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no reason. for deleting a geriers) refer-
ence to the poison control center in the
warning as an alternative source of as-
sistance, .

4. One comment, was received from an

h}dmdual consumer asking if lay indi-

W what constitutes an
“aceidental overdose.” .
.The Commissioner believes that most
individuals using OTC drugs will be able
to determine what constitutes an “ac~

Wwill also be inecluded. The consumer will
therefore be able to determine what eon-~
stitutes. an accidental overdose. The
Commissioner concludes that there is no
heed for changing the wording,

5. Several comments objected to the
broposed revocation

revocation of §330.14) _was pro-
th

quire that the labeling of OTC: drugs
include separate

action Precautions,” Using this ap-

or class of
much more effective, = . g

6. With respect, to drug interactions,
one comment stateq that, although the
breamble to the final antacid monograph
bublished in the FEDERAL

antacid monograph,

Antacids containing charcoal or kaolin
as ingredients have been determined by
Comnr;issioner to

the manufacturer or distributor of such
products undertakes.
prove eﬂ’ectiveness;
claims to be antacid,
antacid effectiveness

the broduct, if it
meets the in vitro
standard in the

antacid monograph and the label con-

FEDERAL REGISTER, vor, 40, No. SOQ—THURSDAY, MARCH:

section headed “Dryg O

adequate testing to
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taing the specified drug interaction pre-
caution,
Therefore, bursuant to
the Federal Food, Drug ang Cosmetic Act
(secs. 201, 502, 505, 701, 52 Stat, 1040-1042
as amended, 1055-105¢
Stat. 919 ang 72 Stat. 94g; X
352, 355, 371) ; the Administrative Proce~
dure Act (secs. 4, 5, 10, 60 Stat. 238 ang
243 as amended; 5 U.S.C. .553, 554, 702,
703, 704) ang under authority delegated
to the Commissioner (21 CFR 2.210), 21
330 is amendeq in §330.1 by
revising baragraph (g) and by revoking
and reserving baragraph (i) as follows:

§ 330.1 General conditions for general

recognition ag safe, effective, and
not mishranded,
* *® L

) . -
(g) The labeling for an drugs containg
the general warning: “Keep this and all
drugs out of the reach of children. ” The
labeling of drugs used for oral adminijs-
tration shan also state: “In case of ac-
cidental overdose, seek

brovisions of

ishers
. *

(i) [Reserved]
» * » *

- .
(The: Federal Foouq, Drug, and Cosmetic act
8ecs. 201, 502, 505, 701, 52 Stat. 1040-1042 a5
amended, 1055-1056 as amended by 70 Stat.

Lane, Rockville, MD 20853,

£ ] L ] ®

4, 5, 10, 60 Stat, 238
(5 Us.c. 653, 554, 703, 703, 704))

Effective date. This order shall be ef-
fective March 13, 1975. R

Dated: March 5, 1975,

A. M. Scrmrpr,
Commissioner of Food and Drugs,

IFR. Doc.75-6559 Filed 3-12-75;8:45 am]

PART 331—aNTACID
OVER-THE-COUNTER
USE

PRODUCTS FOR
(0TC) ~ HUMAN

PART 332-—ANTIFLATULENT PRODUCTS
FOR OVER-THE-COUNTER (0TC) Hu-
MAN USE

Amendments to Monographs for oTC
Antacid and Antiflatulent Products

In the Feprrar, REGISTER of June 4,1974
(39 FR 19862) the Commissioner of Food
and Drugs bromulgated a final order for
Antacid ang Antiflatulent oTC
Pproduets generally recognized as safe and
effective misbranded. Section
the labeling indications for
antacid products, included “The labeling,
of the product, Tepresents or suggests. the

broduct as an

“antaecid” to alleviate the
following Symptoms: "Heartbum,” “sour
stomach,” and/or “gcid indigestion.”
¢ the labeling indi-
cations for antiflatulent products in-

suggests the broduct. as an
“antiflatulent” and/or- “to alleviate or
relieve the Symptoms of gas.”

