Bk, R
e g T TTUYIHR AR A AERA P o L2 WY 8
SRR AR ERL S TE, N R
FEFATEIARE . RIEEZ S 502(f)(1) 19
ANASER 7 (IR E Ao P e W I 35 A B A A8
RERT L

(c) The statement of identity shall be presented in bold face type
on the principal display panel, shall be in a size reasonably
related to the most prominent printed matter on such panel, and
shall be in lines generally parallel to the base on which the
package rests as it is designed to be displayed.

(c) B A W R AE 3 R b AR 7 s, 3
JUST R 5 12 b dp i R AR BRI A & AR O, O
L5 FEACPAT AT RAAR B, ROV BB

IR,

§ 801.62 Declaration of net quantity of contents.

801.62 A AEFEFE .

(a) The label of an over-the-counter device in package form
shall bear a declaration of the net quantity of contents. This shall
be expressed in the terms of weight, measure, numerical count,
or a combination of numerical count and weight, measure, or
size: Provided, That:

(a) BATL M ARLLT5 25 (MIARZE MR B 3 40 1)
FEE. RNMER., RoF #ovt ey
HHEER. ROFERST WAEERR: A

X

(1) In the case of a firmly established general consumer usage

(1) £ CLBA LK — B 2 ST AN 51 5 ST 15 1
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and trade custom of declaring the quantity of a device in terms
of linear measure or measure of area, such respective term may
be used. Such term shall be augmented when necessary for
accuracy of information by a statement of the weight, measure,
or size of the individual units or of the entire device.

BUT s DA P o i A R 7 s P K
B, ATLMERARR AR . AR, R
AT RN A I E R . R BRI
Sk 15 2 A e 1 o

(2) If the declaration of contents for a device by numerical count
does not give accurate information as to the quantity of the
device in the package, it shall be augmented by such statement
of weight, measure, or size of the individual units or of the total
weight, measure, or size of the device as will give such
information; for example, “100 tongue depressors, adult size”, “1
rectal syringe, adult size”, etc. Whenever the Commissioner
determines for a specific packaged device that an existing
practice of declaring net quantity of contents by weight,
measure, numerical count, or a combination of these does not
facilitate value comparisions by consumers, he shall by
regulation designate the appropriate term or terms to be used
for such article.

(2) W R BT B A A A R AR G T
B P A AR N HERA (S, TR AE 7S B AR
FEEARITER ., KT SR BER At (E
SRR S ER, REFERSEs filan, “100
MEEB, AR 1 ANEGERE, A
RO, B e & AR 11 P AT e
PA, At S i AR R T SR 3
ARG EAE

(b) Statements of weight of the contents shall be expressed in
terms of avoirdupois pound and ounce. A statement of liquid
measure of the contents shall be expressed in terms of the U.S.
gallon of 231 cubic inches and quart, pint, and fluid-ounce
subdivisions thereof, and shall express the volume at 68 °F
(20 °C). See also paragraph (p) of this section.

(b) WP = & 75 B B LA avoirdupois 5 Fl £
FIRN . NI AR & FE 75 B S DA SR N &
231 S5 ey I B b R A 4 oy
TR, FFRIFRIR 68 HLICHE (20 HRIKE) B
. S IATT (p) B

(c) The declaration may contain common or decimal fractions. A
common fraction shall be in terms of halves, quarters, eighths,
sixteenths, or thirty-seconds; except that if there exists a firmly
established, general consumer usage and trade custom of
employing different common fractions in the net quantity
declaration of a particular commodity, they may be employed. A
common fraction shall be reduced to its lowest terms; a decimal
fraction shall not be carried out to more than two places. A
statement that includes small fractions of an ounce shall be
deemed to permit smaller variations than one which does not
include such fractions.

(c) A I AR s i . — N IERI
DENZRE N, Wz —, \pz—, tAi
N W= BRAR AE AR TR AL 1 —
TH B SRR 87 5 SIABE,  BIVZE A 7 7t ) 44
IR A R AL WRTe e
e 3% R BN A N R ART N A
P o A /N 73 s =) (75 I AR N FE VT EE
AL BESE/INER 23 17 W /NI AZ A

(d) The declaration shall be located on the principal display
panel of the label, and with respect to packages bearing
alternate principal panels it shall be duplicated on each principal
display panel.

(d) A IR AL TARZE N T RoR AR b, X T
A2 LR, 7N AR T R
L&,

(e) The declaration shall appear as a distinct item on the
principal display panel, shall be separated, by at least a space
equal to the height of the lettering used in the declaration, from
other printed label information appearing above or below the
declaration and, by at least a space equal to twice the width of
the letter “N” of the style of type used in the quantity of contents
statement, from other printed label information appearing to the
left or right of the declaration. It shall not include any term
qualifying a unit of weight, measure, or count, such as “giant
pint” and “full quart”, that tends to exaggerate. It shall be placed
on the principal display panel within the bottom 30 percent of the
area of the label panel in lines generally parallel to the base on
which the package rests as it is designed to be displayed:
Provided, That:

(e) P AR AR SL T H Y BLAE 2 o T AR £
578 ] _EJ7 s 7 I H A BRI AR 24 R
(] A [ 2 28 45 A B o T 0 7 BRI v
I H., 55 B 7 A O s ) FeA B Rl b2
5 R 1A R B B A A5 T P A BR E  p fE
17 ARFE I T RN P . BN
FEATIRE HE . BRI B A R, B
R AR BCRRES B, IXAEE 25 KHAE . AR

X
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(1) On packages having a principal display panel of 5 square
inches or less the requirement for placement within the bottom
30 percent of the area of the label panel shall not apply when
the declaration of net quantity of contents meets the other
requirements of this part; and

(1) 76 BoR TR NF 2T 5 5 9~F %

B, MBI R R A A 1 HAth

BRI, ANE B bR SRR 30% XI5
P LR A

(2) In the case of a device that is marketed with both outer and
inner retail containers bearing the mandatory label information
required by this part and the inner container is not intended to
be sold separately, the net quantity of contents placement
requirement of this section applicable to such inner container is
waived.

(2) X AN AN A LA B 1A AR R 23 BRI 5
HPEARZE (S S H Y 2 e AT SRS B 1 4%
B AT N ICE SR R BCRE T A
A R 4 o

(3) The principal display panel of a device marketed on a display
card to which the immediate container is affixed may be
considered to be the display panel of the card, and the type size
of the net quantity of contents statement is governed by the
dimensions of the display card.

(3) Wiy EHER AR 1 on - A B 1 A ) 2
AN ATAEA R R B SR TR, N a
WY R 7 AR EURSE 9 IR 7R .

(f) The declaration shall accurately reveal the quantity of device
in the package exclusive of wrappers and other material packed
therewith.

(f) AN AER R AR b e R, A
B AR A S 3R R

(g) The declaration shall appear in conspicuous and easily
legible boldface print or type in distinct contrast (by typography,
layout, color, embossing, or molding) to other matter on the
package; except that a declaration of net quantity blown,
embossed, or molded on a glass or plastic surface is
permissible when all label information is so formed on the
surface. Requirements of conspicuousness and legibility shall
include the specifications that:

(9) 7 WY ATE H 5y 352 R 1A BNl 55 6% (1
Fofts N BT B B X b GRREAREC, AR i
o IEAEEUEH]D BRI (HA T A R%E
fo BN T A B B R B, STVF
P B B R AR I B AR R AR
PR TR YRR 5 S R LG DA

1%

(1) The ratio of height to width of the letter shall not exceed a
differential of 3 units to 1 unit, i.e., no more than 3 times as high
as it is wide.

(1) FBR 1 R 98 LA L 34 B LA A LA 1Y
ZEAH, RIASE S L T8 L 345

(2) Letter heights pertain to upper case or capital letters. When
upper and lower case or all lower case letters are used, it is the

lower case letter “0” or its equivalent that shall meet the
minimum standards.

(2) TR B KSR G Y. A
NG R NG SR, NG o B
S A 2 AT

(3) When fractions are used, each component numeral shall
meet one-half the minimum height standards.

(3) SEA BN, RS T RO L BN R
PRAER) =5y 2

(h) The declaration shall be in letters and numerals in a type
size established in relationship to the area of the principal
display panel of the package and shall be uniform for all
packages of substantially the same size by complying with the
following type specifications:

(h) A EARCR A PRy, K h RN 5%
PR R ER ARG O, I HX T A R
HEAMF RN, BT 5 LT AR -

(1) Not less than one-sixteenth inch in height on packages the
principal display panel of which has an area of 5 square inches
or less.

(1) E AT L 5 7 3 104
by BT ASZ YT

(2) Not less than one-eighth inch in height on packages the
principal display panel of which has an area of more than 5 but
not more than 25 square inches.

(2) TR REREFAT 5 P77 3HAA AT
25 S 7 it I P B AT\ 5y 2 — 3
+.

(3) Not less than three-sixteenths inch in height on packages the

(3) E T R ALK T 25 15 s {HA KT
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principal display panel of which has an area of more than 25 but
not more than 100 square inches.

100 P i~ I E M EA DTN 02
R

(4) Not less than one-fourth inch in height on packages the
principal display panel of which has an area of more than 100
square inches, except not less than one-half inch in height if the
area is more than 400 square inches.

(4) & SRTIHT B 100 T 3EF %,
FAREAR D P42 — ¥k, ML 400 F
FHEIN, REEEAME Tz 3t

Where the declaration is blown, embossed, or molded on a
glass or plastic surface rather than by printing, typing, or
coloring, the lettering sizes specified in paragraphs (h)(1)
through (4) of this section shall be increased by one-sixteenth of
an inch.

U SR W R AR B B R R W B

JEmAGE B B FT 7 EGE B, AT (h)(1)
£ (4) PRUE TR RSP —- 0z —
L

(i) On packages containing less than 4 pounds or 1 gallon and
labeled in terms of weight or fluid measure:

() R EDT 4 Bie 1 e JF DUE R s A
JEARER AR L

(1) The declaration shall be expressed both in ounces, with
identification by weight or by liquid measure and, if applicable (1
pound or 1 pint or more) followed in parentheses by a
declaration in pounds for weight units, with any remainder in
terms of ounces or common or decimal fractions of the pound
(see examples set forth in paragraphs (k) (1) and (2) of this
section), or in the case of liquid measure, in the largest whole
units (quarts, quarts and pints, or pints, as appropriate) with any
remainder in terms of fluid ounces or common or decimal
fractions of the pint or quart (see examples set forth in
paragraphs (k) (3) and (4) of this section). If the net weight of the
package is less than 1 ounce avoirdupois or the net fluid
measure is less than 1 fluid ounce, the declaration shall be in
terms of common or decimal fractions of the respective ounce
and not in terms of drams.

(1) AR LR R KR, I DU S 80 T B4R
W, WREH (I BE 1 mREEZ) , NTE
Fa5 o B DA N A, R EE R, R
PAARAE 2 75w B85 i d sl NG o (S
WATTHS (k) (1) A1 (2) Berh gt e, 8
ERAREERTE LT, LRI B R R, (5
Ji S A i B i, RS BT E D) BA R B
T B 2 ) G o B i ) A NS A R
BHUEAT R (ZHATTE (K) (3) A1 (4) B3]
HERED o iR ERERFEANT 1
avoirdupois BLHRE/NT 1 E A,

(2) The declaration may appear in more than one line. The term
“net weight” shall be used when stating the net quantity of
contents in terms of weight. Use of the terms “net’” or “net
contents” in terms of fluid measure or numerical count is
optional. It is sufficient to distinguish avoirdupois ounce from
fluid ounce through association of terms; for example, “Net wt. 6
oz” or “6 oz net wt.,” and “6 fl oz” or “net contents 6 fl 0z.”

(2) FRTREHIAE S T—17. DIEERRIAR
YIS B, RS E ] . 7RI
BB O A R 1B B SRR A ik
(1. I8 ARTE B LK X 4ravoirdupois ounce
Hifluid ouncest /24 [ B, “iFEH 6 2w 5L
“6 i E] I E G E R A EC A AR 6
il

(i) On packages containing 4 pounds or 1 gallon or more and
labeled in terms of weight or fluid measure, the declaration shall
be expressed in pounds for weight units with any remainder in
terms of ounces or common or decimal fractions of the pound; in
the case of fluid measure, it shall be expressed in the largest
whole unit, i.e., gallons, followed by common or decimal
fractions of a gallon or by the next smaller whole unit or units
(quarts or quarts and pints), with any remainder in terms of fluid
ounces or common or decimal fractions of the pint or quart; see
paragraph (k)(5) of this section.

() FEEE 4 5 1 & BE £ H DLE B ek
EEARCR A, N DU RS R R
i, AT AR EA 28 7 RS 1) H BN 0 3%
s FEARTIEREILN, BN R K B AL
AR, RInG, 2RJE—INne i Wi
(157 P N O SRAN TS (R VA XA
CE BB B A bl , DLRAEAT R B AR
) B B P ) JE BN ) Ko I
AHTEH (K)(5) B

(k) Examples:

(SENAE

(1) A declaration of 11 /2 pounds weight shall be expressed as
“net wt. 24 oz (1 Ib 8 0z),” or “Net wt. 24 oz (112 Ib)” or “Net wt.

(1) 1 1/2 T 3 B ) 74 B B 14 TR 24 25w
(1 1% 8 &) "HR i 24 Hw] (112 5
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24 0z (1.5 Ib).”

B 24 R (1.5 85 7,

(2) A declaration of three-fourths pound avoirdupois weight shall
be expressed as “Net wt. 12 0z.”.

(2) P4 732z =15 JL (1 7 W MR i L 12 2%
A"

(3) A declaration of 1 quart liquid measure shall be expressed as
“Net contents 32 fl 0z (1 qt)” or “32 fl 0z (1 qt).”

(3) 1 S LR BB 1 75 I RS N 5 & 32
WEmE (155 "B32 EwE (15
i 7.

(4) A declaration of 13 4 quarts liquid measure shall be
expressed as, “Net contents 56 fl oz (1 qt 1 pt 8 0z)” or “Net
contents 56 fl oz (1 gt 1.5 pt),” but not in terms of quart and
ounce such as “Net contents 56 fl oz (1 qt 24 0z).”

(4) 1 3/4 % s oA B P 1) 7 B N s R 1

56 W E A (155155 8 % m]) "Hi & &

56 WA (15 1.5 8 ", (HAAZUFM
AT AL, Bl 56 iR R (1%
fii 24 #w) 7,

(5) A declaration of 21 2 gallons liquid measure shall be
expressed as “Net contents 2 gal 2 qgt’, “Net contents 2.5
gallons,” or “Net contents 21 /2 gal” but not as “2 gal 4 pt”.

