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i) If a drug product is packaged in
jt-dose packaging, and if the imme-
ite container pears labeling but npf. a
pel, the warning statement required

. ph (e)(1) of this section shall

pear prominencly and conspxcn:ousl'y

1 the immediate container la.bellpg in

way that maximizes the likelihood

1at the warning is intact until all of
10 dosage units to which it applies are
aed. .

(3) Where the immediate container 18
ot the retail package. the warning
tatement required bY paragraph () eV
£ this section shall also appear promi-
lently and conspicuously on the infor-
pation panel of the retail package
abel.

(4) The warning statement shall ap-
pear on any iabeling that contains
warnings. , )

(5) The warning statement required
by ph (eX(1) of this section shall
pe set off in a box by use of hairlines.

(d) The iron-containing inert tablets
supplied in monthly packages of oral
contraceptives are categorically ex-

Y Sy

empt from the requirements of para- %
graphs (a) and (c) of this gection. :
{62 250. Jan. 15. 1597; 62 FR 15111, Mar. 31, ;
195 &
prECTIVE DATE NOTE: At 62 TR 2250 Jat- 5!
18, 1997, §310.518 was added, 2ffective July 15, i
1997. At 62 FR 15111, Mar. 31, 1997, in §310.518 2
phs (BX2) and (c)(5) were corrected.
affective July 15. 1997. : _é;
§310.519 Drug products marketed as 3

over-the-countexr (OTC) daytime °

sedatives.
(a) Antihistamines, promides, and

scopolamine compounds, either singly
or in combinations,

have been mar- ¥

keted as ingredients in over-the- -

products for use as
The

counter (OTC) drug
daytime gsedatives.
claims have been made
sedative products: wgecasional simple
pervous tension,” ‘‘mervous irritabil-
ity,”” ‘‘nervous
“simple gervousness due to common
every day
relaxed feeling,” “ealming down and
relaxing,”

following 3
for daytime X
tension headache,” ¥
overwork and fatigue,” g ‘_'-

‘gently goothe away the N

tension.” «calmative,” “resolving tha’ti :

irritability that ruins your day.

‘“pelps you relax.”

wrestlessness.” ¢

«when you're ander occasional stress - ¥

. . helps you work relaxed.” Based on
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evidence presently available, there are
no ingredients that can be generally
recognized as safe and effective for use
as OTC daytime sedatives.

(b) Any OTC drug product that is la-
beled, represented, or promoted as an
OTC daytime sedative (or any similar
or related indication) is regarded as 2
new drug within the meaning of section
201(p) of the TFederal Food., Drug, and
Cosmetic Act for which an approved
new drug application under section 505
of the act and Part 314 of this chapter
is required for marketing.

© Clinical invescigacions designed
to obtain evidence that any drug prod-
uct labeled, represented, or promotad
as an OTC daytime sedative (or any
gimilar or related indication) is saie
and effective for the purpose intended
must comply with the requirements
and procedures governing the use of in-
vestigational new drugs set forth in
pars 312 of this chapter.

(d) Any OTC daytime sedative drug
product introduced into interstate
commerce after December 24, 1979, that
is not in compliance with this section
is subject to regulatory action.

(44 FR 26330. June ~0 1979; 45 FR 47422, July
15, 1080. as amended at 55 FR 11579, Mar. 29,
1990]

§310.525 Sweet spirits of nitre drug
products.

(a) Historically, sweet spirits of nitre
has been present as an ingredient in
over-the-counter (OTC) drug products
for various uses. Based upon the lack of
adequate data to establish effective-
ness for any use and the adverse bene-
fit-to-risk ratio, sweet spirits of nitre
drug products cannot be considered
generally recogmnized as safe and effec-
tive. The benefit from using sweet spir-
its of nitre for any use is insignificant
when compared zo the risk.

() Any drug product containing
sweet spirits of nitre is misbranded
under section 502 of the Federal Food.
Drug. and Cosmetic Act apnd is a new
d;;lz within the meaning of section
2e ‘(VD) of the act for which an approved
of mdmg' application under section 505
1a e act and part 314 of this chapter

l‘mllu‘_ed for marketing.

!o(co)b Clinical investigations designed
et ta.xngvxdenqe that any drug prod-
containing sweet spirits of nitre for
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§310.526

any use is safe and effective for the
purpose intended must comply with the
requirements and procedures governing
the use of investigational new drugs
set forth in part 3192 of this chapter.