The Commissioney

"repl.'esents or suggests’™ i

“heartburn,” “sour stomach,”
“acid indigest‘ion,” and “antacig lack.
meaning to the consumer and were too.

the final regulation
FEDERAL REecIsTeR of June 4, 1974 (39 FR.
19862), )

In order to make this point clearer,
the Commissioner has coneluded. that
§§331.30(a) ang 332.30(a) should be
amended to state that. the
the product shall “identify”
with: only the specified terms. This fully
reflects the intent and purpose of the
Tegulation, ag breviously bublished,

however, the broducts must. be. identified
using the specified terms Permitted by
the regulation,

Because this notiee in no way changes
the regulation, but only confirms and
clarifies its meaning as ‘Drevicusly set
forth, the Commissioner concludes that
hotice, public bProcedure, and delayed ef-
fective date are unnecessary and con-
trary to the bublic interest,

Therefore, pursuant to brovisions of
the Federal Food, Drug, ang Cosmetie
Act ¢secs. 201, 502, 505, 701, 53 Stat,
1040-1042 ~ ag amended, 1055-1056 ag
amended by 70 Stat. 919 and 72 Stat,
948; 21.ws.C 321, 352, 355, 371, the
Administrative. Procedure Act (secs, 4,

13, 1975 . -



5. 10, 60 Stat. 238 and 243 as amended:
5 U.S.C. 553, 554, 702, 703, 704) and under
authority delegated to the Commissioner
(21 CFR 2.120), 21 CFR Parts 331 and
332 are amended as follows:

1. In Part 331 by revising § 331.30(a)
to read as follows:

§ 331.3¢0 Labeling of antacid produacts.

(a) Indications. The labeling of the
pbroduct shall identify the product as an
“antacid” to alleviate the following
Symptoms: “heartburn,” “sour stomach,”
and/or “acid indigestion.” v

* R = ) *

2. In Part 332 by revising § 332.20(a)
to read as follows:

§332.30 Labeling of antiflatulent prod-
ucts. '

(a) Indications. The labeling of the
product shall identify the product as an

“antiflatulent” and/or “to alleviate or
relieve the symptoms of gas.”
* % *® * x

{The Federal Food, Drug, and Cosmetic Act
secs. 201, 502, 505, 701, 52 Stat. 1040-1042 as
amended, 1055-1056 as amended by 70 Stat.
819 and 72 Stat. 948; 21 US.C. 321, 352, 355,
871; the Administrative Procedure Act secs.
4, 5, 10, 60 Stat. 238 and 243 as amended (5
U.8.C. 553, 554, 702, 703, 704) )

Eflective date. This order shall become
effective April 14, 1975,

Dated: March 5, 1975,

A. M. ScrmIpT, -
Commissioner of Food and Drygs,

[FR Doc.75-6560 Filed 3-12-75;8:45 am]

SUBCHAPTER F—BIOLORICS

PART 630—ADDITIONAL STANDARDS
- FOR VIRAL VACCINE

Measles Virus Vaccine, Live, Attenuated
and Rubella Virus Vaccine, Live; Dele-
tion of Canine Renal Tissue Cultures
The Food and Drug Administration is

conducting a review of the existing reg-

ulations governing biological products to
assure that the criteria of safety, purity,
and potency established- by such regula-
tions are updated to remain consistent
with the judgment of the scientific com-
munity. Incidental to the subject review,
the Commissioner of Food and Drugs
finds that the regulations governing
" Measles Virus Vaccine, Live, Attenuated
(21 CFR 630.30 through 630.37) and Ru-
. bella Virus Vaccine, Live (21 CFR, 630.60
through: 630.67) should be amended to
.delete reference to canine renal tissue
cultures. This order Is  effective

March 13, 1975,

The procedures for the bropagation of
measles and rubella vaccines in. canine
renal tissue cultures were added to the
additional standards for these products
n response to license applications sub-
mitted in 1963 and 1969. These revisions

- .to the standards for Measles Virus Vac-
_¢cine, Live, Attenuated and Rubella Virus

Vaccine, Live were published in the Fep-

" “ERAL REGISTER of October 22, 1963 (28 FR
11268) and June 7, 1969 (34 FR 9072),

~

FEDERAL

- manufacture

RULES AND REGULATIONS

respectively, codified in 42 CFR Part 73,
transferred to 21 CFR Part 273 by pub-
lication in the Peperar, REcIsTER Of AU-
gust 9, 1972 (37 FR 15993y, and subse-
quently recodified as 21 CFR Part 630 by
bublication in the Feperar REGIsTER Of
November 20, 1973 (38 FR 32048).