(5) 2 1/2 I WA & 2 ) 7 BH N R N 1 o &
2 G 2 =M. “YBEE 2.5 IS E RS R 2
12 Ine", (EARERR N2 It 4557,

(I) For quantities, the following abbreviations and none other
may be employed. Periods and plural forms are optional:

gallon gal liter |

milliliter ml cubic centimeter cc
quart gt yard yd

pint pt feet or foot ft
ounce 0z inch in

pound Ib meter m

grain gr centimeter cm
kilogram kg millimeter mm
gramg fluid f
milligram mg square sq
microgram mcg weight wt

() ¥k, "R, MG
455 . A5 MR O A ATk 1

e sl

=T+ =Tt S5 JEK ce
&SI fhg

vt i FEREER
ikl T

5% Kok
FARIR JEK JE K
AT T ZAREK
I, AR
W meg He wt

(m) On packages labeled in terms of linear measure, the
declaration shall be expressed both in terms of inches and, if
applicable (1 foot or more), the largest whole units (yards, yards
and feet, feet). The declaration in terms of the largest whole
units shall be in parentheses following the declaration in terms
of inches and any remainder shall be in terms of inches or
common or decimal fractions of the foot or yard; if applicable, as
in the case of adhesive tape, the initial declaration in linear
inches shall be preceded by a statement of the width. Examples
of linear measure are “86 inches (2 yd 1 ft 2 in)”, “90 inches (21
/2 yd)”, “30 inches (2.5 ft)”, “ 3/4 inch by 36 in (1 yd)”, etc.

(m) AELEZ RT3 b, AN DI
Fon, WARSEM (1 RREEELZ) , WEARKH
B AL RS BRI R, 3R RKoR. Pk
KBS AL R IR 7 WY N2 DA ~T D SR ) 7 1
JE ST H, HAR IR R AT B REAs 1
HH BN RoR s WARIER], IR
THOUR, PAZRIESE T oy B AL R A e 75 ) 2 i
FEITERE . LRI R KR /286 St (245 1
JER 2 9af) 7L 90 ZE~f (21/2 89D 7\ “30
P25 HERD L “3/4 Fisf x 36 HE) (1

i) 7 ) 4, ETC.
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(n) On packages labeled in terms of area measure, the
declaration shall be expressed both in terms of square inches
and, if applicable (1 square foot or more), the largest whole
square unit (square yards, square yards and square feet, square
feet). The declaration in terms of the largest whole units shall be
in parentheses following the declaration in terms of square
inches and any remainder shall be in terms of square inches or
common or decimal fractions of the square foot or square yard;
for example, “158 sq inches (1 sq ft 14 sq in)".

(n) FEATHAUTHE R C R IR SF 7
JPAL &) (P RREE S ) R
FI7 RN CPITRY SF JTRG RS IT R, SETT
PR o BN AL 7 B LT 5 9]
FARAEF G E S, R R 7 3
B SPGB N 2 R
Ay BN, 158 FUrEESS (1 PIrEER 14 ~F 7
H) T

(o) Nothing in this section shall prohibit supplemental statements
at locations other than the principal display panel(s) describing
in nondeceptive terms the net quantity of contents, provided that
such supplemental statements of net quantity of contents shall
not include any term qualifying a unit of weight, measure, or
count that tends to exaggerate the amount of the device
contained in the package; for example, “giant pint” and “full
quart”. Dual or combination declarations of net quantity of
contents as provided for in paragraphs (a) and (i) of this section
are not regarded as supplemental net quantity statements and
shall be located on the principal display panel.

(0) AT H AT PN 25 NS 28 11 E 32 BRI
PAAR A B AT A 78 A B, DAE I B 14 1) 77 =X
FIR NS R, ATIR R UR N A RO
A0 78 7 AN N AL HE AT AR PR SE B R AR B ) T
ZRAEPE SR REEENERE, R et
¥, 4, “giant pint”f1“full quart’. 4<%k (a)Al
()R A2 1AW Bl 2H A1 1 7 A A 72
FE A, NALT 3 RORER b

(p) A separate statement of net quantity of contents in terms of
the metric system of weight or measure is not regarded as a
supplemental statement and an accurate statement of the net
quantity of contents in terms of the metric system of weight or
measure may also appear on the principal display panel or on
other panels.

(p) Fh 14y DA 2 m v B B R 149 3 A
ONAhFE U, DA B R B R R s
Rt A DL IRAE 3 R TR s A AR L.

(q) The declaration of net quantity of contents shall express an
accurate statement of the quantity of contents of the package.
Reasonable variations caused by loss or gain of moisture during
the course of good distribution practice or by unavoidable
deviations in good manufacturing practice will be recognized.
Variations from stated quantity of contents shall not be
unreasonably large.

() I B 7 W S HE A R R ke N A
Koo A8 R o8 S O R R 7K 23 45 2R R
ol R4 2B SR AN ] G 1) i 22 51 1
GHEAAK YRR . SMENATENZTA
R K

§ 801.63 Medical devices; warning statements for devices
containing or manufactured with chlorofluorocarbons and other
class | ozone-depleting substances.

801.63 LRJ7 ashis &A1 BH SURUR AT AL | 28
THAE R AT IS B BT .

(a) All over-the-counter devices containing or manufactured with
chlorofluorocarbons, halons, carbon tetrachloride, methyl
chloride, or any other class | substance designated by the
Environmental Protection Agency (EPA) shall carry one of the
following warnings:

(a) T & AR R e, aEfm. fH b
BB R (EPA) $55E AT HAtL | 284 )5
s LG AR TS e N AT DL B 2

(1)The EPA warning statement:

WARNING: Contains [or Manufactured with, if applicable] [insert
name of substance], a substance which harms public health and
environment by destroying ozone in the upper atmosphere.

(1)EPA &5 .

B A [EE, WIRIEH] [R5 A
PR, —ArEE R 2 R R EOREE A
AR A FEFN A5 I 5«

(2) The alternative statement:

(2) B ACFRIA:

(b) The warning statement shall be clearly legible and
conspicuous on the product, its immediate container, its outer
packaging, or other labeling in accordance with the

(b) HR4#% 40 CFR 25 82 #i/r (MR, ek i
RIAEF i HERRA S AV B bR b
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requirements of 40 CFR part 82 and appear with such
prominence and conspicuousness as to render it likely to be
read and understood by consumers under normal conditions of
purchase. This provision does not replace or relieve a person
from any requirements imposed under 40 CFR part 82.

A 5 HREH . JFRL L n] BV 2 AR IR
VSRR T DR R . % E A RE B E A
AN ANARYE 40 CFR %5 82 73 Jiti N i AE o 22

Note:

The indented statement below is required by the Federal
government's Clean Air Act for all products containing or
manufactured with chlorofluorocarbons (CFC's) [or other class |
substance, if applicable]:

WARNING: Contains [or Manufactured with, if applicable] [insert
name of substance], a substance which harms public health and
environment by destroying ozone in the upper atmosphere.

CONSULT WITH YOUR PHYSICIAN, HEALTH
PROFESSIONAL, OR SUPPLIER IF YOU HAVE ANY
QUESTION ABOUT THE USE OF THIS PRODUCT.

EAGE

BRFRBUR ) (s R0 BRI & alifi
ISR (CFC) [EILA | K%, an & H]]
7 it i 3 DA i kS B

B A [EE, WIRIEH] [EA R A
FR], — Rl A R R R AR e E A
AR RN ) 5 o

QPR AEXS AS T i B A AR TSR 1], 3 5 i 1
1D]VSEN - 3o S AV

Subpart D - Exemptions From Adequate Directions for Use

DS - 78445 F i A B3 S

§ 801.109 Prescription devices.

801.109 &7t %& .

A device which, because of any potentiality for harmful effect, or
the method of its use, or the collateral measures necessary to its
use is not safe except under the supervision of a practitioner
licensed by law to direct the use of such device, and hence for
which “adequate directions for use” cannot be prepared, shall be
exempt from section 502(f)(1) of the act if all the following
conditions are met:

T ATART 8 75 1A 55 5 M) B AT FH O v el A
FH BT 06 75 10 B e FE T T AN 22 4 10 i 2%, BRARTE
IRAFVEEVE O] DR A0 A L 2R 2 i MOl 2 1
BT, B S e LU g &4, WJei:
R TR I A", S G BRI SR
502(f) (1) & I35 -

(a) The device is:

(a) 12&%%

(1) (i) In the possession of a person, or his agents or employees,
regularly and lawfully engaged in the manufacture,
transportation, storage, or wholesale or retail distribution of such
device; or

(1)(0) A NBHACE A B 5357547, €A
NI BRI HE . 185, A7 Bt R Bl
T BE

(i) In the possession of a practitioner, such as physicians,
dentists, and veterinarians, licensed by law to use or order the
use of such device; and

(i) FRATE AV T o w2 o FH ISR BE 45 1)
POERIT (FIanBENT. FEMEE) ff, M

(2) Is to be sold only to or on the prescription or other order of
such practitioner for use in the course of his professional
practice.

(2) B LT 1Z ML BRAE 12 A 25 1R 48 D5 B
Hottvg & 8, DAMEAE L sl f b A
M.

(b) The label of the device, other than surgical instruments,
bears:

(b) BrF AL, %A IR A -

(1) The symbol statement “Rx only” or “? only” or the statement
“Caution: Federal law restricts this device to sale by or on the
order of a ___”, the blank to be filled with the word “physician”,
“dentist”, “veterinarian”, or with the descriptive designation of
any other practitioner licensed by the law of the State in which
the practitioner practices to use or order the use of the device;

and

(1) 5 7 B“Rx only”5“a?7? only” 57 B“yF:
B POTEEIR S & R Red _ BidEiT R
e, THAESE ‘RN, FERT
=", BCEA MO e e Bl 23 i 4%
(PP ATV BT AT A At A 35 R R 1% 44
FRs
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(2) The method of its application or use.

(2) Ho N B A i

(c) Labeling on or within the package from which the device is to
be dispensed bears information for use, including indications,
effects, routes, methods, and frequency and duration of
administration, and any relevant hazards, contraindications, side
effects, and precautions under which practitioners licensed by
law to administer the device can use the device safely and for
the purpose for which it is intended, including all purposes for
which it is advertised or represented: Provided, however, That
such information may be omitted from the dispensing package if,
but only if, the article is a device for which directions, hazards,
warnings, and other information are commonly known to
practitioners licensed by law to use the device. Upon written
request, stating reasonable grounds therefor, the Commissioner
will offer an opinion on a proposal to omit such information from
the dispensing package under this proviso.

(c) F T Boas i) (028 b ke Py IR 28 A0 55
HGER, GRS, ROk, &, Tk,

LR LIRSS 18], DA SAETAH R EE

SRRV RIE AR 1 AR YE 2 e, 3RAS
EARVF T A BAZ A K ML B3 AT DL 22 4 i i
Wz &I T AU E 1, B & B
RPAE AR BR, Ak, HEXEY5
e Ahaehl, L k. i AHARE R
DIMRIEVE AT A FH i 2 B 0 ML 35 T B RIS 5 ]
AN B A it 285 R . R TS RIF
VS EE,  L SR AR IR A (E S AL 25
A g LR AE B PR R R

(d) Any labeling, as defined in section 201(m) of the act, whether
or not it is on or within a package from which the device is to be
dispensed, distributed by or on behalf of the manufacturer,
packer, or distributor of the device, that furnishes or purports to
furnish information for use of the device contains adequate
information for such use, including indications, effects, routes,
methods, and frequency and duration of administration and any
relevant hazards, contraindications, side effects, and
precautions, under which practitioners licensed by law to employ
the device can use the device safely and for the purposes for
which it is intended, including all purposes for which it is
advertised or represented. This information will not be required
on so-called reminder - piece labeling which calls attention to
the name of the device but does not include indications or other
use information.

(d) ZIEZEE 201(m) b E CRHEFTARSE, 7o
weEREMTH TR, BfbER. AR
ST B R BIER  ARERE E E K
I3 R b B Py PSR 4 B AR B s % 1
fE BB IS RS IR S5 2.

BAE ENIE. FOR @R, Tk SRR
FREEI E] AR ARG fE . 2ERiE. R
PR 18, ARYEIZ 6K, 3R AV ATl
FIZ A BN B30aT DL 22 3t 4 80 5% F
MFHBUE K, BB BRI T
A HE. Pl KRR - M2 B AT ZE I E

B AR GIEXN R G ARNER, EAE
R B AE R .

(e) All labeling, except labels and cartons, bearing information
for use of the device also bears the date of the issuance or the
date of the latest revision of such labeling.

(e) T tn%s, BRERZEMAHHSL, WA AL
{5 B AR R AT R A H Y] B SR 22 1) T
(EX2NSE R

§ 801.110 Retail exemption for prescription devices.

801.110 & H B EZHIZER K.

A device subject to § 801.109 shall be exempt at the time of
delivery to the ultimate purchaser or user from section 502(f)(1)
of the act if it is delivered by a licensed practitioner in the course
of his professional practice or upon a prescription or other order
lawfully issued in the course of his professional practice, with
labeling bearing the name and address of such licensed
practitioner and the directions for use and cautionary
statements, if any, contained in such order.

5% § 801.109 LIH A BE AL LA 45 e R K
SUH R, ARE R A SR A R
b SEBRERE A AAT B AR H Lol R A
R R AT B A A A, BRZE LTI
b BT ek An Ak, DR 4 R A
ERL IR Syl G IE S

§ 801.116 Medical
directions.

devices having commonly known

801.116 BB i O A M ETF % .

A device shall be exempt from section 502(f)(1) of the act
insofar as adequate directions for common uses thereof are
known to the ordinary individual.

HEESE A N HE HH &S S5, &%
WA NANRZAZIE S S 502(F)(1) K HIZIH .

§ 801.119 In vitro diagnostic products.

801.119 & AMZ W= & .
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A product intended for use in the diagnosis of disease and which
is an in vitro diagnostic product as defined in § 809.3(a) of this
chapter shall be deemed to be in compliance with the
requirements of this part and section 502(f)(1) of the Federal
Food, Drug, and Cosmetic Act if it meets the requirements of
subpart B of this part and the requirements of § 809.10 of this
chapter.

T HR 2™ i, A= 5 809.3(a) T
SCAESME WG, SR R G AR 4 AR
502(f)(1) 19 IIER) RIEEFR A 24wl AL H
2%, WMAREFEAE Y B T R A &
%5 809.10 Fif R,

§ 801.122 Medical devices for processing, repacking, or
manufacturing.

