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CHAPTER 21
FOOD AND DRUGS
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~amendments became effective November 13, 1979 as R.1979 d.454.
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1980 as R.1980 d.403. See: 12 N.J.R. 181(d), 12 N.J.R. 579(d).
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See: 14 N.J.R. 1029(a), 14 N.J.R. 1456(a).

1983 Revisions: Amendments became effective February 22, 1983 as
R.1983 d.41. See: 14 NJ.R. 1190(a), 15 NJ.R. 244(b). Further
amendments became effective April 18, 1983 as R.1983 d.115. See: 14
N.J.R. 1265(a), 15 N.J.R. 623(a). Subchapter 12 became effective
April 18, 1983 (operative June 1, 1983) as R.1983 d.115. See: 14
N.J.R. 1265(a), 15 N.J.R. 623(a), 15 N.J.R. 809(a). Subchapter 9 was
readopted pursuant to Executive Order 66(1978) effective August 8,
1983 as R.1983 d.345. See: 15 N.J.R. 609(a), 15 N.J.R. 1475(a).
Amendments became effective October 17, 1983 as R.1983 d.456. See:
15 N.J.R. 1317(a), 15 N.J.R. 1762(b).

1984 Revisions: Section 2.40 was amended (originally adopted as an
emergency rule R.1984 d.60 effective February 22, 1984) effective April
23, 1984 as R.1984 d.171. See: 16 N.J.R. 436(a), 16 N.J.R. 1089(a).
Subchapter 13 became effective June 18, 1984 as R.1984 d.246. See:
15 N.J.R. 1318(a), 16 N.J.R. 1499(a). Subchapter 7 expired September
6, 1984 and a new rule was adopted pursuant to Executive Order
66(1978) effective November 18, 1985 as R.1985 d.591. See: 17 N.J.R.
1986(b), 17 N.J.R. 2756(b).

1985 Revisions: Amendments became effective February 19, 1985 as
R.1985 d.42. See: 16 N.J.R. 2897(a), 17 N.J.R. 449(a). Subchapter 6,
Production, Distribution and Sale of Certified Milk, Cream and Skim
Milk expired on September 18, 1985. Subchapter 7 was adopted as a
new rule pursuant to Executive Order 66(1978) effective November 18,
1985 as R.1985 d.591. See: 17 N.J.R. 1986(b), 17 N.J.R. 2756(b).
Subchapter 10 expired December 10, 1985 pursuant to Executive Order
66(1978).

1986 Revisions: Subchapter 10 became effective April 7, 1986
(adopted as a new rule) as R. 1986 d.96. See: 18 N.J.R. 59(b), 18
N.J.R. 660(a).

1987 Revisions: Subchapter 4 became effective May 18, 1987
(Adopted as a new rule. The subchapter had expired July 21, 1983
pursuant to Executive Order 66(1978).) with amendments to sections 5,
26, 31 and 32 as R.1987 d.227. See: 18 N.J.R. 2363(a), 19 N.J.R.
873(a).

1990 Revisions: Pursuant to Executive Order No. 66(1978), Chapter
21 was readopted as R.1990 d.563, effective November 19, 1990. See:
22 NJ.R. 2465(a), 22 N.J.R. 3559(a). As part of the readoption,
Subchapter 1, Food, Drug, Cosmetic, and Device Labeling was adopted
as new rules, replacing former Subchapter 1, Names; Labels, which
expired on May 15, 1985; Subchapter 5, Manufacturing, Storage,
Distribution, and Handling of Bottled Water, was adopted as new rules;
and Subchapter 12, Manufacturing, Storage, Distribution and Handling
of Nonalcoholic Beverages and Bottled Water, was repealed.
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1992 Revisions: Subchapter 3A, Registration of Wholesale Distribu-
tors of Prescription Drugs, was adopted as new rules by R.1992 d.354,
effective September 8, 1992. See: 24 N.J.R. 2410(b), 24 N.JR.
3100(a).

Pursuant to Executive Order No. 66(1978), Chapter 21 was readopt-
ed as R.1995 d.588, effective October 23, 1995. See: Source and
Effective Date. See, also, section annotations.
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SUBCHAPTER 1. FOOD, DRUG, COSMETIC, AND
DEVICE LABELING

8:21-1.1 Definitions

The following words and terms shall have the following
meanings, when used in this subchapter:

“Consumer” means an individual who secures a cosmetic
for his or her self application and has not received any
special training or experience in its use.

“Cosmetic” means “cosmetic” as defined in N.J.S.A.

