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men of ~veignt ~aguction Hased »a Ialomc Te-
srietion. or cat:2nts i .wvpom 2cesity i3 re-
fractory "o otaer ~measures.

(3) Complete rabeling zuldeiines are
available from the Tood and Drug Ad-
ministration.

(h) Reguiatory proceed'mgs w.illi be
initiated witk -egard -0 DY such drag
within she ~sdiction of ske act weica
is not in accord -with this regulacion.

(39 FR 11680, Mar. 29, 1974, 1S amended a0 il
FR 10885, Mar. .3. 1976 35 TR 1573, Mar. 3.
1990]

EFFECTIVE DATE NOTE! Ag 62 TR 12084, Mar.
14. 1997, §310.304 ¥as ~emoved. 2{fectave Apr.
14, 1997.

$310.506 Use of vinyl chloride as an
ingredient, inciuding propeilant of
aerosol drug products.

(a) Vinyl cnloride has been 1sed as 3
propellant in aerosol d4r:g prepara-
tions. Lvidence indicates -hatl vinyl
chloride inpalation can ~esult in acute
toxicity manifested DY dizzizess, 1ead-
ache. disorientation, and ‘1nconscious-
ness where inhaled at high concentia-

ions. Cardiac effects. bone changes.
and degenerative changes iz the brain,
liver, and xidnoeys nave Deen reported
in animals. Sgudies also demonstrate
cor-cinogenic 2ifects in apimals as a Te-
sult of intalation exposure Lo viny!
chloride. Recently, vinyl chloride has
peen linked to liver disease, including
liver cancer. in workers azgaged in the
polymeriza.cion of viny! caloride.

(o) The Commissioner finds that
there is a lack of general recoguition
by qualified axperts of the safety or ef-
fectiveness of aerosol drg prepara-
tions containing vinyl chloride as an
ingredient. including propeilant.
Therefore, 30y such product containing
vinyl chloride is a new drug and & new
drug application approved uynder sec-
tion 305 of :he Federal Food, Drug. and
Cosmetic Act is required for market-
ing.

(¢) Clinical investigations designed
to obraiz evidence that any aerosol
drug preparation containing viny! chlo-
ride as an ingredient. inciuding propel-
lant. {s sare and affective for the pur-
pose intended, must comply with the
requirements and procedures governing
the use of invesnigazional new drugs
set forth in pars 312 of this chapter.
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(d) Any suct drug -y1chin the jursdic-
rion of sae ¢t wpica is zot in accord
wizh -his tegulation ‘s subject tQ regu-
1atory aCcIion.

r 2g. 6. .974. as amended aC 35
FR 1.373. Mar. 23, .89

drug products for

$310.507 Aerosol
human use
trichioroecthane.

containing  1.1,1-

a) T-ichioroethane has been used in
aerosol drug products as a solvent for
the active ingredients and to reduce
she vapor Dressure af the propellants.
1t is potertially toxic to the cardio-
vascular system. i.2., can sensitize the
nears $0 :prmephrine. At a sufficiently
large ~oncernzration, it is a potent an-
agtnecic agani. Deails agsociated with
aerosol decczgesians producsts intended
%0 e innaled and containing
tricnloroeciane have heen reported.
Mcest of she ieatls ~ssulted from abuse
or gross misuse of “he preparations.

() The Food and Drug Administra-
tion Sinds that shere is a lack of gen-
eral recogmizion ¥ qualified experts of
soe safety or effectiveness of
trchioroet=ane in aerosol drug prod-
uess intencad for inhalation either di-
reccly or indirectly. ARY aerosol drug
produc: cortaining -richloroethane and
lapeled. represented. or advertised [or
use Hy inzalation is a new drug and
subject o regulatory proceedings un-
less i< i3 ~me subject of 2 mew drug ap-
plication approved pursuant to section
505 of the Taderal Food, Drug, apd Cos-
metic ACT.

(¢) Clinical investigations designed
t0 obtaiz evidence that any aerosol
drag product containing
tricaloroechane and lapeled, rep-
resentaed, or advertised for use by inha-
lation 2i-ner directly or indirectly is
safe and 2:fective for the purposes in-
tended must comply with the require-
mants acd procedures governing ihe
ase of inwvestigational new drugs set
for-h in pars 312 of shis chapeer.

(d) Regulatory procsedings will Dde
initiazed with ~egard 0 any such drug
withiz :ha ‘urisdiction of the act which

§310.508

is not in accord with this regulation on
January 16. 1978.

142 TR 53387 Jec. 16. 1977. as amended at 33
FR 11573, Mar. 29. 1990]

ZFFECTIVE DATE NOTE: AL 32 TR 12084, Mar.
14. 1997. §310.507 wvas removed, 2ifective APpr.
14, 1997.

§310.508 Use of certain halogenated
salicylanilides as an inactive ingre-
dient in drug products.

(a) Halogenated
(tribromsalan (TBS, 345
tribromosalicylanilide), dibromsalan
(DBS, ¥, 5-dibromosalicylanilide).
metabromsalan (MBS. 3. 5~
dibromosaiicylanilide), and 3.3, 45—
:ecrachlo:csalicy‘.anilide (TC-3SA)
nave beer 1sed as active OT inactive in-
gredients in a aumbper of overtile-
counter (OTC) drug products. largely
aptibactarial soaps. for antimicrobial.
preservaiive, and other purpases. These
halogernated salicylanilides are potert
pnotosersitizers apd can cause dis-
abling skin disorders. In some in-
stances the phocosensinizacion may
persist or prolonged periods as a se-
vere reaction without fursher sxposure
to shese chemicals. Safer altermative
antimicrobial agents are available.

(b) These nalogenated salicylanilides
are not zenerally recoguized as 3afe
and 2ffective for use as active or inac-
tive ingredients in any drug products.
Therefore, any drug product contairing
such a nalogerated salicylanilide as an
ingrediert at any level for any purpese
is a new drug within the meaning of
section 201(p) of the Federal Food,
Drug. and Cosmetic Act for which an
approved new drug application pursu-
ant to secsion 505 of she act and pars
314 of shis chapter is required for mar-
keticg. o

(¢) Clinical investigations designed
to obtain avidence that any drug prod-
act containing a halogenatad
salicylanilide s an ingredient at any
level Jor any »urpose is safe and =zffec-
tive for the purpose intepded must
comply with the requirements and pro-
cedures governing the use of investiga-
tional new drugs 3et forth in parc 312 of
this chapeter.

(d) Any such drug product inizially
introduced into interstate commerce
after December L, 1975, that is 210t in

salicylanilides
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