801.122 AT, EFCERHIENET S
Mo

A device intended for processing, repacking, or use in the
manufacture of another drug or device shall be exempt from
section 502(f)(1) of the act if its label bears the statement
“Caution: For manufacturing, processing, or repacking”.

FFINI, EE R s - HiiE 73 — i 254 sk
SRR, WUOREARRE AR R TR
. N T EREH R R B, TN GBI
2 502(f)(1) 2K IMFE.

§ 801.125 Medical devices for use
enforcement, research, and analysis.

in teaching, law

801.125 FH F#%¥:. #iE. HAMSIHEST
PR

A device subject to § 801.109 shall be exempt from section
502(f)(1) of this act if shipped or sold to, or in the possession of,
persons regularly and lawfully engaged in instruction in
pharmacy, chemistry, or medicine not involving clinical use, or
engaged in law enforcement, or in research not involving clinical
use, or in chemical analysis, or physical testing, and is to be
used only for such instruction, law enforcement, research,
analysis, or testing.

5% § 801.109 L3 [ v #& W R iz it i 4
TEWIEVE N RImR 255 A B o
FEAN G B EANA N G R AL 5
502(f)(1) ZKIIME . ], BNEIIE, BiA
W RMGARAE I B FC, Bk 220 dr B R
o, FFH MHTHSSRS. ik, #ioe. ot
IR

§ 801.127 Medical devices; expiration of exemptions.

801.127 EJT2810; #hGHAW .

(a) If a shipment or delivery, or any part thereof, of a device
which is exempt under the regulations in this section is made to
a person in whose possession the article is not exempt, or is
made for any purpose other than those specified, such
exemption shall expire, with respect to such shipment or delivery
or part thereof, at the beginning of that shipment or delivery. The
causing of an exemption to expire shall be considered an act
which results in such device being misbranded unless it is
disposed of under circumstances in which it ceases to be a drug
or device.

(a) An RARAE AR 2% (10 0 52 A S PR B 2% 1) 232 B
AT BRHAEATHR 235 B AT 12400 i B NS A3

(1, Bl TR E H R BL SbEAEAT H ), iz
£SO G R S =P I VAR 25 e
AT AR B 3B S B RIAT 9 N
MN T BULSEEME R AR AT, BRAFE S
AL 2 W B AR R T DL X AT AL

(b) The exemptions conferred by §§ 801.119, 801.122, and
801.125 shall continue until the devices are used for the
purposes for which they are exempted, or until they are
relabeled to comply with section 502(f)(1) of the act. If, however,
the device is converted, or manufactured into a form limited to
prescription dispensing, no exemption shall thereafter apply to
the article unless the device is labeled as required by § 801.109.

(b) §§ 801.119. 801.122 FI 801.125 & F[11%4
T NFFEE RS TE S H Y, B EAR
BRI Z R 502(F)(1) . HA2, IR &%
Ml et Aot m b i AN R T AR T FE 24 TR K, Ttk
Ja A EEGOE Tz, BRAEZS 5 §
801.109 FIZ R 7%,

§ 801.128 Exceptions or alternatives to labeling
requirements for medical devices held by the Strategic
National Stockpile.

801.128 [ X B M# & 1A KBTS AR R 2
REIBIS BT R

(a) The appropriate FDA Center Director may grant an exception
or alternative to any provision listed in paragraph (f) of this
section and not explicitly required by statute, for specified lots,
batches, or other units of a medical device, if the Center Director

() 341 FDA b AR LIS AY (f) Brh 41
YRR TR WA SR N B 7 i 4 2 it
R HEREIH A AL T B AP ECEA, InRp
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determines that compliance with such labeling requirement
could adversely affect the safety, effectiveness, or availability of
such devices that are or will be included in the Strategic National
Stockpile.

O EAERE, BT ESEREIOR TR O
B BRSBTS 2R A7 T ) SR B 1) %
G PE A RAEET AP AR

(b) (1) (i) A Strategic National Stockpile official or any entity that
manufactures (including labeling, packing, relabeling, or
repackaging), distributes, or stores devices that are or will be
included in the Strategic National Stockpile may submit, with
written concurrence from a Strategic National Stockpile official, a
written request for an exception or alternative described in
paragraph (a) of this section to the Center Director.

(b)(1)(i) FEI 5% dlmes it 25 B S BAE AT i (R Uk
PRZE. BAE. HETIERRAEEE R0 o 4
BAF At AN OSB3 0 6 i % A 5L
P B SRAR T DUBR AT, 0 S A it 45 B B FH T
R, AL EER AT (@) Beh Frd 6] 46
IR AWIE SR TR

(i) The Center Director may grant an exception or alternative
described in paragraph (a) of this section on his or her own
initiative.

(if) L EAERT LB FAN (a) Bk iH15k
IR AWIE S

(2) A written request for an exception or alternative described in
paragraph (a) of this section must:

(2) A1 (a) Berb iR i1 4 s AR S T E 5K

WAL

(i) Identify the specified lots, batches, or other units of the
medical device that would be subject to the exception or
alternative;

(i) R T e 52 BB S B A BT 25 K 95 52
LK KB A A

(i) Identify the labeling provision(s) listed in paragraph (f) of this
section that are the subject of the exception or alternative
request;

(i) B E AT (F) Berb o (0 s 1 S e AR
RFRERE 5

(iii) Explain why compliance with the labeling provision(s) could
adversely affect the safety, effectiveness, or availability of the
specified lots, batches, or other units of a medical device that
are or will be held in the Strategic National Stockpile;

(iii)) MR A ST R R E T e 0T E it
R HEUEH Al AL (B ST SR 2 k. A
RCMEBCAT IR A AN RISE Wi, I BT A8 okt
HEEICHS e ORAFAE [ S NS P A7 7 5

(iv) Describe any proposed safeguards or conditions that will be
implemented so that the labeling of the device includes
appropriate information necessary for the safe and effective use
of the device, given the anticipated circumstances of use of the
device;

(iv) 1 Hg St PO A ] S S5 P DR Bl i B2 1 F
DR B A B S 00 T, B AObR
FE L EMA R3S rf & AE R

(v) Provide a draft of the proposed labeling of the specified lots,
batches, or other units of the medical device subject to the
exception or alternative; and

(v) SROEETT S M E A, SR el A Ay
AR ZE RS, EA2 A s ARRR 1 AN

(vi) Provide any other information requested by the Center
Director in support of the request.

(vi) B8 AR TR O FE (T HE A5 B B SR %
k.

(c) The Center Director must respond in writing to all requests
under this section. The Center Director may impose appropriate
conditions when granting such an exception or alternative under
this section.

(c) ot AL AR LA A5 T Bl RLAS T T BT
TR EMRAE AT T LSRG 41 808 A5 %=
I, O AR CUREINE 2 (61T

(d) A grant of an exception or alternative under this section will
include any safeguards or conditions deemed appropriate by the
Center Director so that the labeling of devices subject to the
exception or alternative includes the information necessary for
the safe and effective use of the device, given the anticipated
circumstances of use.

(d) ARIEAS T3 T (R S s AT SR R A O
FARNIE 24 AR R B s ok, DA A2
BIANELE AT SRR B 4 (ARZE CL 45 2 447
WG et P S S, 5 S8 B T A 48 A
e
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(e) If the Center Director grants a request for an exception or
alternative to the labeling requirements under this section:

(e) U R AL FAFARYE AT HEAERRZE ZER (1451 51
B E AR K :

(1) The Center Director may determine that the submission and
grant of a written request under this section satisfies the
provisions relating to premarket notification submissions under §
807.81(a)(3) of this chapter.

(1) FFC F2AF AT LU E AR A AR 45 S 5 At e+
HRERFTE AT 807.81(a)(3) % AKX L
T ATIE AR A M E

(2) (i) For a Premarket Approval Application (PMA)-approved
device, the submission and grant of a written request under this
section satisfies the provisions relating to submission of PMA
supplements under § 814.39 of this chapter; however,

(2) (i) XF_E T RTHHE G (PMA) St 1 22
W, ARPEAIT PR AR REAE PSR &A=
814.39 11 N A KA PMA ¥hIRIHLE; A
1M,

(i) The grant of the request must be identified in a periodic
report under § 814.84 of this chapter.

(ii) MRIEA T L 814.84 75, WAL E IR 5
T s ALAETE K o

(f) The Center Director may grant an exception or alternative
under this section to the following provisions of this chapter, to
the extent that the requirements in these provisions are not
explicitly required by statute:

(f) FP Lo AR AT AR A1 0 AR F2 () DL e 47
TSP EE A, R EX I E A ERBCE
eSS

(1) § 801.1(d):

(1) § 801.1(d);

(2) Subpart B of this part and part 830 of this chapter in its
entirety;

(2) A BB EAIA T 5 830 BT 70 423 5

(3) § 801.60; (3) § 801.60;
(4) § 801.61; (4) § 801.61;
(5) § 801.62; (5) § 801.62;
(6) § 801.63; (6) § 801.63;

(7) § 801.109; and

(7) § 801.109; Al

(8) Part 801, subpart H.

(8) &5 801 #4, H /M.

Subpart E - Other Exemptions

Eff7y - HAhER b

§801.150 Medical devices;processing, labeling, or
repacking

801.150 Eyra8t: MI. MirEREHTE

(a) Except as provided by paragraphs (b) and (c) of this section,
a shipment or other delivery of a device which is, in accordance
with the practice of the trade, to be processed, labeled, or
repacked, in substantial quantity at an establishment other than
that where originally processed or packed, shall be exempt,
during the time of introduction into and movement in interstate
commerce and the time of holding in such establishment, from
compliance with the labeling and packaging requirements of
section 502(b) and (f) of the act if:

(a) BRASTY (b) A1 (c) Ben e s, MRAEAT L
B, R AR s R B R R KRB
e (1208 B A A AT R AR AT s e i) £
AP ECR, AR SINRTHE M BR 57 5 1R DA K
FEZARMY AT IR], R A TSy 2 502(b) Y
IR 2 AN LG ZEOK) AN (F) Wik

(1) The person who introduced such shipment or delivery into
interstate commerce is the operator of the establishment where
such device is to be processed, labeled, or repacked; or

(1) Bt RAIB B FIN MR T 55 N e Ak
B PRGBGSR R A T AE
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(2) In case such person is not such operator, such shipment or
delivery is made to such establishment under a written
agreement, signed by and containing the post office addresses
of such person and such operator, and containing such
specifications for the processing, labeling, or repacking, as the
case may be, of such device in such establishment as will
insure, if such specifications are followed, that such device will
not be adulterated or misbranded within the meaning of the act
upon completion of such processing, labeling, or repacking.
Such person and such operator shall each keep a copy of such
agreement until 2 years after the final shipment or delivery of
such device from such establishment, and shall make such
copies available for inspection at any reasonable hour to any
officer or employee of the Department who requests them.

(2) WRIZANARIZIZE T, WIZIs s 2
AR T PP A Z AL REAT IR, B HiZ A
MZISE R IR AN R, JFa&Hx
KEPE L ARZEMURLTE, BE R s R (ML
LisE) » UAERfR, AnAGEE ST, NifE
SO BESRALEE . BRREEER . SR SUAN
BB DN % IR B R PRI A, HE
MBS i 28 2B A 2R e ) 2 4,
H NEAEAT AR & PRI [ e S RA SR A4S R T H
FEATE B 1, EORARAT

(b) An exemption of a shipment or other delivery of a device
under paragraph (a)(1) of this section shall, at the beginning of
the act of removing such shipment or delivery, or any part
thereof, from such establishment, become void ab initio if the
device comprising such shipment, delivery, or part is adulterated
or misbranded within the meaning of the act when so removed.

(b) HRIGATT (a)(1) FO e (2 iz s A S Af
FRIH G LA I SR 208 S A BRHAE AT & 20 A
BESR Uit A BRIAT T A A I R AL 5 i
RAHE . AT B AR RS R 5 A %%
RIS LA BRI RAREE, W 262K

(c) An exemption of a shipment or other delivery of a device
under paragraph (a)(2) of this section shall become void ab initio
with respect to the person who introduced such shipment or
delivery into interstate commerce upon refusal by such person
to make available for inspection a copy of the agreement, as
required by such paragraph (a)(2).

(c) M AT (a)(2) O B 118 B LA A Ty
AT G, XS TR ISR B A 5 M
bREA SN, FEZ N JEERITR LT B
%% (a)(2) B ZER, R — 10 B B A A
LA

(d) An exemption of a shipment or other delivery of a device
under paragraph (a)(2) of this section shall expire:

(d) R A (a)(2) 2ot % B S A 1
B 65 57 301

(1) At the beginning of the act of removing such shipment or
delivery, or any part thereof, from such establishment if the
device comprising such shipment, delivery, or part is adulterated
or misbranded within the meaning of the act when so removed;
or

(1) 1EH5 LESR BT A AT BIATAT B o0 ALK
Bt RS R AT T AR, ISR 2R bR
Y SR I3 IR B AE RB BRI AT NPT R
R0 B P9 A B R A b 28 s B

(2) Upon refusal by the operator of the establishment where
such device is to be processed, labeled, or repacked, to make
available for inspection a copy of the agreement, as required by
such clause.

(2) FEALFE . Aric B E AL B SR A 1 AL
278 BT A R AR BRAE A B E AR P
LA A

(e) As it is a common industry practice to manufacture and/or
assemble, package, and fully label a device as sterile at one
establishment and then ship such device in interstate commerce
to another establishment or to a contract sterilizer for
sterilization, the Food and Drug Administration will initiate no
regulatory action against the device as misbranded or
adulterated when the nonsterile device is labeled sterile,
provided all the following conditions are met:

(e) I TAE— LM HIEFI/BRA e . BRI 7842
PRICES IR AR5 LE I B 52 57 P E SR A5 i
BIER T — MBS FKE S AT KR, X
A I AT WABH B A et SR AR T T A
PR NTER, REGH L LTI 5405, 459
EH PR AR NZ AT IE AT, N
R RS BB (R -

(1) There is in effect a written agreement which:

(1) FHAEA R A5 T

(i) Contains the names and post office addresses of the firms
involved and is signed by the person authorizing such shipment

(i) B3 AHOG A R A RRRTIG Jm ik, S 42 AL
BRI A N AR T e (1 b R 27
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and the operator or person in charge of the establishment
receiving the devices for sterilization.

TNZEA .

SH

it

(i) Provides instructions for maintaining proper records or
otherwise accounting for the number of units in each shipment
to insure that the number of units shipped is the same as the
number received and sterilized.