24:1-1h.
“Label” means “label” as defined in N.J.S.A. 24:1-1j.

“Labeling” means “labeling” as defined in N.J.S.A.
24:1-1k.

“Person” means an individual or firm, partnership, com-
pany, corporation, trustee, association, or any public or
private entity.

“Professional” means an individual qualified through spe-
cial training and experience and licensed by the State to
perform beauty culture services.

“Professional use only” means for use only by a profes-
sional, or words of similar import.

“Retail” means sale or distribution directly to the con-
sumer.
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“Retail establishment” means any place used in the pro-
duction, preparation, processing, manufacture, packing, stor-
age, or handling of cosmetics for sale or distribution directly
to the consumer.

“Wholesale establishment” means any place used in the
production, preparation, processing, manufacture, packing,
storage, or handling of cosmetics for sale or distribution to a
person other than the consumer.

8:21-1.2 General labeling requirements

The general labeling requirements of 21 CFR 1.1, 1.3, 1.4,
1.20, 1.21, 1.23, 1.24 are incorporated herein by reference.

8:21-1.3 Food labeling

The food labeling requirements of 21 CFR 101, 102, 104,
and 105 are incorporated herein by reference.

8:21-1.4 Drug labeling

The drug labeling requirements of 21 CFR 201 are incor-
porated herein by reference.

8:21-1.5 Cosmetic labeling

The cosmetic labeling requirements of 21 CFR 701 are
incorporated herein by reference.

8:21-1.6 Labeling, sale, and distribution of cosmetics for
professional use only

(a) For the purposes of this section, a cosmetic labeled
for professional use only which is offered for sale or distri-
bution to a consumer shall be deemed to be misbranded
within the meaning of N.J.S.A. 24:5-18.1 at the time such
cosmetic is offered for such sale or distribution.

(b) No person shall distribute or sell, or have in his or
her possession with intent to distribute or sell, any cosmetic
labeled for professional use only except to professional
barbers, professional beauticians, licensed beauty salons,
licensed schools of beauty culture, other beauty culture
professions, or licensed wholesale establishments.

(c) Any person who offers a cosmetic labeled for profes-
- sional use only for sale or distribution shall make reasonable
inquiries regarding a person’s professional status or affilia-
tion as necessary to determine their qualifications to pur-
chase such products so that the retail sale or distribution of
such cosmetic may be prevented. This requirement shall
not apply to the sale or distribution of cosmetics labeled for
professional use only between wholesale establishments.

Supp. 4-3-00

(d) Cosmetics labeled for professional use only when
displayed for sale in a combined retail-wholesale establish-
ment shall be kept separate and apart from retail merchan-
dise. Where such cosmetics are accessible to the general
public, posters measuring at least 8% by 11 inches with
lettering measuring at least one-half inch in height shall be
conspicuously displayed in all such display areas and contain
the following statement, “NOTICE—FOR SALE ONLY
TO LICENSED PROFESSIONALS.”

(e) A cosmetic labeled for professional use only shall be
exempt from all the provisions of this section if it can be
shown through factual and scientific evidence in the posses-
sion of the person offering such product for sale or distribu-
tion prior to such offering that:

1. Such cosmetic does not require professional skill or
knowledge for its safe or effective use;

2. Such cosmetic does contain necessary warnings,
cautions, and directions for its safe and effective use in
such terms as to render it likely to be read and under-
stood by the consumer under customary conditions of
purchase and use; and

3. Such cosmetic is labeled in compliance with all
State and Federal requirements for retail sale.

(f) A cosmetic labeled for professional use only which has
a retail counterpart identical in name, chemical composition,
packaging (size, etc.) and labeling (directions, cautions, etc.)
shall be exempt from all provisions of these rules.

8:21-1.7 Cosmetic product warning statements

The requirements that apply to feminine deodorant
sprays, cosmetics in self-pressurized containers, and coal tar
hair dyes posing a risk of cancer of 21 CFR 740, Cosmetic
Product Warning Statements are incorporated herein by
reference. _ '

8:21-1.8 Definition of soap

(a) “Soap,” as quoted in N.J.S.A. 24:1-1h(2), shall apply
only to products that meet all of the following conditions:

1. More than 50 percent of the nonvolatile matter in
the product consists of a salt resulting from an alkali-fatty
acid chemical reaction commonly known as saponification
and detergent properties of the product are due to the
alkali-fatty acid salt; and

2. The product is labeled, sold and represented only
as soap.

8:21-1.9 Device labeling

The device labeling requirements of 21 CFR 801 are
incorporated herein by reference.
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SUBCHAPTER 2. FOODS

8:21-2.1 through 8:21-2.12 (Reserved)

8:21-2.13 Use of textile bags as containers for flour

No person, firm, or corporation shall sell, offer or expose
for sale, distribute or have in possession with intent to sell

or to distribute or to manufacture into food for human

consumption in this State, any flour in textile bags that have
been used previously.

