§310.506

whom obesity is refractory <o other
measurss. or purroses of this regula-
tion. 3 mixture 9f iextroamphnetamine
and amphetamine is ordinarily re-
garded as a singie drug enticy.

(c) Tze Food and Drug Administra-
tion is not aware of data providing sub-
stantial evidence of the 2ffectiveness of
levamretamine and its saits and re-
gards these preparations as new drugs
requiring approved Iull new drug appli-
cations.

(d) In view of the well-documented
history of abuse of parenteral amphet-
amines, the severe risk of drug depend-
ence, and the availability of safer al-
ternative parenteral drugs which are
equally effective for recognized non-
anorectic indications, the Food and
Drug Administration regards paren-
teral amphetamines as lacking evi-
dence of safety.

(e) Ay combination drug containing
amphetamine or dexiroamphetamine is
regarded as a new drug requiring an ap-
proved full new drug application as a
condition for marketirg. Data in new
drug applications are required to fulfill
the criteria set {orth in §300.50 of this
Cchapter goverming fixed combination
prescription drugs for humaans.

() New drug applications have been
received rom persons marketing orally
administered single entity amphet-
amine or dextroamphetamine dosage
forms. Any other person who intends to
market suca drug is required to submit
to the Food and Drug Administration
an abbreviated application under
§314.55 of this chapter.

(g) The labeling conditions for single
entity oral dosage forms of amphet-
amine and dextroamphetamine and
their salts are as follows:

(1) The label shail dear the statement
“Caution: Federal law prohibits dis-
pensing without prescription’.

(2) The drug shall be labeled t0 com-
DPly with all requirements of the act
and regulations. The labeling shall
bear adequate informaczion for safe and
effective use of the drug. The indica-
tions for use are:

Narcolerpsy.

Minima, Srain dysfunczion in children {(hy-
perkinetic bdenavior disorders). as az iid co
general managemenct.

Managemen: of exogsnous obesity as
short-term :a few weeXs) 2djunct in a regi-
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men of weight reduction based on caloric re-
striction. ‘or patients in whom obesity is re-
iractory IO other measures.

’3) Compiete labeling gzuidelines are
available {rom the Food and Drug Ad-
ministracion.

(h) Regulatory proceedirgs will be
initiated with regard to any such drug
within che jurisdiction of the act which
is not in accord with this regulation.

{39 TR 116380, Mar. 29. 1974, as amended at 41
FR 10885. Mar. 15, 1976, 35 FR 11578, Mar. 29,
19901

ZFFECTIVE DATE NOTE: At 62 TR 12084, Mar.
14. 1997, 3310.304 was removed, effective Apr.
14, 1997,

§310.506 Use of vinyl chiloride as an
ingredient, including propeilant, of
aerosol drug products.

(a) Vinyl chloride has been used as a
propellant in aerosol drug prepara-
tions. Evidence indicates that vinyl
chioride inhalation can result in acute
toxicity manifested by dizziness, head-
ache, disorientation, and unconscious-
ness where inhaled at high concentra-
tions. Cardiac effects, bone changes,
and degenerative changes in the brain,
liver, and kidneys have been reported
in animals. Studies also demonstrate
carcinogenic effects in animals as a re-
sult of inhalation exposure to viny!l
chioride. Recently, vinyl chloride has
been linked to liver disease, including
liver cancer, in workers engaged in the
polymerization of viny! chloride.

(b) The Commissioner finds that
there is a lack of general recognition
by qualified experts of the safety or ef-
fectiveness of aercsol drug prepara-
tions containing viny! chloride as an
ingredient. including propellant.
Therefore, any such produc: containing
vinyl chloride is a new drug and a new
drug application approved under sec-
tion 505 of the Federal Food, Drug, and
Cosmetic Act is required for market-
ing.

(c; Clinical investigations designed
to obtain evidence that any aerosol
drug preparation containing vinyl chlo-
ride as an ingredient, including propel-
lant. is safe and effective for the pur-
pose intended, must comply with he
requirements and procedures governing
the use of investigational new drugs
set forth in par: 312 of this chapter.

r ?ood and Drug Administration, HH.

- (d) Any such drug within the ‘uri.
tion of the act which is not iz ac
with chis regulation is subjec: <o r
latory action.
TR 30830. Aug. 26. 1974, as amenzad

FR 11578. Mar. 29. 1990]

EFFECTTE DATE NOTEZ: At 62 TR 12084,
14, 1997. §310.506 was removed, effec::ve
14, 1997.

$310.507 Aerosol
human use
trichlorcethane.

(a) Trichloroethane has been use
aerosol drug products as a solven:
the active ingredients and to rec
the vapor pressure of the propeila
It is potentially toxic to the car
vascular system, i.e., can sensitize
heart to 2pinephrine. At a sufficie
large concentration, it is a poten:
esthetic agent. Deaths associated -
aerosol decongestant products irter
to be inhaled " “"and cortai:
trichloroethane have been repor
Most of the deaths resulted from at
or gross misuse of the preparaciorns.

(b) The Food and Drug Admiris
tion finds that there is a lack of .
eral recognition by qualified exper:
the salety or effectiveness
trichloroethane in aerosol drug p
ucts intended for inhalation sither
rectly or indirectly. Any aerosol ¢
producst containing trichloroethane
labeled, represented. or advertised
use by innalation is a new drug
subject o regulatory proceedings
less it is the subject of a new drug
plication approved pursuant to sec:
505 of the Federal Food. Drug, and
metic Act.

(¢) Clinical investigations desig
to obtain evidence that any aerc
drug product contaic
trichloroethane and labeled,
resented. or advertised for use by ir
lation either directly or indirecc!:
safe and =ffective for the purposes
tended must comply with the requ
ments and procedures governing
use of investigational new drugs
forth in part 312 of this chapter.

(d) Regulatory proceedings will
initiated with regard to any suck &
within the jurisdiction of the act wt

drug products
containing 1