(if) FEAEA R YEd & il gk m A Al 7 it 5 4
keI ) R A B I, DA OR3E f
R SRR R BE AR .

(iii) Acknowledges that the device is nonsterile and is being
shipped for further processing, and

(iii) BN IZ B AE A K F HAEfE s DLt AT
AP, JFH

(iv) States in detail the sterilization process, the gaseous mixture
or other media, the equipment, and the testing method or quality
controls to be used by the contract sterilizer to assure that the
device will be brought into full compliance with the Federal
Food, Drug, and Cosmetic Act.

(iv) PEANUE TR B . AR S O A A
Ji B LUK B[R K a6 A5 0 I vk e
], DI IRBI% 58 EfF e, 4
dn AL i o

(2) Each pallet, carton, or other designated unit is conspicuously
marked to show its nonsterile nature when it is introduced into
and is moving in interstate commerce, and while it is being held
prior to sterilization. Following sterilization, and until such time
as it is established that the device is sterile and can be released
from quarantine, each pallet, carton, or other designated unit is
conspicuously marked to show that it has not been released
from quarantine, e.g., “sterilized - awaiting test results” or an
equivalent designation.

(2) FAEL . ARRSRSUR IR 1 LA 5
FEM R SRS 30T, DL R B 47
M, AR AR LU IR B . K
5o BB A AL T 00 EL T LURRR K
REN, RAMTAL ARSI e ST A
FRIZLL VIS AR O, 0 LR - %
FEBALE SR 44 7

Subparts F-G [Reserved]

F-GH#i 4 [fRH]

Subpart H - Special Requirements for Specific Devices

HER % - 58 & HIRFPREL R

§ 801.405 Labeling of articles intended for lay use in the
repairing and/or refitting of dentures.

801.405 F T8 E MRS T B0 Wits
2

W o

(@) The American Dental Association and leading dental
authorities have advised the Food and Drug Administration of
their concern regarding the safety of denture reliners, repair kits,
pads, cushions, and other articles marketed and labeled for lay
use in the repairing, refitting, or cushioning of ill-fitting, broken,
or irritating dentures. It is the opinion of dental authorities and
the Food and Drug Administration that to properly repair and
properly refit dentures a person must have professional
knowledge and specialized technical skill. Laymen cannot be
expected to maintain the original vertical dimension of occlusion
and the centric relation essential in the proper repairing or
refitting of dentures. The continued wearing of improperly
repaired or refitted dentures may cause acceleration of bone
resorption, soft tissue hyperplasia, and other irreparable
damage to the oral cavity. Such articles designed for lay use
should be limited to emergency or temporary situations pending
the services of a licensed dentist.

(a) 5= E 25 RL 2 R4S 0 28 RSB LA L)
an A28 B R B R AR kAt B R
EfE. B BAHEAREE MR ICH TR, &K
By BUNANEIE . AR BURI B BT S 2%
o SF RSB A it 24 it M 2 AR A
N, EIE W EMIES SR, — DALl
BRI ELEOR S fE. ANRESREIMT
NORFFI A (10 S a6 3 B RCSE AE i8R ek
B b TR LR R . GESHRER IER 2 2
B R R T RE 2 S BUR RSO . B2
BEAE L DR I 38 B ) A eI R A R 95
Fo IR AN LBt B AR 45
T PR 28 B2 IR 55 1 55 2 s i A

(b) The Food and Drug Administration therefore regards such
articles as unsafe and misbranded under the Federal Food,
Drug, and Cosmetic Act, unless the labeling:

(b) BRIk, AR¥E CBFRE AR 25dh it bt
) BATZYE BRIV ERY) AN 2 4
HIGEEPRZE, BRARFREE:

(1) (i) Limits directions for use for denture repair kits to

(1)(0) g SCA A 2B (0 £ 5 W FR 1) O 5 S i
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emergency repairing pending unavoidable delay in obtaining
professional reconstruction of the denture;

=, PUNAEIRAS SCIA 1 b 3 3 1 R mp A gk
G b H IR AE 1R

(i) Limits directions for use for denture reliners, pads, and
cushions to temporary refitting pending unavoidable delay in
obtaining professional reconstruction of the denture;

(i) K SCAASE . FRMECT (R4 U B BR 1
I Eike, PROAESRMG Ll SO B fe AN AT
R HIIE 1R ;

(2) Contains in a conspicuous manner the word “emergency”
preceding and modifying each indication for-use statement for
denture repair kits and the word “temporary” preceding and
modifying each indication-for-use statement for reliners, pads,
and cushions; and

(2) £ LAz B & ARRE A W] 2 BT AME 2L
IBEANE B 2 AT AR E T A S R 20—
], EHATE L BN 1R ] A
A CA PR A A5 P B 2 BT 5 P — 3] A

(3) Includes a conspicuous warning statement to the effect:

() Bl AMRMELFY], KEL:

(i) For denture repair kits: “Warning - For emergency repairs
only. Long term use of home-repaired dentures may cause
faster bone loss, continuing irritation, sores, and tumors. This kit
for emergency use only. See Dentist Without Delay.”

() B BEETAME. Bl - TR
2o KUMERFEBR BT Wit S BOER
W RS FFEE R Bt AR . T
HAMNEREEH. E &R TE.

(i) For denture reliners, pads, and cushions: “Warning - For
temporary use only. Longterm use of this product may lead to
faster bone loss, continuing irritation, sores, and tumors. For
Use Only Until a Dentist Can Be Seen.”

(i) T SRS, AT - g
I P I P 2 Tl 2 S e
B B W SR . (LT
DG B B2 R "

(c) Adequate directions for use require full information of the
temporary and emergency use recommended in order for the
layman to understand the limitations of usefulness, the reasons
therefor, and the importance of adhering to the warnings.
Accordingly, the labeling should contain substantially the
following information:

(c) FE 73 A5 FH i ] 75 24 S L IR N AT &
e BAE R, DUEAMT 1A IR R IR
Pey SRR DUORGE ST B 1 R B, AR%E
IVAERg YUY

(1) For denture repair kits: Special training and tools are needed
to repair dentures to fit properly. Home repaired dentures may
cause irritation to the gums and discomfort and tiredness while
eating. Long term use may lead to more troubles, even
permanent changes in bones, teeth, and gums, which may
make it impossible to wear dentures in the future. For these
reasons, dentures repaired with this kit should be used only in
an emergency until a dentist can be seen. Dentures that don't fit
properly cause irritation and injury to the gums and faster bone
loss, which is permanent. Dentures that don't fit properly cause
gum changes that may require surgery for correction. Continuing
irritation and injury may lead to cancer in the mouth. You must
see your dentist as soon as possible.
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(2) For denture reliners, pads, and cushions: Use of these
preparations or devices may temporarily decrease the
discomfort; however, their use will not make the denture fit
properly. Special training and tools are needed to repair a
denture to fit properly. Dentures that do not fit properly cause
irritation and injury to the gums and faster bone loss, which is
permanent and may require a completely new denture. Changes
in the gums caused by dentures that do not fit properly may
require surgery for correction. Continuing irritation and injury

(2) XEE . Ryl X ) 77
WE ARSI ARG HA2, e
WAL B S . & ZRRR A TR
KA EEF UMESL LG & . AEEET =
Xt 2 WS BN G E , IF S BCE PRI A
Ko X RAKANER, FTRERR EAHECT . H
AEIERECE 51 I A BRASAE W] BE 7 BT AR B
1Eo FREEIRAN 05 % v e T80 . b

~_31_~




may lead to cancer in the mouth. You must see your dentist as
soon as possible.

TSR EE T =

(3) If the denture relining or repairing material forms a
permanent bond with the denture, a warning statement to the
following effect should be included: “This reliner becomes fixed
to the denture and a completely new denture may be required
because of its use.”

(3) R SOk AT B BARL 5 SR ik A2
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(d) Labeling claims exaggerating the usefulness or the safety of
the material or failing to disclose all facts relevant to the claims
of usefulness will be regarded as false and misleading under
sections 201(n) and 502(a) of the Federal Food, Drug, and
Cosmetic Act.
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(e) Regulatory action may be initiated with respect to any article
found within the jurisdiction of the act contrary to the provisions
of this policy statement after 90 days following the date of
publication of this section in the FEDERAL REGISTER.
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§ 801.410 Use of impact-resistant lenses in eyeglasses and
sunglasses.

801.410 FEREM KRG FHIMER -

(a) Examination of data available on the frequency of eye
injuries resulting from the shattering of ordinary crown glass
lenses indicates that the use of such lenses constitutes an
avoidable hazard to the eye of the wearer.
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(b) The consensus of the ophthalmic community is that the
number of eye injuries would be substantially reduced by the
use in eyeglasses and sunglasses of impact-resistant lenses.

(b) HREFHIFLIRE, FEMRGRIA B B A8 47t
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(c) (1) To protect the public more adequately from potential eye
injury, eyeglasses and sunglasses must be fitted with impact-
resistant lenses, except in those cases where the physician or
optometrist finds that such lenses will not fulfill the visual
requirements of the particular patient, directs in writing the use
of other lenses, and gives written notification thereof to the
patient.
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(2) The physician or optometrist shall have the option of ordering
glass lenses, plastic lenses, or laminated glass lenses made
impact resistant by any method; however, all such lenses shall
be capable of withstanding the impact test described in
paragraph (d)(2) of this section.
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(3) Each finished impact-resistant glass lens for prescription use
shall be individually tested for impact resistance and shall be
capable of withstanding the impact test described in paragraph
(d)(2) of this section. Raised multifocal lenses shall be impact
resistant but need not be tested beyond initial design testing.
Prism segment multifocal, slab-off prism, lenticular cataract,
iseikonic, depressed segment one-piece multifocal, bioconcave,
myodisc and minus lenticular, custom laminate and cemented
assembly lenses shall be impact resistant but need not be
subjected to impact testing. To demonstrate that all other types
of impact-resistant lenses, including impact-resistant laminated
glass lenses (i.e., lenses other than those described in the three
preceding sentences of this paragraph (c)(3)), are capable of
withstanding the impact test described in this regulation, the
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manufacturer of these lenses shall subject to an impact test a
statistically significant sampling of lenses from each production
batch, and the lenses so tested shall be representative of the
finished forms as worn by the wearer, including finished forms
that are of minimal lens thickness and have been subjected to
any treatment used to impart impact resistance. All
nonprescription lenses and plastic prescription lenses tested on
the basis of statistical significance shall be tested in
uncut finished or finished form.
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(d) (1) For the purpose of this regulation, the impact test
described in paragraph (d)(2) of this section shall be the “referee
test,” defined as “one which will be utilized to determine
compliance with a regulation.” The referee test provides the
Food and Drug Administration with the means of examining a
medical device for performance and does not inhibit the
manufacturer from using equal or superior test methods. A lens
manufacturer shall conduct tests of lenses using the impact test
described in paragraph (d)(2) of this section or any equal or
superior test. Whatever test is used, the lenses shall be capable
of withstanding the impact test described in paragraph (d)(2) of
this section if the Food and Drug Administration examines them
for performance.
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(2) In the impact test, a 5 /B8-inch steel ball weighing
approximately 0.56 ounce is dropped from a height of 50 inches
upon the horizontal upper surface of the lens. The ball shall
strike within a 5/8-inch diameter circle located at the geometric
center of the lens. The ball may be guided but not restricted in
its fall by being dropped through a tube extending to within
approximately 4 inches of the lens. To pass the test, the lens
must not fracture; for the purpose of this section, a lens will be
considered to have fractured if it cracks through its entire
thickness, including a laminar layer, if any, and across a
complete diameter into two or more separate pieces, or if any
lens material visible to the naked eyes becomes detached from
the ocular surface. The test shall be conducted with the lens
supported by a tube (1-inch inside diameter, 11 /4-inch outside
diameter, and approximately 1-inch high) affixed to a rigid iron or
steel base plate. The total weight of the base plate and its rigidly
attached fixtures shall be not less than 27 pounds. For lenses of
small minimum diameter, a support tube having an outside
diameter of less than 11 /4 inches may be used. The support
tube shall be made of rigid acrylic plastic, steel, or other suitable
substance and shall have securely bonded on the top edge a 1
/8- by 1/8-inch neoprene gasket having a hardness of 40 15, as
determined by ASTM Method D 1415-88, “Standard Test
Method for Rubber Property - International Hardness” a
minimum tensile strength of 1,200 pounds, as determined by
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ASTM Method D 412-98A, “Standard Test Methods for
Vulcanized Rubber and Thermoplastic Elastomers - Tension,”
and a minimum ultimate elongation of 400 percent, as
determined by ASTM Method D 412-68 (Both methods are
incorporated by reference and are available from the American
Society for Testing Materials, 100 Barr Harbor Dr., West
Conshohocken, Philadelphia, PA 19428, or available for
inspection at the Center for Devices and Radiological Health's
Library, 9200 Corporate Blvd., Rockville, MD 20850, or at the
National Archives and Records Administration (NARA). For
information on the availability of this material at NARA, call 202-
741-6030, or go to:
http://www.archives.gov/federal_register/code_of federal_regula
tions/ ibr_locations.html. The diameter or contour of the lens
support may be modified as necessary so that the 1,/8- by 1./8-
inch neoprene gasket supports the lens at its periphery.
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(e) Copies of invoice(s), shipping document(s), and records of
sale or distribution of all impact resistant lenses, including
finished eyeglasses and sunglasses, shall be kept and
maintained for a period of 3 years; however, the names and
addresses of individuals purchasing nonprescription eyeglasses
and sunglasses at the retail level need not be kept and
maintained by the retailer. The records kept in compliance with
this paragraph shall be made available upon request at all
reasonable hours by any officer or employee of the Food and
Drug Administration or by any other officer or employee acting
on behalf of the Secretary of Health and Human Services and
such officer or employee shall be permitted to inspect and copy
such records, to make such inventories of stock as he deems
necessary, and otherwise to check the correctness of such
inventories.
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(f) In addition, those persons conducting tests in accordance
with paragraph (d) of this section shall maintain the results
thereof and a description of the test method and of the test
apparatus for a period of 3 years. These records shall be made
available upon request at any reasonable hour by any officer or
employee acting on behalf of the Secretary of Health and
Human Services. The persons conducting tests shall permit the
officer or employee to inspect and copy the records, to make
such inventories of stock as the officer or employee deems
necessary, and otherwise to check the correctness of the
inventories
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(g) For the purpose of this section, the term “manufacturer”
includes an importer for resale. Such importer may have the
tests required by paragraph (d) of this section conducted in the
country of origin but must make the results thereof available,
upon request, to the Food and Drug Administration, as soon as
practicable.
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(h) All lenses must be impact-resistant except when the
physician or optometrist finds that impact-resistant lenses will
not fulfill the visual requirements for a particular patient.
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(i) This statement of policy does not apply to contact lenses.