(d) Any drug product containing
sweet spirits of pitre in interstate com-
merce after June 27, 1980, that is not in
compliance with this section is subject
to regulatory action.

(45 FR 43401, June 27. 1980, as amended at 35
FR 11579, Mar. 29, 1990]

EFFECTIVE DATE NOTE: A 52 FR 12085, Mar.
14, 1997. §310.525 was removed, effective Apr.
14, 1997.

§310.526 Camphorated oil drug prod-
ucts.

(a) Historically, camphorated il
(also kmown as camphor liniment), a
solution of 20 percent camphor in cot-
tonseed oil, has been marketed as an
over-the-counter (OTC) drug product
for various uses, primarily as a topical
counterirritant oOr liniment. A large
number of accidental ingestions of
camphorated oil, often mistaken for
castor oil, cod liver oil, mineral oil,
olive oil, cough medicine, or other drug
products, have peen reported and tox-
icity has oiten resulted, primarily in
infants and young children. Because of
the potential nazard for poisoning to
occur, the benefit from using any drug
product containing camphor in oil or
from using any camphor-containing
drug product that is labeled as
“samphorated oil”’ or ‘“‘camphor
liniment,” or any similar name sach as
scamphor  oil” or sgamphorated
liniment,” for any use, is insignificant
when compared %0 the risk. Based upon
the adverse benefit-to-risk ratio,
camphorated oil, any drug product con-
taining camphor in oil, or any other
drug product containing camphor that
is represented, suggested, or purported
to be camphorated oil, such as & prod-
uct labeled ‘‘camphor liniment,” ‘‘cam-
phor oil,” “camphorated linimens," or
any similar name, cannot be considered
generally recognized as safe.

(b) Any camphorated oil drug prod-
uct, any drug product containing cam-
phor in oil. or any other drug product
containing camphor that is rep-
resented, suggested or purported to be
camphorated oil, e.g.. “camphor
liniment.” “‘camphor oil.”




§310.527
‘‘camphorated liniment,” ig mis-
branded under section 502 of the Fed-

eral Food, Drug, and Cosmetic Act and
Meaning of
for which an
approved new drug application under
the act and part 314 of
required for marketing.
investigations designed
any
drug product, any
drug product containing camphor in
0il, or any other drug product contain-
ing camphor that is represented, sug-
gested, or purported to be camphorated
"*camphor liniment,” “cam-
phor oil,” ‘‘camphorated liniment,” is
safe for the purpose intended must
comply with the requirements and pro-
cedures governing the use of investiga-
set forth in part 312 of

is a new drug within the
section 201(p) of the act

section 505 of
this chapter is

(¢) Clinical
to obtain evidence

that
camphorated oil

oil, e.g.,

tional new drugs
this chapter.

(d) Any such drug producst

1982 that is not in compliance

(47 FR 41720, Sept. 21.
FR 11579, Mar. 29, 19901

EFFECTIVE DaTE

14, 1997, §310.526 was removed, effective Apr.
14, 1997.

§310.527 Drug products containing ac-
tive ingredients offered over-the-
counter (OTC) for external use as

air growers or for hair loss pre-
vention.

(a) Amino acids, aminobenzoic acid,
ascorbic acid, benzoic acid, biotin and
all other B-vitamins, dexpanthenol, es-
tradiol and other topical hormones,
jojoba oil, lanolin, nucleic acids,
polysorbate 20, polysorbate 60, sulfa-
nilamide, sulfur 1 percent on carbon in

a fraction of paraffinic hydrocarbons,

tetracaine hydrochloride, urea, and

wheat germ oil have been marketed as
ingredients in OTC drug products for
eéxternal use as hajr growers or for hair
loss prevention. There is a lack of ade-
quate data to establish general rec-
ognition of the safety and effectiveness
of these or any other ingredients in-
tended for OTC external use as a hair
grower or for hair loss Prevention.
Based on evidence currently available,
all labeling claims for OTC hair grower
.and hair loss brevention drug products
. for external use are either false, mis-

52

in inter-
state commerce after September 21,

with this
section is subject to regulatory action.

1982, as amended at 55

NOTE: At 62 FR 12085, Mar.

21 CFR Ch. | (4-1-97 Ediitiony

leading, or unsupported by scient

data. Therefore, any OTC drug produet

for external use containing an ingred.

ent offered for use as a hajp gTower g

for hair loss prevention cannot be cop.

sidered generally recognized as safy

and effective for its intended use. .