8:21-2.14 Frozen food locker plants

(a) The refrigeration system for a locker plant or branch
locker storage plant shall be equipped with adequate and
reliable automatic controls for the maintenance of uniform
temperatures as required in the various rooms and shall be
of adequate capacity to provide these temperatures under
peak load conditions in the normal operation of the plant
with extreme conditions of outside temperature.

(b) Each locker plant shall have thermometers so placed
as to be readily accessible to public view in the various low
temperature rooms.

(c) All food products offered for storage shall be placed
in clean containers or wrappings suitable for freezing and
proper storage, and clearly marked with the date of storage.
Persons or firms operating locker or locker storage plants
shall not place in a locker storage plant or allow to be
received for processing, chilling, freezing, or storage in a
locker or locker storage plant, any food articles in a state of
decomposition or putrefaction, or in any other condition
which renders them unfit for food, or in any condition which
may cause deterioration in other food products.

(d) When articles of food, held in a locker plant, are
removed from the packages in which they were contained
and placed in other packages, the date of original entry into
the locker plant of such articles shall be placed upon the
containers into which they have been transferred; and if
articles of food which have been placed in a locker or locker
storage plant on different dates are packed in the same
container, the date of storage of the article longest stored
shall be placed upon the container to which such articles
have been transferred.

'(e) Any article of food, if intended for use other than
human consumption shall be plainly and legibly labeled or
marked with the words “Not for Human Consumption”.

(f) All rooms in which food products are stored shall be
provided with smooth, water-tight floors which can be readi-
ly cleansed. Floors must be kept in a clean condition at all
times.

(g) The sidewalls and ceilings of all rooms shall be of
smooth material, free from crevices and must be kept clean
at all times.
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(h) Waste materials shall not be permitted to accumulate
in or around buildings in an insanitary manner. Waste
materials shall be placed in clean metal containers.

(i) Adequate toilet facilities shall be provided for employ-
ees. All toilets shall be kept clean at all times.

(j) Adequate lavatory facilities shall be provided. All
persons engaged in handling foods shall be required to wash
hands before handling food after visiting toilet.

(k) No employer shall require, permit or allow any per-
son to work in a cold storage warehouse, who is afflicted
with any communicable disease.

() The license granted by the Department of Health to
operate locker plant shall be displayed in the plant.

8:21-2.15 Sale of enriched white flour and unenriched
white flour

(a) All flour, excepting that sold under a certificate as
provided in N.J.S.A. 24:11A—4, intended for sale for human
consumption in New Jersey shall be held in containers which
are marked in a plain and conspicuous manner with the
words, “Enriched Flour” and with the name and address of
the manufacturer, packer or distributor.

(b) All flour sold to distributors, bakers or other pro-
cessors under the proviso contained in N.J.S.A. 24:11A4,
which allows the sale of unenriched flour under certain
conditions, shall be held in containers which are marked in a
plain and conspicuous manner with the words, “Unenriched
Flour”, and the name and address of the manufacturer,
packer or distributor.

(c) All persons purchasing flour which has not been
enriched and which is to be resold or used as outlined in the
proviso contained in N.J.S.A. 24:11A—4 shall furnish a certif-
icate to the seller on the form adopted by the Board of
Health of the State of New Jersey, and this certificate shall
be kept on file by the seller for a period of two years. The
purchaser shall keep a copy of each certificate for a period
of two years.

(d) One certificate shall be furnished the seller by the
purchaser covering all the flour purchased from him during
the first half of the calendar year and one new certificate
shall be furnished the seller by the purchaser for each
following six-month period. Certificates issued during the
first six months of the year shall expire on June 30 and
certificates issued during the last six months of the year shall
expire on December 31.

8:21~2.16 through 8:21-2.34 (Reserved)

8:21-2.35

(a) The operator of every food establishment shall post
on forms approved by the New Jersey State Department of
Health the most recent inspection report, subsequent to

Public posting of inspection reports
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December 15, 1972, the effective date of this regulation,
made by a licensed municipal county, regional, or State
health department employee.