(i) ABCRAS WA E R T RIZIR G .

§ 801.415 Maximum acceptable level of ozone.

801.415 H Al K REAKTF.

(@) Ozone is a toxic gas with no known useful medical
application in specific, adjunctive, or preventive therapy. In order
for ozone to be effective as a germicide, it must be present in a
concentration far greater than that which can be safely tolerated
by man and animals.
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(b) Although undesirable physiological effects on the central
nervous system, heart, and vision have been reported, the
predominant physiological effect of ozone is primary irritation of
the mucous membranes. Inhalation of ozone can cause
sufficient irritation to the lungs to result in pulmonary edema.
The onset of pulmonary edema is usually delayed for some
hours after exposure; thus, symptomatic response is not a
reliable warning of exposure to toxic concentrations of ozone.
Since olfactory fatigue develops readily, the odor of ozone is not
a reliable index of atmospheric ozone concentration.
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(c) A number of devices currently on the market generate ozone
by design or as a byproduct. Since exposure to ozone above a
certain concentration can be injurious to health, any such device
will be considered adulterated and/or misbranded within the
meaning of sections 501 and 502 of the act if it is used or
intended for use under the following conditions:

(c) H ATz b — s Bl B vt sl dE oy El
R TR TR T B R R
FREXE A T, Bt SRAE LUR AR A
BT AL AR R e, MR A 123 5
5 501 A1 502 1155 AR5 AN BN £ AR 25 -

(1) In such a manner that it generates ozone at a level in excess
of 0.05 part per million by volume of air circulating through the
device or causes an accumulation of ozone in excess of 0.05
part per million by volume of air (when measured under
standard conditions at 25 °C (77 °F) and 760 millimeters of
mercury) in the atmosphere of enclosed space intended to be
occupied by people for extended periods of time, e.g., houses,
apartments, hospitals, and offices. This applies to any such
device, whether portable or permanent or part of any system,
which generates ozone by design or as an inadvertent or
incidental product.
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(2) To generate ozone and release it into the atmosphere in
hospitals or other establishments occupied by the ill or infirm.
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(3) To generate ozone and release it into the atmosphere and
does not indicate in its labeling the maximum acceptable
concentration of ozone which may be generated (not to exceed
0.05 part per million by volume of air circulating through the
device) as established herein and the smallest area in which
such device can be used so as not to produce an ozone
accumulation in excess of 0.05 part per million.
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(4) In any medical condition for which there is no proof of safety
and effectiveness.
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(5) To generate ozone at a level less than 0.05 part per million
by volume of air circulating through the device and it is labeled
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for use as a germicide or deodorizer.

7o

(d) This section does not affect the present threshold limit value
of 0.10 part per million (0.2 milligram per cubic meter) of ozone
exposure for an 8-hour-day exposure of industrial workers as
recommended by the American Conference of Governmental
Industrial Hygienists.
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(e) The method and apparatus specified in 40 CFR part 50, or
any other equally sensitive and accurate method, may be
employed in measuring ozone pursuant to this section.
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§ 801.417 Chlorofluorocarbon propellants.

801.417 EHIEHEHT .

The use of chlorofluorocarbon in devices as propellants in self-
pressurized containers is generally prohibited except as
provided in § 2.125 of this chapter.
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§ 801.420 Hearing aid devices; professional and patient
labeling.

801.420 BhWras; LB ERE,

(a) Definitions for the purposes of this section and § 801.421.

(@) AT § 801.421 HIKIHIE Lo

(1) Hearing aid means any wearable instrument or device
designed for, offered for the purpose of, or represented as
aiding persons with or compensating for, impaired hearing.
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(2) Ear specialist means any licensed physician who specializes
in diseases of the ear and is medically trained to identify the
symptoms of deafness in the context of the total health of the
patient, and is qualified by special training to diagnose and treat
hearing loss. Such physicians are also known as
otolaryngologists, otologists, and otorhinolaryngologists.
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(3) Dispenser means any person, partnership, corporation, or
association engaged in the sale, lease, or rental of hearing aids
to any member of the consuming public or any employee, agent,
sales person, and/or representative of such a person,
partnership, corporation, or association.
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(4) Audiologist means any person qualified by training and
experience to specialize in the evaluation and rehabilitation of
individuals whose communication disorders center in whole or in
part in the hearing function. In some states audiologists must
satisfy specific requirements for licensure.
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(5) Sale or purchase includes any lease or rental of a hearing
aid to a member of the consuming public who is a user or
prospective user of a hearing aid.
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(6) Used hearing aid means any hearing aid that has been worn
for any period of time by a user. However, a hearing aid shall
not be considered “used” merely because it has been worn by a
prospective user as a part of a bona fide hearing aid evaluation
conducted to determine whether to select that particular hearing
aid for that prospective user, if such evaluation has been
conducted in the presence of the dispenser or a hearing aid
health professional selected by the dispenser to assist the buyer
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in making such a determination.

17, CABR B S i SR TR E

(b) Label requirements for hearing aids. Hearing aids shall be
clearly and permanently marked with:

(b)BOWT S PR ZESR . B 25 R 48 HK AL
PRE:

(1) The name of the manufacturer or distributor, the model name
or number, the serial number, and the year of manufacture.

(1) HlE R BRI A RR . RS A FRE 5
Feole . Hl&E .

(2) A “ + 7 symbol to indicate the positive connection for battery
insertion, unless it is physically impossible to insert the battery in
the reversed position.

(2) “+" RS RN IR A I LR, BRARED)
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(c) Labeling requirements for hearing aids -(1) General. All
labeling information required by this paragraph shall be included
in a User Instructional Brochure that shall be developed by the
manufacturer or distributor, shall accompany the hearing aid,
and shall be provided to the prospective user by the dispenser
of the hearing aid in accordance with § 801.421(c). The User
Instructional Brochure accompanying each hearing aid shall
contain the following information and instructions for use, to the
extent applicable to the particular requirements and
characteristics of the hearing aid:
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(i) An illustration(s) of the hearing aid, indicating operating
controls, user adjustments, and battery compartment.
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(ii) Information on the function of all controls intended for user
adjustment.
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(i) A description of any accessory that may accompany the
hearing aid, e.g., accessories for use with a television or
telephone.
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(iv) Specific instructions for:

(iv) B AR uiH]

(a) Use of the hearing aid.

(a) BhWr 25 KM

(b) Maintenance and care of the hearing aid, including the
procedure to follow in washing the earmold, when replacing
tubing on those hearing aids that use tubing, and in storing the
hearing aid when it will not be used for an extended period of
time.

(b) BhWr S5 e A fR TR, WIETHVEHAL,. B
i FH 8 7 1 B i & _E (078 1 BURCA R ) AN
W i (A7 TR .

(c) Replacing or recharging the batteries, including a generic
designation of replacement batteries.
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(v) Information on how and where to obtain repair service,
including at least one specific address where the user can go, or
send the hearing aid to, to obtain such repair service.
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(vi) A description of commonly occurring avoidable conditions
that could adversely affect or damage the hearing aid, such as
dropping, immersing, or exposing the hearing aid to excessive
heat.
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(vii) Identification of any known side effects associated with the
use of a hearing aid that may warrant consultation with a
physician, e.g., skin irritation and accelerated accumulation of
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cerumen (ear wax).

CHR) R

(viii) A statement that a hearing aid will not restore normal
hearing and will not prevent or improve a hearing impairment
resulting from organic conditions.
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(ix) A statement that in most cases infrequent use of a hearing
aid does not permit a user to attain full benefit from it.
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(x) A statement that the use of a hearing aid is only part of
hearing habilitation and may need to be supplemented by
auditory training and instruction in lipreading.

(x) 7 B Y B 28 2 W Jp R — o, Al
AE 7 24 LA SE I ZRAN 348 2

(xi) The warning statement required by paragraph (c)(2) of this
section.

(xi) AT (c)(2) BLE R E S = .

(xii) The notice for prospective hearing aid users required by
paragraph (c)(3) of this section.

(xii) A5 (c)(3) BUEER A AE BT 45 F 38 50 -

(xiii) The technical data required by paragraph (c)(4) of this
section, unless such data is provided in separate labeling
accompanying the device.

(xiii) A7 (c)(4) BUESRIHAT R, FrARixs
B A7 B A% B B ) SRR R AR

(2) Warning statement. The User Instructional Brochure shall

)% Ak A g A
contain the following warning statement: fﬂﬁ) W RS TR A LR
Warning to Hearing Aid Dispensers S B 5 L 5 e 2

A hearing aid dispenser should advise a prospective hearing aid
user to consult promptly with a licensed physician (preferably an
ear specialist) before dispensing a hearing aid if the hearing aid
dispenser determines through inquiry, actual observation, or
review of any other available information concerning the
prospective user, that the prospective user has any of the
following conditions:

40 SR B 25 0 24 el g e L SRR U S A
AR HAt A5G B S (0 AT FAE S, BT
Fic 24 T o2 Je SR B W 4% FH P FE TG K B Wi 2 22 i
SERPE AR EELE (RIFZEREZD .
AEM T, BIHER P B A PO 25

(i) Visible congenital or traumatic deformity of the ear

(i) "I H 2 S R AL BRAM PERTE o

(i) History of active drainage from the ear within the previous 90
days.

(ii) i % 90 R MEAEBN 51 P 5L

(iii) History of sudden or rapidly progressive hearing loss within

the previous 90 days. gg% ji;t 90 RN TR ANEELP I BEAT T 7452k

(iv) Acute or chronic dizziness. (V) 2R L

gL\l{fg\llJI:tg(r)aL:;sarmg loss of sudden or recent onset within the (V) T 2 00 F 1 AR B 1 1 1) 8 U 0F
' k.

(vi) Audiometric air-bone gap equal to or greater than 15
decibels at 500 hertz (Hz), 1,000 Hz, and 2,000 Hz.

(vi) 7£ 500 ##2% (Hz). 1,000 724 A1 2,000 7
250F, MW =B B BRAE T BOR T 15 43 DL

(vii) Visible evidence of significant cerumen accumulation or a
foreign body in the ear canal.

(vil) B3 A B AT By R R B 1) B SR
o

(viii) Pain or discomfort in the ear

(viii) -2 A B AN G

Special care should be exercised in selecting and fitting a
hearing aid whose maximum sound pressure level exceeds 132

FEIR PN 2 K R Gk id 132 23 DLV B Wiy
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decibels because there may be risk of impairing the remaining
hearing of the hearing aid user. (This provision is required only
for those hearing aids with a maximum sound pressure
capability greater than 132 decibels (dB).)

Sl NLRF I /N, TR DA AT BEAFAE 450 3 BT 2
FARIRT SR AR . (e FUEAGE T R
JEREIRT 132 23 UL (dB) B &% D

(3) Notice for prospective hearing aid users. The User
Instructional Brochure shall contain the following notice:

R)MEBT SHE A E Zan . M e S TS
R GPSIE

Important Notice for Prospective Hearing Aid Users

25 E B Wi 4545 P 3 14 2 23

Good health practice requires that a person with a hearing loss
have a medical evaluation by a licensed physician (preferably a
physician who specializes in diseases of the ear) before
purchasing a hearing aid. Licensed physicians who specialize in
diseases of the ear are often referred to as otolaryngologists,
otologists or otorhinolaryngologists. The purpose of medical
evaluation is to assure that all medically treatable conditions that
may affect hearing are identified and treated before the hearing
aid is purchased.

LU ) i B 53 5 BRI 43 5K (0 A 0 K By e
ST PRI EA (R 2L T T HA
PIRMEL) TRV il LTIWHFCHER
o0 FA) AT BACSTEE 6 2 2 30 A R O B B R A 2
HFHE A E B EA . B2 PFE 1 E 2
TORLE DS B IT 4% 2 HR B AR IT BT A 7 fe s
Wi T 3 B B 5 b R T BRI o

Following the medical evaluation, the physician will give you a
written statement that states that your hearing loss has been
medically evaluated and that you may be considered a
candidate for a hearing aid. The physician will refer you to an
audiologist or a hearing aid dispenser, as appropriate, for a
hearing aid evaluation.

TR R, BRAESSE - HA5mE
B, USRI ik e d BRaAvrAl, JFE
TR R BT 8 ik N . BRI
Rl B 45 W g 27 X B W 2 10 24 gt A7 Bl Wir
LR

The audiologist or hearing aid dispenser will conduct a hearing
aid evaluation to assess your ability to hear with and without a
hearing aid. The hearing aid evaluation will enable the
audiologist or dispenser to select and fit a hearing aid to your
individual needs.

Wr 73 5 5% B W 5% G A DTTRE 44T B T 25 Al

DAVF-fly S £ A AS S FH B W 2 R 75 00 R (T
JIRETT. AW a5 PEA A T ) 2 X s e 24 g
B ARYE G I N R RGP 223 B 2%

If you have reservations about your ability to adapt to
amplification, you should inquire about the availability of a trial-
rental or purchase-option program. Many hearing aid dispensers
now offer programs that permit you to wear a hearing aid for a
period of time for a nominal fee after which you may decide if
you want to purchase the hearing aid.

IR AEXT B DIERBCK I RE A iR, &
i) 7] 75 A B AL B B0 S TR VR
B 25 B0 5 R BLAE SR AL IR 7 e VRIS LR AL
¥ 2% FH RSB T 4% — BOnf ), 2 SR ] BLEE
e N S BT 25 o

Federal law restricts the sale of hearing aids to those individuals
who have obtained a medical evaluation from a licensed
physician. Federal law permits a fully informed adult to sign a
waiver statement declining the medical evaluation for religious
or personal beliefs that preclude consultation with a physician.
The exercise of such a waiver is not in your best health interest
and its use is strongly discouraged.

SRS R R A7 B W 5 B 65 2 T 5 A AU P
PR AR AR BR A VAl (R N o BRI fo vF
ARG RN E — O FERE ], JE4E%)
HEBR 5B A E W I SR A B A EEAT B2 22
filio ATAEMIEER AT & MR AR (R FER 21,
SRELEW ANEAE

children with hearing loss

Wr J3ik JLE

In addition to seeing a physician for a medical evaluation, a child
with a hearing loss should be directed to an audiologist for
evaluation and rehabilitation since hearing loss may cause
problems in language development and the educational and
social growth of a child. An audiologist is qualified by training
and experience to assist in the evaluation and rehabilitation of a
child with a hearing loss.