(b) Any OTC drug product that is 1.
beled, represented, or promoted for ex.
ternal use as a hair grower or for hajp
loss prevention is regarded as a Dew
drug within the Mmeaning of sectiog
201(p) of the Federal Food, Drug, ang
Cosmetic Act (the act), for which an
approved new drug application under
Section 505 of the act and part 314 of
this chapter is required for marketing,
In the absence of an approved new drug
application, such product is also mis-
branded under section 502 of the act,

(¢) Clinical investigations designed
to obtain evidence that any drug prod-
act labeled, répresented, or promoted
for OTC external use as a hair grower
or for hair loss prevention is safe ang
effective for the purpose intended must
comply with the requirements and pro-

. cedures governing the use of investiga-
tional new drugs set forth in Part 312 of
this chapter.

(d) After January 8, 1990, any such
OTC drug product initially introduced
or initially delivered for introduction
into interstate commerce that is not in
compliance with thig section is subject
to regulatory action.

(54 FR 28777, July 7, 1989]

§310.528 Drug products containing ac-
tive ingredients offered over-the-

counter (OTC) for use as an aphro-
disiac.

seal, gotu kola, Korean ginseng, lico-
i met:hyltestosl;erone,
dux vomica, Pega Palo, sar-
saparilla, strychnine, testosterone, vi-
tamins, yohimbine, yohimbine hydro-

-» testosterone
and methyltestbsnerone) and estrogens

are powerful hormones when adminis-
tered internally and are not safe for

" gappo

£

T sexual de
- “potency, an
:~-7:wrforma.n03. s

. " pal potency.’
3 -5‘:::;137 available, any

1 and Drug Administration, HHS

isi of a
der the supervision
gxg:egﬁ ’Tt‘ll?ere is a lack of a.qeguaze;
RY claes.cablish general recognition o
saate X and effectiveness of any

o saif:(:;i,edients. or any other ingredi-

isiac. La-
o se as an aph;odxsm
. fm‘cloar?x(r:xsufor aphrodismgs for O"f‘f-
are either false, 'Ifr’liﬂ(iez:;ia.mg'l" Ifer an-

by scientific .
1-tmla.ixsrrls are examples of .sox.nz
e been made for a.phzoaisslin
drug : t‘acts a
g ts for OTC use: "af

pr:ogi::m ‘‘arouses oOr lncreases
Qdmlsizy'e and improves sexual.per-
» whelps restore sexual vigor,
d performance;”’ ‘‘improves
taying power, and se:Eua.l

. and “builds virility and sex-

Rt otgeh ' Based on evidence cur-
OTC drug product

iEewing C
fat hav

: an
. containing ingredients for® use as

AP

;
i

aphrodisiac cannot be ;.:reenera.lly recog-
nized :sn;aé%%ngrféeg?oduct cha.x;._ is 1:6-
fe(lz)d. represented,.or prompted -:.r ;e >
) aphrodisiac is regg.rded as oen
:f'uan within the meaning of sec tot
B o e P o, P
ic Act, » for
S;;i‘rcl;iid new drug a.ppuga.lt:;:; gﬁdz{
et sots oifs txiit?i?";da?or marketing
i er .
%éhceh:t?sence of an approvgs(i :le:g gf.sg
application, such _prod}lct {the 0
branded under section 302.01 ey
(c) Clinical invesclgamonsdmg ;rod
to obtain evidence that any ug proc
t labeled, represented, or p mote:
lflc OTC use as an a.phrodlsmq is "
aifd effective for the purpose }ncexzm
ust comply with the requlrernf e
:r;d procedures governing thec ufsoer gh -i:
vestigational new drugs se
part 312 of this chapter. 1990, any sue
(d) After January 8 “ncroduce
'OTC drug product initially 11: produse
or initially delivered for 11111 \fis 1eee
into interstate commerce t. ais Aoy
compliance with Fh1s section
to regulatory action.
{54 FR 28786. July 7. 1988]
ontaining a
531%529 ix? mgdi%!x.lotgu?fsfeied ove'r-gla
c::nter (OTC) for oral use as in.
ellents. _ ‘
(a:e’ghiamine hydrochloride (vitami

ingred
B-1) has been marketed as a.x% Cl?g‘:iel‘t
ent in over-the-counter (OTC)