(b) Each such report shall be presented to the owner or
manager of the establishment inspected at the completion of
each inspection by the inspector with instructions that such
report shall be posted in a conspicuous place near the public
entrance of the establishment in such manner that the
public may review the report.

(c) The detailed supporting data serving as the basis of
each inspection report shall be maintained by the operator
of each food establishment on the premises for review by
the public.

R.1972 d.209, effective December 15, 1972.
See: 4 N.JR. 215(a), 4 N.J.R. 26(b).

Authority
N.JS.A. 24:2-1

8:21-2.36 Public availability of inspection records

Records of inspections of food establishments subsequent
to December 15, 1972, the effective date of this regulation,
shall be made available to the public.

R.1972 d.209, effective December 15, 1972.
See: 4 N.J.R. 215(a), 4 N.J.R. 266(b).

Authority
N.J.S.A. 24:2-1

8:21-2.37 (Reserved)

8:21-2.38 Bacteriological standards for potentially
hazardous foods

(a) Bacteriological standards shall be applied to the fol-
lowing ready-to-eat products sold in New Jersey:

1. Chicken salad;
Chopped chicken liver;
Coleslaw;

Egg salad;

Macaroni salad;
Potato salad;

Shrimp salad; -

Tuna salad;

Turkey salad.
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(b) No sample of these foods shall, by bacteriological
analysis, contain any of the following:

1. More than 100,000 per gram in total aerobic bacte-
ria plate count;
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2. More than 100 per gram of total coliform organ-
isms;

3. More than 100 per gram of coagulase positive
staphylococcus aureus;

4. Any salmonella,
strains of E. coli.

shigella or enteropathogenic

(c) However, if these standards are not met for the
potentially hazardous foods specified due to the addition of
otherwise wholesome foods having naturally high total bac-
teria plate counts, the onus of demonstrating that this is
indeed the case rests with the food establishment at the
point of sampling.

(d) Penalty action shall not be taken on the basis of a
single sample violating the standard included in subsection
(b)1 or 2 of this Section, unless such sample was obtained
during an inspection in which existing sanitary conditions

- constitute a potential hazard to public health. Whenever

two of the last four consecutive bacteria counts or coliform
determinations taken on separate days exceeds the limit of
the standard for potentially hazardous food, the health
authority or representative so designated shall send a writ-
ten warning notice thereof to the person concerned. This
warning notice shall be effective so long as two of the last
four consecutive samples exceeds the limit of the standard.
An additional sample shall be taken within 14 days of the
sending of such warning notice, but not before the lapse of
three days. Immediate penalty action shall be instituted
whenever the standard is violated by three of the last five
bacteria counts or coliform determinations.

(e) Any potentially hazardous food sample which violates
the provisions of subsection (b)3 or 4 of this Section shall be
subject to immediate administrative and/or penalty action by
the health authority.

(f) Samples of potentially hazardous foods collected at an
establishment other than the manufacturer or processor and
which products have not been further processed, and violate
subsections (b)1 or (b)2 of this Section shall result in action
by the health authority to collect additional samples of the
product from the original unopened container at the time of
delivery from the manufacturer or processor in order to
determine whether the cause of the high bacteria. count is
due to faulty handling in production, distribution and/or
storage.

(g) Nothing in subsections (a), (b), (¢), (d), (e) and (f) of
this Section shall preclude the right of the State or local
health authority from embargoing foods which are or are
suspected of being adulterated within the meaning of
N.J.S.A. 24:58.

R.1974 d.204, effective July 24, 1974.
See: 6 N.J.R. 179(a), 6 NJ.R. 311(a).
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FOOD AND DRUGS

8:21-3.8

8:21-2.39 Sale of ground meat and 'similar products

(a) The following Federal standards of identity as cur-
rently promulgated and hereafter amended shall apply to
the processing and retail sale of ground meat, sausage, and
similar products in this State. The quality standards of 9
CFR 319.15, 319.140, 319.141, 319.142, 319.143, 319.144,
319.145, 319.160, 319.180, 319.181, and 319.182 are incorpo-
rated herein by reference.

Amended by R.1990 d.563, effective November 19, 1990.
See: 22 N.J.R. 2465(a), 22 N.J.R. 3559(a).
Standards conformed to CFR.

Historical Note

This rule was filed with the office of the Secretary of State on July
26, 1965, to become effective October 4, 1965, but was not included in
the initial printing of Title 8 in error.

8:21-2.40 (Reserved)
8:21-2.41 Prohibition of sale of striped bass

No person may expose for sale, offer for sale, or sell
striped bass (Morone saxatilis) in this State.