B 1 KA EAEBAT R SE PEAS AL, WY IR
TIERLZA GBI F7 5 500 B HEAT VAL AR
2, PN ik it = F 8% T INE 5 Rk
LA H0R A 2 i LR L. W ) A 50 i
BR300 AT B B B W F3 45 % ) LEL ) PP A AT
R
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(4) Technical data. Technical data useful in selecting, fitting, and
checking the performance of a hearing aid shall be provided in
the User Instructional Brochure or in separate labeling that
accompanies the device. The determination of technical data
values for the hearing aid labeling shall be conducted in
accordance with the test procedures of the American National
Standard “Specification of Hearing Aid Characteristics,” ANSI
S3.22-2003 (Revision of ANSI S3.22-1996) (Includes April 2007
Erratum). The Director of the Office of the Federal Register
approves this incorporation by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. Copies are available from the
Standards Secretariat of the Acoustical Society of America, 120
Wall St., New York, NY 10005-3993, or are available for
inspection at the Regulations Staff, CDRH (HFZ-215), FDA,
1350 Piccard Dr., rm. 150, Rockville, MD 20850, or at the
National Archives and Records Administration (NARA). For
information on the availability of this material at NARA, call 202-
741-6030, or go to:
http://www.archives.gov/federal_register/code_of federal_regula
tions/ibr_locations.html. As a minimum, the User Instructional
Brochure or such other labeling shall include the appropriate
values or information for the following technical data elements
as these elements are defined or used in such standard:

(AVBARMIE . AT IR, A& BT 4%
PERE AR B S AE 48 -5 T sl s £ B b
PIERbR S AR . BT BAR2EH AR R AE )
Wi, A S [ X hRiE (B ds e
Ju) ANSI S3.22-2003 (ANSI S3.22-19961&1]
WO AR AT CEFE 2007 45 4 H R
WR) o BIHARIPAE EEMRIE 5 USC
552(a) 1 1 CFR % 51 ¥4y ik 5 HitHE A
Io BIA T WAL IR 120 SR EH 2
PrAERL P A3, NY 10005-3993, 5] 1] FDA
H1 N JL . CDRH (HFZ-215). 1350 J7 1< 1%
i+, rm. 150, Rockville, MD 20850, &7 H
FREEMICEEH S (NARA). A %7E NARA
REUEAT RS R, 158 202-741-6030, &%
e
http://www.archives.gov/federal_register/code_
of federal_regulations/ibr_locations.html. fE
EARPREE, P 0 B 5 Bt 28 A AR S R
BT AR cRE S EESE R, BN
X T0 3 AR I bR S B A

(i) Saturation output curve (SSPL 90 curve).

(i) WA i 2 (SSPL 90 k) .

(ii) Frequency response curve.

(RIESTINAHES S

(iii) Average saturation output (HF-Average SSPL 90).

(iii) “FryM A (HF-Average SSPL 90)

(iv) Average full-on gain (HF-Average full-on gain).

(iv) “F¥4TF# s (HF-Average full-on
gain) .

(v) Reference test gain.

(v) ZH MM 7

(vi) Frequency range.

(vi) AT

(vii) Total harmonic distortion.

(vil) BB BRH

(viii) Equivalent input noise.

(Vi) 252N T

(ix) Battery current drain.

(ix) LIt FELIR T AE o

(x) Induction coil sensitivity (telephone coil aids only).

(x) B 2k B R AU (AR P 2k L A B 1%
) .

(xi) Input-output curve (ACG aids only).

(xi) f -t 2k (IUBR ACG HiBh THD .

(xii) Attack and release times (ACG aids only).

(xii) Tty FRE s 1] (AR ACG HillD .

(5) Statement if hearing aid is used or rebuilt. If a hearing aid
has been used or rebuilt, this fact shall be declared on the
container in which the hearing aid is packaged and on a tag that
is physically attached to such hearing aid. Such fact may also be
stated in the User Instructional Brochure.

(B)& o fd Y B B i BT S I A o An R BT 4%
LA B, TN N A B e Bh W 2 1) 7 A 1
ANBAE BT 2% ERIbRAE E I —Fsg, R
FL ] R AR S TR U
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(6) Statements in User Instructional Brochure other than those
required. A User Instructional Brochure may contain statements
or illustrations in addition to those required by paragraph (c) of
this section if the additional statements:

(6)H 45 ST R B R AR . B
78

(i) Are not false or misleading in any particular, e.g., diminishing
the impact of the required statements; and

(i) FEARATRS R J7 AR SR R ER 1,
i, WD BT R B AT

(i) Are not prohibited by this chapter or by regulations of the
Federal Trade Commission.

(if) AEA T BT 5 22 R 48 Ik

§ 801.421 Hearing aid devices; conditions for sale.

801.421 BhWra8; HEHKMH.

(a) Medical evaluation requirements -(1) General. Except as
provided in paragraph (a)(2) of this section, a hearing aid
dispenser shall not sell a hearing aid unless the prospective
user has presented to the hearing aid dispenser a written
statement signed by a licensed physician that states that the
patient's hearing loss has been medically evaluated and the
patient may be considered a candidate for a hearing aid. The
medical evaluation must have taken place within the preceding 6
months.

(@)EEZEPHAHZKR - (1) B BRATT (a)(2) Boll
SESN, BT A ECEE A AT I A, BRARAE
R E i B 45 e 4538 H s e oLk BRI AE 3 (1
Ty, U U Bk D BR AR
fli, BHETTREGON R BT SR AL N . BE2
P L AHERT 6 D H WEAT.

(2) Waiver to the medical evaluation requirements. If the
prospective hearing aid user is 18 years of age or older, the
hearing aid dispenser may afford the prospective user an
opportunity to waive the medical evaluation requirement of
paragraph (a)(1) of this section provided that the hearing aid
dispenser:

()RR VPAE R . A SR BN T 8% F 7 4
18 %, BhWr aslc 2450 AT LALEHE ] P A HL 2 T
AT (a)(1) BRWEE SAVHAE R, AT B &
245

(i) Informs the prospective user that the exercise of the waiver is
not in the user's best health interest;

(i) ERITEAE P AT RS RURTE & F P 1) e e
R

(i) Does not in any way actively encourage the prospective user
to waive such a medical evaluation; and

(i1) A CAEART 5 SRR AR B Jh 3 E FH P e iR s
P A

(iii) Affords the prospective user the opportunity to sign the
following statement:

| have been advised by ~  (Hearing aid dispenser's
name) that the Food and Drug Administration has determined
that my best health interest would be served if | had a medical
evaluation by a licensed physician (preferably a physician who
specializes in diseases of the ear) before purchasing a hearing
aid. | do not wish a medical evaluation before purchasing a
hearing aid.

(iii) T AL IR BEAEE U A L2 -

_ (IhWrERRCEIRR A T IR,

TRMZGYE R CE, RGP IR
MIBEA (R LMK mELD MRS
PG, 3 RN 2 7 9 B K P i) 60 K B
Wr 8% Ao FANTY AN 5K B W & 2 AT EAT 2
FIF A

(b) Opportunity to review User Instructional Brochure. Before
signing any statement under paragraph (a)(2)(iii) of this section
and before the sale of a hearing aid to a prospective user, the
hearing aid dispenser shall:

(b)yd & IR S TN & FEARIEAT
(a)(2)(jii) B2 AT 7= W2 /i LA AE K BT 45
HAZEEE R AT, BT 4% 70 BE &5 1 .

(1) Provide the prospective user a copy of the User Instructional
Brochure for a hearing aid that has been, or may be selected for
the prospective user;

(1) Tal¥E AL F P 4R A CL Oy BT RE 9 76 F P ¢
¥ B Wi &% B 7 1 5 T M B AR 5

(2) Review the content of the User Instructional Brochure with
the prospective user orally, or in the predominate method of

(2) SR 1Sk s LU 5 4 Ta) A5 P 1 32 250
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communication used during the sale;

ity R A S P S P

(3) Afford the prospective user an opportunity to read the User
Instructional Brochure.

(3) AR AR BT 1 A W AL 2

(c) Availability of User Instructional Brochure.

()M /45 3 F Ml I

(1) Upon request by an individual who is considering purchase
of a hearing aid, a dispenser shall, with respect to any hearing
aid that he dispenses, provide a copy of the User Instructional
Brochure for the hearing aid or the name and address of the
manufacturer or distributor from whom a User Instructional
Brochure for the hearing aid may be obtained.

(1) 275 FE I S BT 45 1S NI ESR, B3 B
HUHAC S R (T BT 25 2 0z BhWr 88 1O 48
P IS I EIA, B0 SR iz B &% (14 4 AR AT
Hohik o BT & 45 3 T 0 7R )4

(2) In addition to assuring that a User Instructional Brochure
accompanies each hearing aid, a manufacturer or distributor
shall with respect to any hearing aid that he manufactures or
distributes:

(2) B 7 OrRUERE & Bl 28800 A - 48 2 T4
A, il 3 e B 3 e Il L i 3 20 PR A
BT 45

(i) Provide sufficient copies of the User Instructional Brochure to
sellers for distribution to users and prospective users;

(i) 1FISE AR AL B I P UL TR AT, BA(E
Gy REE P R AE P 5

(i) Provide a copy of the User Instructional Brochure to any
hearing aid professional, user, or prospective user who requests
a copy in writing.

(i) Fl A A5 77 23R A 1R Bl W 4% el A
A HP B A SR AR 7 R S T A

o

=

e

(d) Recordkeeping. The dispenser shall retain for 3 years after
the dispensing of a hearing aid a copy of any written statement
from a physician required under paragraph (a)(1) of this section
or any written statement waiving medical evaluation required
under paragraph (a)(2)(iii) of this section.

(d) TR ARAT . BOZh 53 A S A BT 4% ) DR B A
T (a)(1) BeE SR B A A A A 45 1 75 B A A
5Y (a)(2) BUESKIN U B VPl O AR fT 45 1
B FR 1 AR ) (i) A5

(e) Exemption for group auditory trainers. Group auditory
trainers, defined as a group amplification system purchased by a
qualified school or institution for the purpose of communicating
with and educating individuals with hearing impairments, are
exempt from the requirements of this section.

(e) HIANT SE I ZRITHIFR e BIATT U 2R s,
S SO G% 1 AR B U A S R+ 5 0
PRGN\ LRSI E M KRG, AR
TERILIH .

§ 801.430 User labeling for menstrual tampons.

801.430 A& PAM KK IR%.

(a) This section applies to scented or scented deodorized
menstrual tampons as identified in § 884.5460 and unscented
menstrual tampons as identified in § 884.5470 of this chapter.

(a) AT73E H T4 884.5460 4% - ff i A4 & vk
A EWAIER R A G AR, UAARES
884.5470 2k HiE ITE ER AL DA%,

(b) Data show that toxic shock syndrome (TSS), a rare but
serious and sometimes fatal disease, is associated with the use
of menstrual tampons. To protect the public and to minimize the
serious adverse effects of TSS, menstrual tampons shall be
labeled as set forth in paragraphs (c), (d), and (e) of this section
and tested for absorbency as set forth in paragraph (f) of this
section.

(b) Hid Bow, FEMEARTELREAE (TSS) A& —Fif
FEM™E ARG E, SEMAS
PAEEMFA R N TR P ARMER D TSS
R A R, H ARk NAZ AT (c)y (d)
A (e) BUIMUE N EARZE, IFEI () BUME
BEAT W) A1

(c) If the information specified in paragraph (d) of this section is
to be included as a package insert, the following alert statement
shall appear prominently and legibly on the package label:

ATTENTION: Tampons are associated with Toxic Shock
Syndrome (TSS). TSS is a rare but serious disease that may

(c) WIRAAT (d) Berb HUE 1045 B AT 9t 2 1

B MBLR B 78 W R B R AR 2R 102 H AT
THMTH L VR, TR SRR TSR
HAE (TSS) f1 K. TSS & —Fh5E WAH A e T3
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cause death. Read and save the enclosed information.

SETH ™ PRI o BB ORI BE TS A2

(d) The labeling of menstrual tampons shall contain the following
consumer information prominently and legibly, in such terms as
to render the information likely to be read and understood by the
ordinary individual under customary conditions of purchase and
use:

(d) K25 HIARZEN. LABE H « JEMT 1077 sV &
PURH 95 2, DS A A AR SR
(R SIARAT T 5 F AT B .

(1) (i) Warning signs of TSS, e.g., sudden fever (usually 102° or
more) and vomiting, diarrhea, fainting or near fainting when
standing up, dizziness, or a rash that looks like a sunburn;

(1)(i) TSS 2555, FIRR KR GEHEN
102 EEHE E) Mt BT whr i B R Ek
JUFESR . Sk BEE ERGGH

(i) What to do if these or other signs of TSS appear, including
the need to remove the tampon at once and seek medical
attention immediately;

(i) 4R M BLIX LB Al TSS M RIZE A TP,
A4 T ST BV T AR A 2% S R R RS

(2) The risk of TSS to all women using tampons during their
menstrual period, especially the reported higher risks to women
under 30 years of age and teenage girls, the estimated
incidence of TSS of 1 to 17 per 100,000 menstruating women
and girls per year, and the risk of death from contracting TSS;

(2) Fre e A 2 a8 AR R 25 1) et R A
TSS [, Fral & EGEXS 30 % LU ik
AL RS S, AdiE &F4E4E 100,000 44
WAL zhE 1 217 ARETSS, MLk
J&Ge TSS HIFET XS 5

(3) The advisability of using tampons with the minimum
absorbency needed to control menstrual flow in order to reduce
the risk of contracting TSS;

(3) WAL BAT I I H 2 B P s (10 SRR K
PR AR, LARRARAER TSS IRX;

(4) Avoiding the risk of getting tampon-associated TSS by not
using tampons, and reducing the risk of getting TSS by
alternating tampon use with sanitary napkin use during
menstrual periods; and

(4) JEREAE AR AR S 5 AR AR AH K
(¥ TSS iR, FFd 7 H 2 i) 22 8 48 2
AR A ] LA TR B TSS XK AN

(5) The need to seek medical attention before again using
tampons if TSS warning signs have occurred in the past, or if
women have any questions about TSS or tampon use.

(6) ki LB P TSS BHE(E S, HH L
PEXT TSS Bl RAM KA EMEE R, fEH
ORAE ] LA A 2% i 75 22 s

(e) The statements required by paragraph (e) of this section
shall be prominently and legibly placed on the package label of
menstrual tampons in conformance with section 502(c) of the
Federal Food, Drug, and Cosmetic Act (the act) (unless the
menstrual tampons are exempt under paragraph (g) of this
section).

