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ce-

men of weignt reduction hased
stricsion. or patients in wpom S0esity 'S
fractory o other measurss.

(3) Complece labeling Zuidelines are
available rom e Tood and Drug Ad-
ministracion.

(h) Regulacory nroceedicgs will Ye
initiated with regard %0 DY such :irug
within she iurisdiction of the act woica
is not in accord with chis ~eguiacion.
1974, as amended aC 4l

(39 FR 11680, Mar. 9.
11578, Mar. 3.

FR 10885, Mar. 15. 1976; 35 FF
1960)

EFFECTIVE DATE NOTE: AT 52 FR 12084, Mar.
14, 1997, §310.304 was removed., 2ifective ADL.
14. 1997,

§310.308 Use of vinyl chloride as an
ingredient, including oropeilant, of
aerosol drug producs.

(a) Vinyl chloride has deen 1sed 33 3
propetlant in aerosol drug prepara-
tions. Zvidence indicates shat vinyl
chloride inhalation can -esult in acucte
roxicity manifesced dY dizzivess, Qead-
ache, disorientation. and 2neonscious-
pess where inhaled at nigh concentra-
tions. Cardiac effects. bone changes.
and degenerative changes in the brain.
liver. and Xidneys have heen reported
in apimals. Studies also demonstrate
carcinogenic 2ifects in animals as a re-
sult of inhalation exposur2 o vinyl
chloride. Recently, vinyl chioride has
been linked to liver disease. including
liver cancer. in workers engaged in ihe
polymerization of vinyl cpioride.

(b) The Commissioner finds that
there is a lack of gemeral recognition
by qualified experts of zhe safety or 2f-
fectiveness of aerosol drag prepara-
tions containing vinyl chloride as an
ingredient, inciuding propeilant.
Therefore, any such producs containing
vinyl chloride is & new drug and a new
drug application approved under sec-
tion 305 of the Federal Food. Drug, and
Cosmectic Act is required for market-

(¢) Clinical investigacions designed
to obtain evidence that any aerosol
dr:g preparation containing vinyl calo-
ride 1s an ingredient, incinding propel-
lanc. is safe and effective for she pur-
pose intendsd, must comply with ibe
requirements and procedures governing
the 1se of investigational new drugs
set forth in part 312 of this chapter.
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(d) Any such drug #ithin the ‘ursdic-
cion of the act which is aot in accord
with this reguiaction is subject 0 -egu-
latory zcsion.

(39 TR 20830, iug. 26, 1974. as amended it 3
TR 11578, Mar. 29. 1990]

TFeTCTTVE DaTE NOTE: At 52 FR (2084, Mar.
14, 1997. §310.3068 was removed. 2ifeciive AprL.
14, 1997.

$310.507 Aerosol
human use
trichloroethane.

(a) Trichloroethane has deen 1sed o
aerosol drug products as a solvent lor
the active ingredients and 3o teduce
the 7apor pressurs of she propeilants.
It is gocenciaily toxic to she cardio-
gascular system. i.e., can sensicize tke
hears 10 2pinepnrine. At a suificiently
large concentration, it is a potent an-
esthetic agent. Deaths associated with
aerasol decongestant preducts intended
to be innalied and contaizning
triczloroechane have been reported.
Moest of she deachs resulted from abuse
or zross misuse of She preparations.

(b) The ¥Food and Drug Adminisira-
sion finds thac shere is a lack of zez-
eral reccgnizion by qualified axperts of
the safety or effectiveness of
trickhloroethare in aerosol drug prod-
ucts intended ‘or inhalation zither di-
rectly or indirectly. Any aerosol drag
product consaining srichloroetnane and
laceied. represented, or adversised for
use by inkalation is a new drug and
subject to regulatory proceedings un-
less it is she subject of a new drug ap-
plication approved purswant 30 3eCTion
305 of the Tederal Food, Drug, and Cos-
metic AcsT.

(¢y Clinical investigations desigze
to obtain evidence that any aeroscl
drug oroduct containing
trichloroethane and laveied, rep-
l‘es;nced. or advertised for use by inha-
18-:}01: aither direcsly or indirecsly is
sale and 2ffeccive for she purposes in-
tended musc compiy with she require-
ments and procedures governing the
Qse or ipvestigational new drugs set
forzh in gars 312 of this chapter.

(d) Reguiatory proceedizgs will 2e
mli_‘ii_l-?-ed with regard o iny such drug
¥ilRia :the jurisdiction of b2 act whick

drug products for
containing  1,1.1-

§310.808

is not ‘n accerd wich this reguiation on
Japuary 16, 1978.

r42 TR 33287, Jec. 16. :977. 18 aimended 2C 33
TR 11578, Mar. 9. 1990}

EFFECTIVE DaTT NOTE: At 32 TR 12084, Mar.
14, 1997, j310.307 was cermoved, =2ffective Apr.
14, 1997.

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

(a) Hailcgenated salicylanilides
(tribromsalan (T3S, 3.4.5~
sribromosalicylanilide). dibromsalan
(DBS. 47, 3-iipromosaiicylanilide),
metabromsalan (MBS, 3. 5-
dipremosalicylarnilide), arnd 3.2, +.3-
secrachlorosalicylanilide (TC-34A))
have Seen used as active or inacdive in-
gredients in a aumber of over-ihe-
countaer (OTC) drug products, .argely
antibaczerial soaps. ‘or ancimicrobial.
preservative, and otoer Zurgoses. These
nalogernated salicylanilides are zotent
photcsensitizers and zan cause dis-
abling skin disorders. In some in-
stances the photosensitizacion may
persist for prolonged periods as 3 se-
vers ~2action withous further sxposure
tc these chnemicals. Safer alternative
ansimicrooial agents are available.

(b) These n1aiogenaled saiicylanilides
are not Zenerally recognized as 3af2
and zifective for use as active or inac-
tive ingredients iz any drug sroducts.
Therefore. any drug producs cortaining
such a haiogenated salicylanilide as an
ingrediznt a¢ any level lor any purpose
is a nmew drug within the meazning of
section 201(p) of the Federal Food.
Drug, and Cosmetic AcS for which an
appreved 1ew drug applicacion pursu-
ant o section 305 of che act and pars
314 of shis chapter is required f{or mar-
kecing. oL

(¢) Clinical inveszigations designed
to obtain avidence shat any drug prod-
act contaizing a halogenated
salicrlanilide as an ingredient at any
level for apy jurpose is safe and a2ffec-
tive for the purcose inrernded must
comply ‘aith the requirements and pro-
cedures governing the 1se Of investiga-
tional new drugs sect forilk in part 312 of
this ckapetar.

(@) Apy suckz drug product initially
intreduced into interstate commerce
after December 1. 1973, that is 20T in
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