New Rule R.1987 d.127, effective March 2, 1987.
See: 18 N.J.R. 2174(a), 19 N.J.R. 409(a).

8:21-2.42 Prohibition of sale of channel cat fish

No person may expose for sale, or sell channel cat fish
(Ictalurus punctatus) harvested from the Delaware River
between the Interstate 276 Highway Bridge in Burlington
Township, Burlington County and Birch Creek, which flows
into the Delaware River at Logan Township, Gloucester
County.

New Rule, R.1990 d.563, effective November 19, 1990.
See: 22 N.J.R. 2465(a), 22 N.J.R. 3559(a).

SUBCHAPTER 3. DRUGS, DEVICES AND
COSMETICS

8:21-3.1 through 8:21-3.7 (Reserved)

8:21-3.8 Warning statements for drug labels

The warning statements listed in this Section, or their
adequate equivalents, should appear on the labels of prepa-
rations containing the following drugs:

(a) Cathartic or laxative drugs (except castor oil and
phenolphthalein) which act as irritants to the gastro-intesti-
nal tract or stimulate intestinal peristalsis.

“Warning: Not to be used when abdominal pain
(stomachache, cramps, colic), nausea, vomiting
(stomach sickness) or other symptoms of appendi-
citis are present.”

21-7

“Frequent or continued use of this preparation
may result in dependence on laxatives.”

(b) Castor oil.

“Warning: Not to be used when abdominal pain
(stomachache, cramps, colic), nausea, vomiting
(stomach sickness) or other symptoms of appendi-
citis are present.”

“Frequent or continued use of this preparation
may result in dependence on laxatives.”

“Do not use during pregnancy except on compe-
tent advice.”

(c) Phenolphthalein:

“Warning: Not to be used when abdominal pain

(stomachache, cramps, colic), nausea, vomiting

(stomach sickness) or other symptoms of appendi-

citis are present.”

“Frequent or continued use of this preparation
. may result in dependence on laxatives.”

“Important: If a skin rash appears, discontinue

2

use.

(d) Preparations containing so-called roughage materials
and intended for use in constipation:

“Important: All varieties of constipation are not
benefited by this preparation. It should be partic-
ularly avoided in cases such as spastic constipation
in which abdominal discomfort or pain may be
present.”

(e) Preparations containing mineral oil for administra-
tion:

“Warning: Do not take directly before or after
meals.”

(f) Preparations containing sodium perborate as an active
ingredient and intended for local use in the mouth and
throat:

“Warning: This preparation may cause irritation
and inflammation of the gums, tongue and mucous
membranes of the mouth. It should be discontin-
ued at the first sign of irritation or soreness. In
case of doubt, consult your physician or dentist.”

(g) Nose drops, inhalants and sprays:
1. Those that contain oil as a vehicle or base:

“Caution: The use of excessive amounts of this

_ preparation may be dangerous. Do not use at all
in infants and younger children except on compe-
tent advice.”

2. Those that contain ephedrine, epinephrine, am-
phetamine (benzedrine), propadrine, neosynephrin and
other vaso-constricting drugs of similar activity:
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“Caution: frequent or continued use may cause
nervousness, restlessness or sleeplessness. Individ-
uals suffering from high blood pressure, heart dis-
ease, diabetes, or thyroid trouble should not use
this preparation except on competent advice.”

“Warning: Do not take more than the dosage
recommended. Frequent or continued use is to be
avoided and its use for children and elderly per-
sons may be especially dangerous.”

(o) Anthelmintics: The following preparations in thera-

peutically potent doses are not safe for indiscriminate distri-
bution and should only be used under the direct supervision
of a physician:

(h) Preparations containing volatile oils, aromatics, or
drugs of an oleoresinous nature and intended for their effect
upon the urinary tract.
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“Warning: If disturbance of the stomach or bow- 1. Carbon tetrachloride:

els, or skin rash is noticed, discontinue use. Note: Specific adequate directions for administra-
. . ' . . tion of a saline cathartic after use of this drug
(i) Atropine and pharmacologically related drugs: should be given.

“Caution: Frequent or continued use of this prep- “Warning: Avoid taking castor oil or other prepa-

aration should be avoided. Discontinue if dryness rations or foods containing oil or fat while this

of the throat, excessively rapid pulse or blurring of drug is being administered. The use of this prepa-

vision appears.” ration in debilitated children and persons addicted

“Warning: This preparation should not be taken to alcohol is dangerous.”

by elderly people except on competent advice.” 2. Tetrachlorethylene:

(j) lodine or iodi