(e) AT (e) BUELRI A WIRIAR S (BRI £ dh s

Zy A i) 23RS 38 502(c) 11 A
€, B HISb B H 20 5 M bR 2
£ R A LM AR AT (9) BERSHR) -

(1)Menstrual tampon package labels shall bear one of the
following absorbency terms representing the absorbency of the
production run, lot, or batch as measured by the test described
in paragraph (f)(2) of this section;

Ranges of absorbency in | Corresponding term of
grams1 absorbency

6 and under Light absorbency

6to9 Regular absorbency
91012 Super absorbency

12to 15 Super plus absorbency
15t0 18 Ultra absorbency

(1) A M2k RS N A LR RIS AR T
2, RoNIBIEATT (F)(2) BT MM & 12k
FRIBAT S HEREE IR

PASE N ST RSO B | R K R0 R T
6% K ULT WO

6519 WA KA
9%I12 SRR K P
12 & 15 SRR K P
15 £ 18 TR A
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Above 18

1These ranges are defined, respectively, as follows:
Less than or equal to 6 grams (g); greater than 6 g up to
and including 9 g; greater than 9 g up to and including 12
g; greater than 12 g up to and including 15 g; greater
than 15 g up to and including 18 g; and greater than 18

g.

No term

1845 LAk B IR
1 XYL A e R ANTEEET 6 5

(9: KT 6WEIT; KT 9WE 12 7;
KT 1278, At 15 55, KT 157, &
it 18 70; HH AT 18 7.

(2) The package label shall include an explanation of the ranges
of absorbency and a description of how consumers can use a
range of absorbency, and its corresponding absorbency term, to
make comparisons of absorbency of tampons to allow selection
of the tampons with the minimum absorbency needed to control
menstrual flow in order to reduce the risk of contracting TSS.

(2) BAARZE MR AR R AT B SR, DL
G U e A5 P W AT TR B AR L P B AT AR 8 14
YeH, DLERB BAMRAR ) WU RE 1, DAE I
IRARPREE ) AR 2% . 2 H 22 DARR IR
TSS (1R T 3 R A g

(f) A manufacturer shall measure the absorbency of individual
tampons using the test method specified in paragraph (f)(2) of
this section and calculate the mean absorbency of a production
run, lot, or batch by rounding to the nearest 0.1 gram.

(f) iz R AR AT (F)(2) B b2 Aty
PRI A AR SR MROR P, SRl D T
NPT 0.1 5 THEA 21T Hkeit
VEIRSOLL YIS ER

(1) A manufacturer shall design and implement a sampling plan
that includes collection of probability samples of adequate size
to yield consistent tolerance intervals such that the probability is
90 percent that at least 90 percent of the absorbencies of
individual tampons within a brand and type are within the range
of absorbency stated on the package label.

(1) 3 R BT RS ft A v, e AR
SRR REAR, DA —E A Z X
18], AT ASE i RELRI SRR Py () B TR A 2 1 &2
1> 90% MW Zeik ) 90% HIMEZ N 90%. 1E
BAARZE AR ROE EEVE A

(2) In the absorbency test, an unlubricated condom, with tensile
strength between 17 Mega Pascals (MPa) and 30 MPa, as
measured according to the procedure in the American Society
for Testing and Materials (ASTM) D 3492-97, “Standard
Specification for Rubber Contraceptives (Male Condoms)’[1] for
determining tensile strength, which is incorporated by reference
in accordance with 5 U.S.C. 552(a), is attached to the large end
of a glass chamber (or a chamber made from hard transparent
plastic) with a rubber band (see figure 1) and pushed through
the small end of the chamber using a smooth, finished rod. The
condom is pulled through until all slack is removed. The tip of
the condom is cut off and the remaining end of the condom is
stretched over the end of the tube and secured with a rubber
band. A preweighed (to the nearest 0.01 gram) tampon is placed
within the condom membrane so that the center of gravity of the
tampon is at the center of the chamber. An infusion needle (14
gauge) is inserted through the septum created by the condom
tip until it contacts the end of the tampon. The outer chamber is
filed with water pumped from a temperature-controlled
waterbath to maintain the average temperature at 27+1 °C. The
water returns to the waterbath as shown in figure 2. Syngyna
fluid (10 grams sodium chloride, 0.5 gram Certified Reagent
Acid Fushsin, 1,000 milliliters distilled water) is then pumped
through the infusion needle at a rate of 50 milliliters per hour.
The test shall be terminated when the tampon is saturated and
the first drop of fluid exits the apparatus. (The test result shall be
discarded if fluid is detected in the folds of the condom before
the tampon is saturated). The water is then drained and the
tampon is removed and immediately weighed to the nearest

(2) TEM TR, AR 52 W AR SR 56 2
(ASTM) D 3492-97, “briEtGiikeZ22y (55 H ik
ZE) HIVET 1 TR e iR R, MRYE 5
USC 552(a) i 51 FFEN,  FHAS R i3 B 75 35 3
= (BRI I R B D) 1K (L
1) FUSE FH G TR R AT L I s 5 1 /)
WEAE RS, BRI EER . Kk
ZFEPRImE B, B BN IR EEE T
WA, FEFAM . KPR E O
F0.01 %) M TAMKMELBZAERN,
T AEMKME LT ISR — R E
(14 5) FBZAEREERMEE, B
Fefuh 2 PAERG &I AR . AhE I T AIRIEK
WK, DOR-P IR R RRAE 27+/-1 %
. K 2 frsiR K. 485 L 50 ZFF
17N I3 Syngyna WR (10 TESAkAN .
0.5 FEIMIFR 7R Fushsin. 1,000 Z T} 7543
K) ENERE . 2B AR &M s —
TR & m, MM Z&ab.  CInReE T
AN SR VAN 2 T B 2 2 (1 408 A v RS D 38
s, R R ERD o R KHEET,
W HH bR 2 3 B AR B2 & e %0 1 0.01 7. JEIT
MAZ AR APk 25 T EOR B e TUAE A 25 ARk
M.
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0.01 gram. The absorbency of the tampon is determined by
subtracting its dry weight from this value. The condom shall be
replaced after 10 tests or at the end of the day during which the
condom is used in testing, whichever occurs first.
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[1The Director of the Federal Register approves this

incorporation by reference in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. You may obtain a copy from the American
Society for Testing and Materials International, 100 Barr Harbor
Dr., P.O. Box C700, West Conshohocken, PA 19428-2959, 610-
832-9578, www.astm.org. You may inspect a copy at the FDA
Main Library, 10903 New Hampshire Ave., Bldg. 2, 3d floor,
Silver Spring, MD 20993-0002, 301-796-2039, or at the National
Archives and Records Administration (NARA). For information
on the availability of this material at NARA, call 202-741-2139,
or go to:
http://www.archives.gov/federal_register/code_of federal_regula
tions/ibr_locations.html.

1 BB A IR FAEMRYE 5 USC 552(a) 1 1 CFR
51 Horlid gl AL & 9F . AT DANE E
Bl 5 AR 2 3R — el A, Hihikohy
100 Barr Harbour Dr., PO Box C700, West
Conshohocken, PA 19428-2959, 610- 832-
9578, www.astm.org. &R LLZE FDA Main
Library, 10903 New Hampshire Ave., Bldg %
el 4. 2, 3d floor, Silver Spring, MD
20993-0002, 301-796-2039, =1L [E FKFYEA
WREHR (NARA). A K1E NARA R1F A4
RHOEE, 15508 202-741-2139, B
http://www.archives.gov/federal_register/code_
of federal_regulations/ibr_locations.html.

(3) The Food and Drug Administration may permit the use of an
absorbency test method different from the test method specified

(3) WA T HUZEAF M, B i 24 it B B A8 LR AT LA
FEVFAS I A [F) AR 26 B0 X9 K5 T2 A IR O T

~ 45 - ~




in this section if each of the following conditions is met:

M7

(i) The manufacturer presents evidence, in the form of a citizen
petition submitted in accordance with the requirements of §
10.30 of this chapter, demonstrating that the alternative test
method will yield results that are equivalent to the results yielded
by the test method specified in this section; and

(i) g FR AL, DURMEAE § 10.30 )2
RIRZH A~ RAE B AR, AE B A TS
PR S AT AN

(i) FDA approves the method and has published notice of its
approval of the alternative test method in the FEDERAL
REGISTER.

(ii) FDA #tiE iz 7%, HAEBI A AR Tt
HEE Ay i E

(g) Any menstrual tampon intended to be dispensed by a
vending machine is exempt from the requirements of this
section.

(9) RIS th B B BN KK H 4 AR &%
I SZ AR ERINZIH

(h) Any menstrual tampon that is not labeled as required by
paragraphs (c), (d), and (e) of this section and that is initially
introduced or initially delivered for introduction into commerce
after March 1, 1990, is misbranded under sections 201(n), 502
(a) and (f) of the act.

(h) AR ARIZ AT (). (d) F1 (e) BEE R Ehr
B HEPAMN, JFHAE 1990 43 1 H
ZJEE R GINE I AT TR AL, #R 4
MEAE PR 1% 55 201(n). 502 (a) F1 (f) 5.

(Information collection requirements contained in paragraphs (e)
and (f) were approved by the Office of Management and Budget
under control number 0910-0257)

¢ Ce) Al (F) Befrdfs B R Qg 2
ST, B 5 0910-0257)

§ 801.433 Warning statements for prescription and
restricted device products containing or manufactured with
chlorofluorocarbons or other ozone-depleting substances.

801.433 A HfFHARGEHAMBEFEREE
0 R ) 2 P Ak 0 B2 BR B8 T I S A

(a)(1) All prescription and restricted device products containing
or manufactured with chlorofluorocarbons, halons, carbon
tetrachloride, methyl chloride, or any other class | substance
designated by the Environmental Protection Agency (EPA) shall,
except as provided in paragraph (b) of this section, bear the
following warning statement:

WARNING: Contains [or Manufactured with, if applicable] [insert
name of substance], a substance which harms public health and
environment by destroying ozone in the upper atmosphere.

(a)(1) B St skt AU . 1. IStk
B SUTBRSERHRYE (EPA) 8 LTI
i | PRI ATy 2SR B B
(b) BAHLE SN, $YRL) HIATT, A U A
9

B WA (G, WRE ] [EA R A
FR], —FE BRI R ARG H A
AR A RIS I 5«

(2) The warning statement shall be clearly legible and
conspicuous on the product, its immediate container, its outer
packaging, or other labeling in accordance with the
requirements of 40 CFR part 82 and appear with such
prominence and conspicuousness as to render it likely to be
read and understood by consumers under normal conditions of
purchase.

(2) f4 40 CFR 25 82 Hli/r ISR, 5 /i
RIAEF . HERAES . MU EUH AR
b s L H , JF DU AT REVH 2 7E 1
HE SR DS AR A

(b) (1) For prescription and restricted device products, the
following alternative warning statement may be used:

(b)(1) T4 77 2RI WA =, T LA L
FHARE S,

The indented statement below is required by the Federal
government's Clean Air Act for all products containing or
manufactured with chlorofluorocarbons (CFC's) [or name of
other class | substance, if applicable]:

RSB (s 2 UE) BORITA & A BifE
IS (CFC) [EdAh | RYIB4 4%, R
@] A g LR 4k A

This product contains [or is manufactured with, if applicable]
[insert name of substance], a substance which harms the

A7 L (BRG], o R 1]
HEA A RR], — Pl ik s 2 KPR

~ 46 - ~




environment by destroying ozone in the upper atmosphere.

ERSEERF I

Your physician has determined that this product is likely to help
your personal health. USE THIS PRODUCT AS DIRECTED,
UNLESS INSTRUCTED TO DO OTHERWISE BY YOUR
PHYSICIAN. If you have any questions about alternatives,
consult with your physician.

B E R E 1% T B B TS I A g
REo THHAZ IS A i, BRAFE IR A
A . WAREX B ARMSER, 1§EH
BEL.

(2) The warning statement shall be clearly legible and
conspicuous on the product, its immediate container, its outer
packaging, or other labeling in accordance with the
requirements of 40 CFR part 82 and appear with such
prominence and conspicuousness as to render it likely to be
read and understood by consumers under normal conditions of
purchase.

(2) fR¥& 40 CFR 8 82 #B4r sk, 4k mHiy
MAEF= i HEHBERS . M s AR AR
G S AR E, HF DM AT REE P E TR IR
W SRS R i AN B A

(3) If the warning statement in paragraph (b)(1) of this section is
used, the following warning statement must be placed on the
package labeling intended to be read by the physician
(physician package insert) after the “How supplied” section,
which describes special handling and storage conditions on the
physician labeling:

(3) WERAEFIATT (b)(1) BehAE S F W, W2
UE BN S 2 Ja A DL o 78 BT EAE 4T 5
M B A B A ArsE b (ERAE RIS T
gy, IR T BEIMERAS bR IR AL BRI A7 5%
-

Note: The indented statement below is required by the Federal
government's Clean Air Act for all products containing or
manufactured with chlorofluorocarbons (CFC's) [or name of
other class | substance, if applicable]:

Eid: BIBUTH GERE0E) BERES
A B SRR (CFC) [BUHAR | 875 1 4
PR, RaE ] 07 i G LT et 75 ]

WARNING: Contains [or Manufactured with, if applicable] [insert
name of substance], a substance which harms public health and
environment by destroying ozone in the upper atmosphere.

T W [EE, RG] [EA YR A
FR], —FE BRI R ARG H A
ARAE REANFR L I )5 o

A notice similar to the above WARNING has been placed in the
information for the patient [or patient information leaflet, if
applicable] of this product under Environmental Protection
Agency (EPA) regulations. The patient's warning states that the
patient should consult his or her physician if there are questions
about alternatives

WIEIAE RS Z (EPA) IRLE, CAEAR i
BEEE [EUEEEETA, WREH] FRE
15 ERESRLE M. BENESREL,
ARXT AT A BRI, R N ) fh Bt P
B,

(c) This section does not replace or relieve a person from any
requirements imposed under 40 CFR part 82.

() AFTARUAE BRI AMRYE 40 CFR 25 82
P TN A A 25K

§ 801.435 User labeling for latex condoms

801.435 LB AERH %

(a) This section applies to the subset of condoms as identified in
§ 884.5300 of this chapter, and condoms with spermicidal
lubricant as identified in § 884.5310 of this chapter, which
products are formed from latex films.

(a) K-13E I T A2 5 884.5300 14 i i
BT, LA 884.5310 T E
AR R 45, 8P i o T
.

(b) Data show that the material integrity of latex condoms
degrade over time. To protect the public health and minimize the
risk of device failure, latex condoms must bear an expiration
date which is supported by testing as described in paragraphs
(d) and (h) of this section.