In 1973 the subject licenses for the
manufacture of these vacecines from vi-
ruses propagated in canine renal cell
cultures were revoked in response to no-
tices from the manufacturer, given pur-
suant to 21 CFR 6014, indicating its
intention to discontinue manufacture of
the products. Since the subject vaccines
brepared from viruses pbropagated in
canine renal ceil cultures are no longer
being manufactured, nor are there in-
dications that they will be manufactured
in the foreseeable future, there is no
need for maintaining requirements con-
cerning canine renal cell cultures in the
aforementioned regulations. Accordingly,
the Commissioner concludes that the
standards governing the manufacture of
Measles Virus Vaccine, Live, Attenuated
and Rubella Virus Vacceine, Live, should
be amended by deleting reference to ca-
nine renal cell cultures:

Therefore, pursuant to provisions of
the Public Health Service Act (sec. 351,
58 Stat. 702, as amended: 42 U.S.C. 262),
and under authority delegated to the
Commissioner (21 CFR 2.120), Part 630
is amended as follows:

1. In §630.30 by revising baragraphs
(M) and () (4) to read as follows:

§ 630.30 Measles virus
. tenusated.
® ® & * *

(b) Criteria for acceptable strains of
aiienuated measles virus. Strains of at-
tenuated measles virus used in the man-
ufacture of vaccine shall be identified by
(1) historical records, including origin
and manipulation during attenuation
and (2) antigenic specificity as measles
virus as demonstrated by tissue culture
neutralization tests. Strains used for the
of Measles Virus Vaccine,
Live, Attenuated, shall have been shown
to be safe and pofent in man by field
studies with €xperimental vaccines. The
vaccine shall
safe and potent in at least 10,000 suscep~
tible persons. Susceptibility shai] be
shown by the absence of neutralizing or
other antibodies against measles virus,
or by other appropriate methods. Seed
virus used for vaccine manufacture shall
be free of all demonstrable extraneous
viable microbial agents except for un-

vaceine, live, at-

-avoidable bacteriophage,
o '

¢y * .

4) Need for additional neurovirulence
safety testing. A neurovirulence safety
test as preseribed in this baragraph shall
be performed on vaccine from five con-
secutive lots whenever g new production
seed lot is introduced or whenever the
source of cell culture substrate must be
reestablished and recertified as pre-
scribed in § 630.32 (a) -and (b) of this
Part.

2. In §630.32 by revising paragraph
(a) and deleting and reserving para-
graph (c) as follows:
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§630.32 Manufacture of live, attenu- -
ated, measles virus vaccine.

(ay Virus cultures. Virus shall be prop-
agated in chick embryo tissue cultures.

* * * * -

(¢) [Reservedl

#* * - * * L
§630.35 [Amended]
3. In §630.35 Test Jor safety by de-

leting and reserving paragraph (b),

4.1In § 630.60 by revising paragraph (e)
€3) to read as follows:

§630.60 Rubella viras vaceine, live,
* * - * z *
'(e) * & 3 °

(3) Need for additional neurovirulence
safely lesting. A neurovirulence safety
test as prescribed in this paragraph shall
be performed on vaccine from five con- -
secutive lots whenever a new production
seed lot is introduced or whenever the
source of cell culture substrate must be
reestablished and recertified as pre-
" scribed in § 630.62 (a), () and (d) of -
this Part. : ’

5. In §630.62 by revising bparagraph
(a) and deleting and reserving para-
graph (¢}, as follows:

§ 630.62 Production,

(@) Virus cultures. Rubella virus shall
be propagateq In duck embryo cell cul-
tures or rabbit renal cell cultures,

P * * * .
(¢) [Reserved]

® ® % *® ‘,
§ 630.65 [Amended]

6. In §630.65 Test for sajety by de-
leting and reserving paragraph (b).
Pursuant to the Administrative Pro-
cedure Act (5 U.S.C. 553(b) and (d)) , the
Commissioner concludes that notice,
bublic procedure and delayed effective
date are unnecessary for the promulga-
tion of this order inasmuch as it does not
impose a duty or burden on any person,
but rather updates the regulations to de-
- lete requirements for licenses no longer
in effect, .

Efective date. This order shall be ef-
fective March 13,1975,

(Sec. 3851, 58 Stat, 702, as amended; 42 US.C,
262.)

Dated: March 17,1975,

Sam D. FixeE, -
Associate Commissioner for
’ Compliance,

[FR Doc.75-6564 Piled 3-12-75;8:45 am]

Title 27-=Alcohol, Tobaceo Products and
Firearms

CHAPTER |—BUREAU OF ALCOHOL, TO-
BACCO AND FIREARMS, DEPARTMENT
OF THE TREASURY

[T.D. ATF-15]

PART 6—INDUCEMENTS FURNISHED
’ TO RETAILERS

Signs and Advertising Specialties Fur-
nished to Retailers; Amended Limitations

The purpose of these amendments to
27 CFR Part 6, Inducements Furnished

13, 1975



