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men of weight -aduction oased I2 caloric o=
sgriction. for patients in whom apesity s IS
fractory to other measures.

(3) Complece labeling zuideiines are
available from the Food and Drug Ad-
ministration. .

(h) Regulatory proceedings w;ill he
initiated witk regard 30 any suca drug
within the jurisdiction of the act which
is not in accord with this regmiation.

(39 FR l1680. Var. 29, 1974, a3 amended at i1
FR 10885, Mar. 15, 1976; 33 FR 11578, Mar. 29,
1990}

EFFECTIVE DATE Nore: At 62 FR 12084, Mar.
14. 1997, §310.504 ~as removed. affective ADI.
14, 1997.

§310.508 Use of vinyl chloride as an
in jent, including oropeilant, of
aerusol drug products.

(a) Vinyl chloride has yween used 38 2
propellant in aerosol drug prepara-
tions. Evidence indicates that vinyl
chloride inhalacion can sesult in acute
soxicity manifested B¥ dizziness, nead-
ache, disorientation. and anconsciou
ness where inhaled at high concentra-
tions. Cardiac effects, bone changes.
and degenemt.ive changes in the brain.
liver, and widneys have been reported
in animals. Sgudies also demonstrate
carcinogenic affects In animals as a re-
sult of inhalation exposure U0 7inyl
chioride. Recently. vinyl chloride has
peen linked tO liver disease. including
1iver cancer. in workers engaged in the
polymerizanion of vinyl chioride.

(b) The Comimnissioner finds that
there is a lack of general recognition
by qualified expersts of the safety or 2f-
fectiveness of aerosol drug prepara-
tions containing vinyl chioride as an
ingredient. including propeilant.
Therefors, any such product containing
vinyl chloride is a new drug and a new
drug application approved under sec-
tion 305 of the wederal Food. Drug, and
Cosmetic AcT is required for market-

(<) Clinical investigations designed
to obtain avidence that any aerosol
drag preparatiod containing vinyl chlo-
ride as an ingredient. including propel-

lant, is 3afe and effective for the pur-
pose intended. mMust comply «ith the
requirements and procedures governing
the use of ‘.nvesr.iga.r.iona.l new drugs

set forth in part 312 of this chapter.

Food and Drug Adminisiration, HHS
(d) Any suck drug within the ‘urisdic-
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(¢) Clinical investigations d
to obtain evidence that

trichloroethane
l‘e."-gnced, ar advertised for 1se by inha-
lation sither directly or indirectly i3
safe ard aifective for the purposes
tended must comply with zhe require-
ments and procedures governin
use of investigational new drugs
forth in parc 312 of this chapter.

\a) tory proceedizgs will de
{nitiatad with regard S0 3ny S

within :he ‘urisdiction of te act whica

§310.508

is not in accerd 'vith shis regulacion on
January 16. 1978.

(42 TR 83387. Sec. 16, 1977, as amended 2t 25
FR 11573, Mar. 29. 19901

FFECTIVE DATE NOTE! AL 52 TR 12084, Mar.
14. 1997, 3310.507 ¥as -amoved. 2ffective APDT.
14, 1997,

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

(a) Haicgenated salicylanilides
(tribromsalan (T3S, 3.4.5
tribromosalicyla.nilide). dibromsalazn
(oBS., ¢, S-iibromosa.licyla.nmde\..

metabromsalan (MBS. 3. 53—
dibro mosalicylanilide). and 3.3, %.5-
vecrachlc rosalicylanilide (TC3AW)

nave been used as active or inacoive in-
gredients in a3 aumber of over-sie-
counter (OTC) drug products, targely
antibactarial soaps. for antimicrobial.
preservative, and other purposes. Trese
nalogsnated salicylanilides are potent
phor.osensitizexs and can <ause dis-
abling 3kin disorders. In some in-
stances the phocosensitiza:‘.on may
persist for prolonged periods as 3 3e-
vere reaction withous further axposure
te these cnemicals. Safer alternative
antimicrobial agents are available.

(b) These nalogenatad saiicylanilides
are not generally recognized as 3alz
and sffective for use as acrnive Or inac-
sive ingredients in any drug producis.
Therefore, any 4rug product contaizing
such a nalogenated salicylanilide as an
ingredient at any level for any purcsose
is a mew drug within the meaning of
section 20U of the Federal Tood,
Drug. and Cosmetic Act for whick an
approved 1ew drug application pursu-
ant to section 505 of the acg and Pars
314 of shis chapter is required for mar-
keting. e

(¢) Clinical {nvestigations desigzed
to obtain avidence chat any drug orod-
uct containing a halogenated
salicylanilide as an ingredient at Ay
level for any purpose ig safe aod 2ff2c-
tive for the purpose intended must
comply with She requirements apd pro-
cedures governing she 1se of ipvestiga-
tional new drugs set forth in pars 312 of
this chapter.

(d) Apy such drag product ipizially
introduced into incarscate CcOrmTersce
after December 1, 1975, that is 20T in
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310.509 Parentera] drug u i
s tie containery, products in Plas.
(&) Any Parentera] drug Product Packageq
in a plastic immediate Container g not gan.
erally TeCognized a5 safe ang effective, is a
new drug within the Meaning of Sectiop
201(p) of the Federa] Food, Drug, and Cog.
metic Act, and Tequires an approved Dew
€ applicatign as a condition for market-
igationa; New Drug Applica.
this chaptep is
required for clinjea] invesm’gacions designeq
to obtain evidence of safety ang effective.
ess.

compliance with thig section is Subject
to regulatory action.