(b) Hed Bow, FURGEZE I B BN 2%
I 18] O HERS TR AL . ORI A A B BE 3%
HICRE PR DAL o 2 A, 3L RO Z 2 — A
AR, ZA B R AT (d) A1 (h) BERR
S

(c) The expiration date, as demonstrated by testing procedures
required by paragraphs (d) and (h) of this section, must be

(c) anATT (d) AN (h) BeZEKR AL F i i
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displayed prominently and legibly on the primary packaging (i.e.,
individual package), and higher levels of packaging (e.g., boxes
of condoms), in order to ensure visibility of the expiration date by
consumers.

1, A RO IHERI R (BIRAEL) A
Emdo e (fw, AT , DR
TH 38 A AW AT LA

(d) Except as provided under paragraph (f) of this section, the
expiration date must be supported by data demonstrating
physical and mechanical integrity of the product after three
discrete and representative lots of the product have been
subjected to each of the following conditions:

(d) BRATT (f) BOMUE s oL oh, A RO 2
AR UE N i 0 = B A AR YE ks
S LUNREASSEAT IR P A BRI S B 1

(1) Storage of unpackaged bulk product for the maximum
amount of time the manufacturer allows the product to remain
unpackaged, followed by storage of the packaged product at
70 °C (plus or minus 2 °C) for 7 days;

(1) RALHFCRE i A2 I 75 fo VPP dh R EF R
PRGBS (8] A A7, SRR R R e
70 FRIRE (IEH 2 8% RIE) T#F 7 K

(2) Storage of unpackaged bulk product for the maximum
amount of time the manufacturer allows the product to remain
unpackaged, followed by storage of the packaged product at a
selected temperature between 40 and 50 °C (plus or minus
2 °C) for 90 days; and

(2) ARALARHICEE ™ i AE H113E 7 SO VR b PR FFR AL
BRI BACKS 8] WA A7, AR5 F B3 i ik
FA1E 40 2 50 $RIRE  (IEA 2 JIKEE) Z[H) 1
WERE TO0K; A

(3) Storage of unpackaged bulk product for the maximum
amount of time the manufacturer allows the product to remain
unpackaged, followed by storage of the packaged product at a
monitored or controlled temperature between 15 and 30 °C for
the lifetime of the product (real time storage).

(3) ARALHE IR ™ il L I IE 7 FeVF 7 i PR B R
BRI BRI T A A7, SR8 il 1B
i Ji S A R BLRE R 7 i A AE 15 2 30 BRIREE
Z IR MR B IR L (SRR A7) o

(e) If a product fails the physical and mechanical integrity tests
commonly used by industry after the completion of the
accelerated storage tests described in paragraphs (d)(1) and
(d)(2) of this section, the product expiration date must be
demonstrated by real time storage conditions described in
paragraph (d)(3) of this section. If all of the products tested after
storage at temperatures as described in paragraphs (d)(1) and
(d)(2) of this section pass the manufacturer's physical and
mechanical integrity tests, the manufacturer may label the
product with an expiration date of up to 5 years from the date of
product packaging. If the extrapolated expiration date under
paragraphs (d)(1) and (d)(2) of this section is used, the labeled
expiration date must be confirmed by physical and mechanical
integrity tests performed at the end of the stated expiration
period as described in paragraph (d)(3) of this section. If the
data from tests following real time storage described in
paragraph (d)(3) of this section fails to confirm the extrapolated
expiration date, the manufacturer must, at that time, relabel the
product to reflect the actual shelf life.

(e) W= ESE AT (d)(1) A1 (d)(2) HATid
N A A I R e ok P B
BUBSE BRI, ™ dh AT Y] 20 i A
(d)(3) B fifiid I SE I A Al A A RAET o U SRAE
AFT (d)(1) A1 (d)(2) T IR T fifiAr 5 Ik
(IR 7 i SIS T A 7 R B AL e B
PEBE, )3 R AT DAAE ™ AR 25 _E AR AT 2K
Wy AP iR 2 R 5 4. WIRMEAIAR
PEATT (d)(1) A1 (d)(2) BLEBRI 2 HI, A5
N A R L GBI AE AT (d) (3) BUYTIR AL
SE A R A5 R BEAT (P BRI H LA e B Tt
RN WERATT (d)(3) H A ) S A7 ik f
RIS Bt ek A SE T AT 00, W&
WO ZBTAE IR IS EER AR A 7 ity DA S RSB P 52
.

(f) Products that already have established shelf life data based
upon real time storage and testing and have such storage and
testing data available for inspection are not required to confirm
such data using accelerated and intermediate aging data
described in paragraphs (d)(1) and (d)(2) of this section. If,
however, such real time expiration dates were based upon
testing of products that were not first left unpackaged for the
maximum amount of time as described in paragraph (d)(3) of
this section, the real time testing must be confirmed by testing
products consistent with the requirements of paragraph (d)(3) of
this section. This testing shall be initiated no later than the

(f) © & BT S A7 fid AR CR 5 B A dts
I HLA A Gl AN S T A 75 1 7=
AL (d)(1) B Hidk m s A ) 268
PR EIE AT 1 (d)(2). H2, Wit
S B H R T AR EARTT (d)(3) Be
R 1) B R T P B AR B 17 i R DK
) 25 308 3o A A A S B DU B AR (d)(3)
BRI o 1% AR AN IR F ARV ) AR 2
TG . EMRGEATT (d)(3) Be e Al ik
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effective date of this regulation. Until the confirmation testing in
accordance with paragraph (d)(3) of this section is completed,
the product may remain on the market labeled with the
expiration date based upon previous real time testing.

(g) If a manufacturer uses testing data from one product to
support expiration dating on any variation of that product, the
manufacturer must document and provide, upon request, an
appropriate justification for the application of the testing data to
the variation of the tested product.

(Q) L SR 3 T A5 FH — ol 7 it F DO B0 R S
W b A AT AR R R, U R R L 2
SR FARAE EER PR AR I B Al L 47
AR 2 B

(h) If a latex condom contains a spermicide, and the expiration
date based on spermicidal stability testing is different from the
expiration date based upon latex integrity testing, the product
shall bear only the earlier expiration date.

(h) B R FURCRE A B S AT T, JF HIE TR
R PRI A RO 5 2 U e B T
AR, 7 i B o= B (AT 0

(i) The time period upon which the expiration date is based shall
start with the date of packaging.

(i) R HI BT AR 0 Ik ] B A B2 1 1T

4.

(i) As provided in part 820 of this chapter, all testing data must
be retained in each company's files, and shall be made available
upon request for inspection by the Food and Drug
Administration.

() MRIEA 5 820 Hi MIME, A Rl £t
DARAFAEREAD AR IR S, JFR R o 245 dh
B E BRI R IR KA

(k) Any latex condom not labeled with an expiration date as
required by paragraph (c) of this section, and initially delivered
for introduction into interstate commerce after the effective date
of this regulation is misbranded under sections 201(n) and
502(a) and (f) of Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321(n) and 352(a) and (f))

(k) AEATARIL AT (c) BUZ R AR R A H
B, FFHAEARERA S H 35 1584 T 51
N5 5 7L 2 7235 201(n) Al
502(a) 17 FHENEEEFRES) A (F) BRI AL 290
RL k% (21 USC 321(n) F1 352(a) Al
().

§ 801.437 User labeling for devices that contain natural
rubber.

801.437 FH RIRIRI BB % HIFH P AnaE o

(a) Data in the Medical Device Reporting System and the
scientific literature indicate that some individuals are at risk of
severe anaphylactic reactions to natural latex proteins. This
labeling regulation is intended to minimize the risk to individuals
sensitive to natural latex proteins and protect the public health.

() BEJT E MR i R GE AR SR o ) e
WY, A N R AR FURE B A7 A8 ™ B U Y
(IR ZAREEIE I S fE i KRR P BRI K
SRFLIR L BRI AN NI AR I PR3 2 AR i

B

(b) This section applies to all devices composed of or
containing, or having packaging or components that are
composed of, or contain, natural rubber that contacts humans.
The term “natural rubber” includes natural rubber latex, dry
natural rubber, and synthetic latex or synthetic rubber that
contains natural rubber in its formulation.

(b) A& M T AT B 5 AR B A ) R IR AR B2
J L B A H R AR A e e
A . RIER R B RARIZIL
JEFL S TR ARG I AN 5 R L B A HL i T
B RIMBIL 5 AR -

(1) The term “natural rubber latex” means rubber that is
produced by the natural rubber latex process that involves the
use of natural latex in a concentrated colloidal suspension.
Products are formed from natural rubber latex by dipping,
extruding, or coating.

(1) RE IR R fa il RAR AL T A
MIRRRE, % L 200 R AR R R v = i b A
RIRIEF L 7= o o R AR MR B FL e IR 51
B B B -

(2) The term “dry natural rubber” means rubber that is produced
by the dry natural rubber process that involves the use of
coagulated natural latex in the form of dried or milled sheets.
Products are formed from dry natural rubber by compression
molding, extrusion, or by converting the sheets into a solution for

(2) R T RAMGI R AR B TRAGIK T Z
EFEHIRGIR, % E 8 S T R BRI A4
TS RIRIE T o 7 il BT R R ARAR R
I G R L B R R (IR B TR
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dipping.

il A

(3) The term “contacts humans” means that the natural rubber
contained in a device is intended to contact or is likely to contact
the user or patient. This includes contact when the device that
contains natural rubber is connected to the patient by a liquid
path or an enclosed gas path; or the device containing the
natural rubber is fully or partially coated with a powder, and such
powder may carry natural rubber proteins that may contaminate
the environment of the user or patient.

(3) “HEfh N A" — 17 45 A h BT (K R AR AR AL
B R BT RE R A P B . XA
A RG24 Bt P A
BR A R AR (A B SRR
Y% B A B 7 IR AT B R, IR AR AT RE 45
AT HE T3 e I BB B MR R IR R A

(c) Devices containing natural rubber shall be labeled as set
forth in paragraphs (d) through (h) of this section. Each required
labeling statement shall be prominently and legibly displayed in
conformance with section 502(c) of the Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C. 352(c)).

(c) T RIGI A WS 32 I (d) & (h)
BRI e WG bR . AN BRI FRES P B AR L
I (B, 25 A REY Gk
%) (21 USC 352(c)) 4 502(c) F [ 58
L BT b B R

(d) Devices containing natural rubber latex that contacts
humans, as described in paragraph (b) of this section, shall bear
the following statement in bold print on the device labeling:

(d) inAAT (b) Befrid, S35 NARREA R
FR I L 4 2 A LA 5 B 25 DUREL A& 1 B
NGLZE

“Caution: This Product Contains Natural Rubber Latex Which
May Cause Allergic Reactions.”

SR AP A TR R RS R AR
AL

This statement shall appear on all device labels, and other
labeling, and shall appear on the principal display panel of the
device packaging, the outside package, container or wrapper,
and the immediate device package, container, or wrapper.

2 W BRI AT A s B A LA AR 26
IR IS LS . AMEAE . AR Y
DU ol . A aeol B E 2R
I

(e) Devices containing dry natural rubber that contacts humans,
as described in paragraph (b) of this section, that are not
already subject to paragraph (d) of this section, shall bear the
following statement in bold print on the device labeling:

(e) BAATT (b) BUYTIR 15 NS K TR
RAERE AP, AT (d) B2, NiAEas
bR 2 b DR BBl LR 7 -

“This Product Contains Dry Natural Rubber.”

R A TR

This statement shall appear on all device labels, and other
labeling, and shall appear on the principal display panel of the
device packaging, the outside package, container or wrapper,
and the immediate device package, container, or wrapper.

2 WL Y BLE i A SRR 2 A Al AR 25 L
FFRN IS AL . AMELAE . A SR
DU ol . A aeol B E R R
TR I

(f) Devices that have packaging containing natural rubber latex
that contacts humans, as described in paragraph (b) of this
section, shall bear the following statement in bold print on the
device labeling:

(f) WA (o) BOOTIA, ALeri A 5 A ot
IR ARG TL 1 B, 20 B bR 25 - DKL
A LR A

“Caution: The Packaging of This Product Contains Natural
Rubber Latex Which May Cause Allergic Reactions.”

SHERE: AR 6L A AT R R U
RN "

This statement shall appear on the packaging that contains the
natural rubber, and the outside package, container, or wrapper.

2 WY Y BLPE 5 A7 R ARG A B 3 DL K A
3. AaE g b,

(g) Devices that have packaging containing dry natural rubber
that contacts humans, as described in paragraph (b) of this
section, shall bear the following statement in bold print on the

(9) WAY (b) Befrid, WA &4 5 Nk
TR R IRAR I 30, WA SRR 25 | DO
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device labeling:

PR DL F A5 T

“The Packaging of This Product Contains Dry Natural Rubber.”

AP R R A TR R

This statement shall appear on the packaging that contains the
natural rubber, and the outside package, container, or wrapper.

2 WY B 5 A7 R ARG A B 3 DL K A 6

(h) Devices that contain natural rubber that contacts humans, as
described in paragraph (b) of this section, shall not contain the
term “hypoallergenic” on their labeling.

(h) WiAY (b) Befrid, &7 5 NARSEARIK RIA
PRI I ANGAE F AR 26 A& iR ek —
]

(i) Any affected person may request an exemption or variance
from the requirements of this section by submitting a citizen
petition in accordance with § 10.30 of this chapter.

(i) ARAT SR ) N AR AR YE A 255 10.30 2%
R ARG IS, 1R o BUAR AT 2L

() Any device subject to this section that is not labeled in
accordance with paragraphs (d) through (h) of this section and
that is initially introduced or initially delivered for introduction into
interstate commerce after the effective date of this regulation is
misbranded under sections 201(n) and 502(a), (c), and (f) of the
act (21 U.S.C. 321(n) and 352(a), (c), and (f)).

(i) AEAT 2 AT L RAR R IZ R AT (d) 2 (h) Bt
ITFRC BB AS, FF HAEATERA: 240 H A J5 5]
FINBERIZEATH T 5NN BREE 55 AR AT % 45
PGS AR 2% E 2 28 201(n) AT 502(a). (c) Al
(f) % (21 USC 321(n) #I 352(a). (c) # ()

Note to § 801.437: Paragraphs (f) and (g) are stayed until June
27, 1999, as those regulations relate to device packaging that
uses “cold seal” adhesives.

§ 801.437 [iRk: (f) A (g) BfR B % 1999 4
6 H 27 H, FNIXEeyhplys & fd H A E57 4
FIH A L o
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