[40 FR 50530, Oct. 30. 1975
FR 11578, Mar. 28, 1990)

EFFECTIVE DATE NotE: AL 62 FR 12084, Mar.
14, 1997, §310.508 Was removed, effective Apr.
97,

+ 85 amended at 35

$310.509 Parenteraj drug Products jn
plastic Containersg,

(a) Any Parentera] drug broduct

ing. An “Investigacional New Drug 4
Dlication’ Set forth in bart 312 of this
chapter jg Tequired for olin;

tigations designed to obtajn evidence
of safety anqd effecciveness.

ingly the Commissioner of Food and Dm

concludes tha; Teports of 5 fuil investigatjon
of the compazibiliny of the immediage con-
tainer of certain large volume darentera}

£S thag mnay be
AS used ip this Section, the term  added regularly o the Parentera) delive
“large volume arenteral dru brod- system is aecessgry under Section 305(k) of
uctf'g means a pterminally Stirilized the ace 1o denermx{xe whether there i ground
aqueous dry i

for requiring revision of the labe)j

I vide for safer use of the large volume }aren-
smgle‘dose. Container with 4 Capacit, eral g products o 8round for witpgpg .
of 100 milliliters OT more apg intended ing approvay, under sectigp 505(e) of the act,
0 be administereq Or used ingprq-

venously in human,

(¢) Until the resulss of compacibility
Studies are evaluated, g la.
DParentera)

of any of the approved pew € applicatiang
for the Products. Ag used in this Section, the
term “large volume Parenters) £ prod-
i Sterilizeq aqueous
2 singie-dgse con-
tainer wigh 2 capacity of 100 Millilizars or

inistereq or

(¢) Each holder of a0 approved new drug
application (NDA) for a large voiume Paren-
tera] drug Producs for incra.venous use in hy-
mans thag jg Packaged jn a plastje container
shall Submit the followin to the Food ang
Drug Adminiscra.cion: :

if additive (1) The protocpl that the NDA hoider pro-

contains g warnin,

L a Statement that additives may
be incompatible.

Statement that,

DPoses o follow jn conduetin compatibjjit,

2I8 Introdyceg mto_ the paren. studies for jg large volume garentzral drug

tera] System, aseptic techniques should product and gaey additive € listed jp

used apqg € solution should be Paragrapn (g) of this Section, on op before

:homughly d. April 16. 1979, ’
) A Btatemeny that g Solution cop- @

¥ 20 2dditive dru
: _m 3ection doeg ROt apply 5 4
balogicay Product licenseq Under the
)nnce Act of July 1,

A statys Teport of the ongoing Studies 9 -
months after the applicant hag received writ.

en acceptance of the Protocoi} from the Food
and Dryg Admim‘szranion.

(3) The fina) FEPOrt at the
the compatibilicy studies wighj
£ Oowing acceptance of the
Food ang Drug Adminiscra.cion.

(a) Reports of companibilicy studi

£ shoulqd not be

es with
. éach of the tollowmg drugs sha); be submijt-
Nory; At @2 FR »Mar,  geq under paragraph (¢) of thjs section for
effectiy ADPr.  each large volume Parentera] € Producy
f the user, the for intravenoys use in humay that jg
follg Packaged ip 5 plastic immediate contajner

e

- e et

food and Drug Administration, HHS

unless @ waiver is granted under paragraph

(e) of this section for a specific drug produce:

I Aminophylline
: zzphocericm

1cillin
g:fgium gluconate

s Carbenicillin
CephalOSpoms
B Chloramgphenicol

Caloramphenicol sodium succinate
Clindamycin phpsphace
Cyclopnosphamide

Crtarabine )

Diphenhydrg.mme

Erytkromicins

Fluorouracil

Gentamicin
g;g?;;grtisone sodium succinate
Insulin
Isoproterenol
Kanamycin
Levarterenol
Lidocaine
Lincomycin
Magmestum sulfate
Meraraminol
Methicillin
Metnotrexate
Methyldopa
Oxacillir
Oxytocin
Penicillin G
Potassium chloride
Sodium bicarbonate
Sodium chloride
yelines ) )
'\r’?:c:.icfni ‘?single»zn:ity and multiple vita-
min products)

issi f
<€ required submission of a report o-
a (c?m?;:ibility study of a largg volu.mie pazfd
enteral drug producg pacbgaged in plast % )a. e
any additive drug listed in paragraph ( )
:h-i's s2ciion may be wajved upon a shqwmg
that the report is unnecessary' or techmqui_
are 103v available for conducting a comgfaul
bility study that would. produce rpea.m:mic-
data. & Tequest for a waiver s?.a.Ilv oe SL'!l‘ iy
ted o, the Director of the vaisxo? o C:;‘_
gical-Dental Drug Products (_HFD—-SO),F o
ter for Drug Bvaluacion and Research, noof
and Druag Administration. Departmen

* Health and Human Services, 5600 Fishers

ville, MD 20857, .
La(.ge.Uizflk‘tg;eresults of the compa.t:iblligj-r
Studies are evaluated. a large volume eargu-
teral drug product for ingra.venous use in o
Mmans that is packaged in a pl_a.smc ll.g'};nis
diate container on or after :}pnl 16, : s
Misbranded unless its labelmg. cogc?xns 2
warning that includes the following inform
Cl?ln). A statement that additives may be in-

mpatible. o
co(rz“)p: lscanemenc that, if additive drug:s:x:
introduced into the parenteral system.
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